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CHILD SAFE TY ACT AND PERS ONNE L TRAINING

FR ID A Y , JU N E  24 , 196 6

H ou se  of R epre sent at ives ,
Subcommit tee  on P ublic  H ealth and W elfare

of th e Committee on I nte rstate  and F ore ign  Commerce,
Washington, D.G.

The committee met at  10 a.m., pursuant  to call, in room 2218, 
Ray burn House Office Building, Hon. Paul G. Rogers presiding.

Mr. Rogers of Florida. The subcommittee will please be in order.
The hearings today are on H.R. 13886, the proposed Child Safety  

Act of 1966, and H .R.  13884 the proposed Professional Training and 
Cooperation Amendments of 1966, introduced by our chairman, Mr. 
Staggers, and three other bills—H.R. 14634, which is identical to the 
professional training and cooperation amendments, introduced by our 
colleague, Mr. Donohue, and H.R. 14557, introduced by our colleague 
Mr. McCarthy, and H .R.  14632 by Mr. Donohue, which are identical 
to the proposed Child Safety  Act.

The Child Safety  Act would make several amendments to the 
Federa l Food, Drug and Cosmetic Act. One amendment woidd 
limit the quantity  of children’s aspirin that may be included in one 
single reta il package; another  amendment woidd authorize the Secre­
tary  of Health, Education,  and Welfare to require re tail containers of 
drugs to be secured by a safe ty closure; and a third amendment woidd 
require  cautionary labeling to protec t against accidental injuries.

The bill would also amend the Hazardous Substances Labeling Act 
to extend the coverage of the act  to hazardous substances intended for 
household use or by children; and would ban  from commerce certain 
hazardous toys or other chddren’s articles, or dangerous household 
articles.

The proposed professional training and cooperation amendments 
would clarify the Depar tment ’s auth ority  for training personnel of 
State  and local autho rities  in matte rs relating to the Federal Food, 
Drug and Cosmetic Act, and would provide explicit au thor ity for the 
Departm ent to cooperate with and give technical assistance to State 
an a local authorities.

At this point in the record there will be inserted the text of H.R.  
13884 and H.R. 138S6 and the depar tmental report s thereon.

(The bills and reports referred to follow:)
i



2 CHILD SAFETY ACT AND PERSONNEL TRAINING

[H .R.  13884,89th Cong., 2<1 ses sj
A BILL  T o pro tect  the publ ic hea lth by amend ing  the  Federal Food, Drug, and  Cosmetic Act for the 

purpose of strengtliening and facilitat ing m utal  cooperat ion an d assistance , includ ing train ing of person­
nel, in t he  adminis trat ion  and enforcement of that  Act and of Stat e an d local laws rela ting  to food, drug s, 
devices , or cosmetics , and  for other pu rposes

lie it enacted by the Senate and House of Representatives of the United States of
America in Congress assembled, Tha t this  Act may be cited as the  “Professional 
Training and  Cooperation Amendments of I960” .

Sec. 2. Section 702 of the  Federal Food, Drug, and Cosmetic Act (21 U.S.C. 372) 
is amended by adding at  the  end thereof the  following new subsect ion:

“ (f)(1) The Secretary is au thorized to accept from Sta te and  local authorities, 
on a reimbursable basis or otherwise , any assistance in the  adminis trat ion and 
enforcement of this Act which he may reques t and which they may be able and 
willing to provide and, if so agreed, may pay in advance or otherwise for the 
reasonable cost of such assistance.

“ (2) The Secretary may cooperate  with and give technical and oth er assistance 
to Sta te and local autho ritie s in the  adminis trat ion  and enforcement of  their laws 
and  regulations relating to food, drugs, devices, or cosmetics.

“ (3) In order to assis t in carrying  out the purposes of this subsection, the 
Secre tary may  provide train ing (includ ing necessary curricular and  instructional 
mate rials  ami equipm ent) to personnel  of Sta te or local author ities (in mat ters  
relat ing to the  administ ration or enforcement of tliis Act or of the  laws admin­
istered  by such authorities)  as an integral part of any train ing program for per­
sonnel of the Department, or may (pursuant to arrangemen t with  such author ­
ities) establ ish and carry  out  a special  training program or programs  in such 
matters for personnel of such author itie s either directly or through cont racts  or 
arrangeme nts with appropr iate  ins titu tions or agencies, including Federal agencies, 
and may in e ithe r case pay to such Sta te or local personnel, while atte nding such 
training' programs  away from thei r homes or regular places of employment and 
while traveling in connection therewi th, thei r travel expenses, including per diem 
in lieu of subsistence,  as authorized by section 5 of the Admin istrativ e Expenses 
Act of 1946 (5 U.S.C. 73b-2) for persons in the  Gove rnment service employed 
int erm ittently .”

Sec. 3. Section 702 of such Act  is fur the r amen ded by adding a t the end of 
subsec tion (a) of such section the  following new sentences: “ In carry ing out  this 
subsection, the Secretary may make cont ract s for the conduct of special teats 
and analyses  an d may pay there for in a dvan ce or otherwise, as he may determine. 
The  Secretary may likewise contra ct, and pay in advance or otherwise,  for infor­
mat ion (1) furnished to him by hospita ls or othe r inst itut ions or organizations or 
info rma nts (except  information furn ishe d to him by man ufactur ers and others 
required by or pur suant to this Act to furnish such information) and (2) bearing 
on the safety or effectiveness of drugs or  othe r articles with in the scope of this Act.”

|I t.  It. 13886, 89th Cong.. 2d sew.)
A BI LL  T o protect children and othe rs from accidental death or Inlury by am ending the  Federa l Food, 

Drug , and  Cosmetic Act with respect to aspir in Intended (or children, safety closures on drug containers, 
and cau tion ary  latieling of conta iners  of art icles subject to the  Act where necessary to th at  end. and by 
amendin g t lie  Federal Hazardous S ubstances  labe lin g Act t o ban hazardous toys and  art icles Inten ded 
for children, an d other articles so hazardo us as  to  be dangerous In the household regardless  of labeling, an d 
to  app ly to  unpackaged articles intended for household use, an d for other purposes

Be it enacted by the Senate and House of Representatives of the United Stales of
America in  Congress assembled, Th at thi s Act may be cited as the “Child Safety  
Act of 1966”.

TI TL E I—A ME ND ME NTS TO FE DE RA L FOOD, DR UG , AND 
CO SM ETIC ACT

LIMITATION OF QUANTITY OF CHILD REN’S ASP IRIN IN RETAIL PACKAGE

Sec. 2. Par agraph  (a) of section 501 of the  Federa l Food, Drug, and  Cosmetic
Act (21 U.S.C.  351), relat ing to dru gs or  devices deemed to  be adu lterated , is 
amended b y s triking o ut the  period at  th e en d thereof  and  inserting in  lieu thereof  
a semicolon and the following: “o r (5) if i t is a n aspir in (acetylsalicylic ac id), or 
other form of salicylic acid, preparation in a dosage form in tended for use by chil­
dren and is packaged in a  retai l containe r, unless the  aggregate qu an tity of such 
drug  in such conta iner does not exceed a limit  which has been establ ished by the
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Secretary by regulation af ter cons iderat ion of the tota l qu an tity of such drug 
that , if ingested by a child of ten der age at  one time,  is likely  to  cause death  or 
serious inju ry.”

SAFET Y CLO SURES ON RETAIL IIRUG CONTA INER

Sec. 3. Paragraph  (a) of such  section 501, as amended by section 2 of  th is Act, 
is f urt her am ended by stri kin g out the period at the end thereof and  inserting in 
lieu thereof a semicolon and the following: “or  (0) if it is a drug packaged in a 
reta il containe r (including a container in which such drtig is dispensed on pre ­
scrip tion)  a nd the Secre tary has, in the in terest  of pro tecting the  hea lth anti s afety 
of children , by regula tion applicable to such  drug  (whe ther or  not such drug  is 
intended for children) requ ired  the retail  container to be secured by a safety  
closure, unless such con tain er is so secured in conformity with such regulation.”

CAUTIONARY LABELING REQ UIR EMENTS

Sec. 4. (a) Section 403 of the  Federal Food, Drug, a nd Cosmetic Act (21 U.S.C. 
343) is amended by adding a t the end thereof a  new para grap h as follows:

“(n) If it is coniained in a  dispenser pressurized by a gaseous propel lant unless 
it I tears such cautionary labeling with respec t to handling , storage, and use of 
suc h conta iner as is necessa ry to prev ent the causing of injury  to the hea lth  of 
any  user or other individual  during,  or as the resul t of, reasonably foreseeable 
handl ing, storage, or  use thereof,  in tent ional or  otherwise,*

(b) Section 602(f) of such Act (21 U.S.C. 352(f)) is am ended to read a s follows:
“ (f) Unless its  label ing bea rs (1) adeq uate d irections for use; (2) such adequ ate

warnings against use in those pathological conditions or by children where  its use 
may  be dangerous to health, or against unsafe dosage or methods or duratio n of 
adminis tra tion or applica tion, or  against a substantial and  reasonably foreseeable 
risk of causing accidental injury , in such maimer and form, a s are necessary fo r the 
pro tec tion of users, including inst ructions for first-a id treatm ent when necessary 
or a pprop ria te:  and (3) such othe r information rela ting to the  foregoing ma tters 
and to side effects, contraindications , effectiveness, and  oth er matters as may be 
requ ired by or pur sua nt to regu lations (applicable to  the labeling  of such drug) 
prescribed by the Secretary in order to c arry  out the purposes  of this paragr aph ; 
and unless such labeling is in all respec ts in conformity (with respect to  m att ers  
to  be included in or omi tted from such labeling, and  with respect to man ner  an d 
form of s tatement  of m att ers  included) with  the  requ irem ents  (applicable to the 
labeling of such drug) prescribed by the Secretary by or pu rsu an t to regulation  
on the basis of a finding th at  such requirements are necessa ry for the safe and  
effective use of drugs  or of the  specific drug or class of drugs  involved: Provided, 
T hat  whore any require ment of clause (1) of thia par agr aph , as  a pplied to  a ny  
drug or device, is n ot necessa ry for the protection of the publ ic heal th, the  Secre­
tary shall promulgate regu lations exempt ing such drug or device from such 
requirement .”

(c) (1) Section 602 of such Act (21 U.S.C. 362) is amended  by adding a t the  
end  thereo f the following new' para gra ph:

“ (f) If  because of it s n atu re,  composition , or  packa ging i t involves a substant ial  
risk of causing injury to hea lth  during  or as the resu lt of any reasonably fore­
seea ble handling, storage, o r use by any individuals , whether intentional or othe r­
wise, unless in either case it bea rs (in addi tion to any oth er presc ribed labeling) 
(1) such  c autionary labeling as  is necessa ry for the  protectio n of such individuals 
and (2), where necessary or  appropriate, inst ructions for first-aid treatm ent . 
Whenever the  Secretary finds that  any cosmetic  o r class of cosmetics is subject  
to  t he  provisions of this pa rag rap h and 'in his judgm ent  a declaration to that  effect 
will prom ote the  objec tives o f this  paragraph  by avoiding or resolving unc erta inty 
as  to its application,  he may by regula tion declare any  such cosmetic  or class of 
cosmetics to be, and it shall during the effectiveness of such regulation  be deemed 
to be, sub ject to  such provisions.  Nothing in this  para gra ph shall be construed 
to  exempt any ar ticle otherwise subject  to the requirements  of th is paragraph from 
such requ irements  by reason of  t he  absence of such a regula tion.''

(2) The  first sentence of section 701 (e) of such Act (21 U S .C. 371 (e)) is amended 
by striking out “or 502 (d) or  (h)” and inser ting in lieu there of the  following: 
“ 502 (d) or  (h), or t he  second sentence of section 602(f)” .

(d) Section 18 of the Fede ral  H azardous Su bstances  Labeling Act (74 Sta t. 372) 
is amende d by striking out  th e following: ",  except th at  the  Federa l Caustic  Poison 
Act shall  remain in full force and  effect with  respec t to any 'dangerous caustic  or 
•corrosive substance’ (as defined by th at  Act) which is a n article subject to  the 
Federal  Food, Drug, and  Cosmetic Act and  which is, by, virtue of paragraph 2 of
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section 2(f) of this  Act, excluded from th e term  'hazardous  sub stance’ as defined 
in this Act”.

(e) Tile amendments made by this section shall tak e effect on the first day  of 
the seven th calendar month  following the  mon th in which this Act is ena cted, 
excep t tha t (1) so much of the new m att er inserted in section 502(f) of the  Fede ral  
Food, Drug, and Cosmetic Act as follows clause (2) thereof shall take  effect upon 
such enactment , and  (2) proceedings to  issue regula tions authorized by  such 
amendments may be commenced a t any time aft er such enactmen t.

TI TL E II —AM EN DM EN TS  TO FE DE RA L HAZARDOUS SUB STANCE S 
LABELIN G ACT

APPLICATION OP ACT TO ARTICLES BEARING OR CONTA ININ G PESTICIDES, AND TO 
UNPACK AGE D HAZARDOUS SUB STAN CES

Sec. 201. (a) Section 2(f)2. of such Act (15 U.S.C. 1261(f)(2)), which excludes 
“economic poisons” su bject to  the Federal Insecticide,  Fungicide , and Rodent icide 
Act and certain  othe r articles  from the te rm "hazardous sub stance” , is amended bv  
insert ing before the period at  the  end thereof th e following: ", bu t such term  shail  
app ly to any a rticle  which is n ot itself an economic poison  with in t he  meaning of 
th e Federa l Insecticide, Fungicide, and Rodent icide Act bu t which is a hazardous 
subs tance within the meaning of subp arag raph  1 of this para grap h by reason 
of bearing or conta ining such an economic poison” .

(b) So much of section 2(n) of such Act (15 U.S.C. 126 l(n) ), defining the ter m 
‘label”, as precedes th e semicolon is amended to  read  as  follows:

“ (n) the  term ‘labe l’ means  a display of wri tten , printed, or graphic matt er  
upon the immediate con tain er of any  subs tance or, in t he  case of an article  which 
is unpackaged or is not packaged  in an immediate con tain er intended  or s uitable 
for delivery  to the  u ltima te consumer,  a display of such mat ter d irect ly upon the 
article involved or upon a tag  o r othe r suitab le material  affixed thereto” .

(c) (1) Paragraph (p) of section 2 of such Act (15 U.S.C.  1281(p)), defining 
the  terms “misbranded package” and “m isbranded  package of a hazardous  
substance” , is amended by changing so much of such  parag raph  as precedes  
subp arag raph  (1) thereof to read  as follows:

“ (p) The te rm ‘misbra nded hazardous  substance ’ means  a hazardous subs tance 
(including a toy, or another artic le inten ded for use by children,  which is, bears , 
or contains a hazardous  substance) intended,  or packaged in a form suitable  for 
use in the  household or by children, which subs tance, excep t as otherwise provided 
by or pur suant to section  3, fails to b ear a label—” ,

(2) Such paragraph  (p) is fur the r amen ded by striking out,  ill subparagraph 
(1), all of clause (J) thro ugh  the word “an d” , and inserting  in lieu there of the  
following: “ (J) the  s tat em en t (i) 'Kee p ou t of the reach of children’ o r its prac­
tica l equivalent, or (ii), if the  artic le is in tended for use by children and is not a 
banned  hazardous sub stan ce,  adequa te directions for the protection  of children 
from the hazard, and” .

(d) Section 3(b) of such Act (15 U.S.C. 1262(b)), authorizing the  Secretary 
to  estab lish reasonable  var iations  or additional label requi rements necessa ry 
for the protection  of the  public heal th and  safe ty, is amen ded by chang ing so 
much of such subsection  as follows the  semicolon to  read as follows: “an d any 
such  hazardous substance intended , or packaged in a form suitable, for use in 
the household or by child ren, which fails to bear  a  label in accordance with such 
regu lations shall  be deemed to be a misbranded haza rdous substance.”

(e) Subsection (d) of section 3 of such Act (15 U.S.C. 1262(d)), authorizing  the  
Secretary to  exem pt containers of hazardous substances with respec t to  which 
ade qua te requirements  sat isfy ing the purposes of such Act have been estab lished 
by or pu rsu ant to ano ther Act, is amended  by  inserting “hazardous  substance o r” 
before  "container  of a  hazardous  substance” .

(f) Section 4 of such Act  (15 U.S.C. 1263), set ting  for th proh ibited acts , is 
amen ded as follows:

(1) Para grap hs (a), (c), and (g) of such section are each amen ded by  st riking  
ou t “misbranded pac kage  of a hazardous substance” and inser ting in lieu there of 
“misbranded hazardous sub stance ” ;

(2) Paragraphs (b) and (f) of such section are  each ame nded by strik ing out  
“being in a misb randed package” and  insert ing in  lieu thereof “being a 
misbranded haz ardous s ubs tance” .

(g) Subsection (b) of sect ion 5 of such Act (15 U.S.C. 1264) is amen ded by 
striking out “hi misbranded packages” in clause (2) thereof and  insert ing in lieu 
thereof “a misbranded  hazard ous  substance”.
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(h) Section  6(a) of such Act (15 U.S.C. 1265(a)) is ame nded by strik ing out 
“Any hazardous subs tance th at  is in a misbranded pack age”  and inser ting in 
lieu there of “Anv misbranded h azardous substance” .

(i) Section  14(a) of such Act (15 U.S.C. 1273(a)) is ame nded by strik ing out 
“in  misb randed packages” in the second sente nce thereof an d inse rting in lieu 
there of “a  m isbranded hazardous s ubstanc e” .
EXCLUSION, FROM INT ERSTATE COMMERCE, OF TOYS AND  OTHER CHILD REN’S

ARTICLES CONTAIN ING HAZARDOU S SUB STANCES, AND OF OTHER SUBSTA NC ES
'SO DAN GER OUS THAT CAUTIONARY  LABELING IS NOT ADE QUA TE

Sec. 202. (a) Section 2 of such Act (15 U.S.C. 1261) is fu rth er  amended  by 
adding at the end thereof the  following new paragraph:

“ (q)(1) The  term  ‘banned haza rdous subs tance’ means (A) any toy,  or othe r 
artic le intended for use by children, which is o r bears  a hazardous substance , or 
which conta ins a  hazardous  substance  in such manner as  to  be suscept ible of access 
by a child to whom such toy  or oth er article  is ent rus ted; or (B) any  hazardous  
substance intended or offered for household use, o r so packaged as to be suitable  
for such use, which the Secretary by regula tion classifies as a ‘banne d hazardous  
substan ce’ on the  basis of a finding th at  the  hazard involved in the  use of such 
subs tanc e in  households  is such th at caut ionary labeling would not  be an a deq uate 
safeg uard a gainst su bstant ial pe rsonal in jury  or substantial illness occurring during 
or as a  proximate result of any customary  or reasonably foreseeable handling  or use 
of such substance: Provided, Tha t the Secre tary shall by regu lation exem pt from 
clause (A) of this paragraph a rticles, such as chemical seta, which by reason of their 
functiona l purpose require the  inc lusion  of the hazardous  s ubstanc e involved and 
which are  inten ded for use by children  who have  att ain ed sufficient maturi ty to 
read and  heed the  directions and  warnings in the  labeling  of such article.

“ (2) Proceedings for the issuance , amendment, or repeal of regulations pur sua nt 
to clause (B) of subparagraph (1) of thi s p aragraph  shall be governed by the  pro­
visions of section 701 (e), (f), and (g) of the Federal Food. Drug, and Cosmetic 
Act: Provided, Th at  if the  Secreta ry finds that  the  dist ribu tion  for household use 
of the hazardous substance  involved presents an imm inen t haz ard  to the  public 
heal th, he may  by order  published in the  Federa l Register  give notice of such 
finding, and  thereupon such sub stance  when in tended or offered fo r household use, 
or when so packaged as to be  suitabl e for such use, shall be deemed  to be a ‘banned 
hazardous subs tanc e’ pending the  completion of proceedings  rela ting  to the  issu­
ance of such regulation.”

(b) Subsec tions (a), (b), (c), and (g) of section 4 of such Act, as amended by 
section 201 of th is Act, are each fu rth er  amended by inserting “or banned hazardous 
subs tanc e” after “misbrauded hazardous  subs tance.”

(c) Clause (2) of section 5(b) of such Act, as amen ded by section 201 of this
Act, is fu rther amended by st rik ing  out  “ within the  meaning of th at  te rm ” in such 
clause and  inser ting in lieu thereof “or  a banned hazardous s ubs tance within  t he 
meaning of those t erm s". .

(d) Section  6(a) of such Act, as amen ded by section 201 of this Act, is fu rthe r
amended by insert ing “or banned  hazardous sub stance ” aft er “Any misbranded 
haza rdous subs tance” . . . . .

(e) Section 14(a) of such Act, as amen ded by section 201 of th is Act, is fur the r 
amended by inserting  “or  banned  hazardous sub stance ” aft er “m isbranded 
haza rdous sub stan ce”  in the second sentence thereof.

CHANGE IN  SHORT TITL E OF ACT

Sec. 203. Section 1 of the Fed era l Hazardous Subs tances Label ing Act is 
amen ded by strik ing out  “ Labeling ”.

Department of Health, Education, and Welfar e,
Washington, D.C., September 14, 1900.

Hon. Harley O. Staggers,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear M r. Chairman: T his is in response to  y our  request of March 25, 1966, 
for a report  on H.R. 13884, the “Professional Tra ining and Coopera tion Amend­
ments  of 1966.”
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Thia Adm inist ration bill would car ry ou t the recomm endat ion, contained  in the 
Pre sid ent’s message on Consumer  I nte res ts of March 21, 1966, for t he en actm ent 
of “legisla tion authorizing expansion  of the Food and Drug Adm inist ratio n’s 
tra ining p rograms for non-Federal officials.”

Our test imony before the  Subc omm ittee on Publ ic Health and  Welfare on 
behalf of t he  D epartment,  presented by the  Commissioner of Food and Drugs, set 
for th a deta iled explanation and justi ficat ion of the  proposed measure. We 
therefore s trongly urge the enactment of H.R.  13884.

Sincerely,
Wilbur  J.  Cohen, Under Secretary.

E xecu tive  Office  of the President,
Bureau of the Budget, 

Washington, D.C., June  27, Uteri.
TIon. Harley O. Staggers,
Chairman, Committee on Interstate and Foreign Commerce,
House o f Representatives, Washington, D.C.

Dear Mr. C hairman: This is in response to vour  request for the views of the 
Bureau of the Budge t on Il. R. 13884, a bill “To  pro tec t the  public health by 
amending the Federal Food, Drug, a nd  Cosmetic  Act for the purpose of stre ngthen ­
ing and  fac ilita ting  mutua l cooperation an d assistance , including tra ining of pe r­
sonnel, in the  ad min istration anti enforcement of tha t Act and of S tat e and  local 
laws rela ting  to food, drugs, devices, or cosmetics, and  for other  purposes.”

Il.R.  13884 would authorize the Secretary  to contrac t with State  and  local 
agencies for the  enforcement of the Federal Food, Drug, and Cosmetic Act; to 
give a ssis tance to S tate anti local authori ties  in the enforcement of the ir own laws 
rega rding food, drugs, devices, a nd  cosmetics; a nd to  pay  t he costs of training and  
travel  for State personnel. The  amendm ent also would authorize the Secre tary 
to con trac t, and  pay  in advance, for cert ain information necessary to the effective 
enforcem ent of the Federal Food, Drug , and Cosmetic Act.

This  year, in his message to the Congress on consumer interests,  the  President 
sa id:

“The task of protectin g the  consumer cannot  a nd  should  not be left solely to 
the  Federal  Government. The  Governm ent can and should prov ide creative 
Federal leadership to help Sta tes  a nd  local communities in their own const ructive 
and  determined efforts.

“As a step forward, Federal assistance is needed to  stre ngthen  and enlarge 
State and local professional staffs  in the  food and  drug areas.”

Accordingly, the  Bureau of the Budget recommends the ena ctm ent  of the 
Professional  Train ing and  C ooperation Amendments of 1966.

Sincerely yours,
Wilfred  H. Rommel, 

Assistant Director for Legislative Reference.

General C ounsel of the Department  of C ommerce,
Washington, D.C., June  23, 1966.

Hon.  Harley 0 . Staggers,
Chairman, Committee on Interstate and Foreign Commerce,
House o f Representatives, Washington, D.C.

Dear M r. Chairman: This is in furth er reply to your request for the  views of 
this  Departm ent with respect to H.R.  13886, a bill to  pro tec t chi ldren and others 
from acciden tal death  or injury by amending the  Federal Food, Drug, and Cos­
metic Act  wi th respect to aspir in intended for children,  safety  closures on drug  
conta iners , and cautionary  labeling of containers of articles sub jec t to the Act 
where necessary to that  end, and  by amending the  Federal Hazardous Substances 
Label ing Act to ban hazardous  toys  and articles intended for children , and other 
artic les so hazardous  as to be dangerous in the  household regardless of labeling, 
and  to app ly to unpackaged articles  intended for household use, and  for other 
purposes.

H.R . 13886 would amend the Federal  Food, Drug, and  Cosmetic Act to provide 
th at no aspi rin preparat ion in a dosage form intended for use by children, and 
pack aged  in a retail  container, may  contain  an  aggregate quantity  of aspirin  tha t,
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if ingested by a child of tender age at  one time, is likely to cause d eath or serious 
inju ry. The Secre tary of Health , Educatio n, and Welfare may also requ ire the  
reta il con taine r of a drug to be secured by a safe ty closure, to  p rotect  the  hea lth 
and sa fety  of chi ldren. Dispensers  pressurized by a  gaseous propel lant mus t bear 
cau tion ary  labeling with respect to  handling , storage and use of the  containe r t o 
preven t inju ry to health. Provis ions are also included in the bill to  r equ ire ap­
propria te labeling  of drugs an d cosmetics, includ ing instruc tion s for first-aid  
tre atm ent, where appropr iate .

In  addit ion, the  bill would amend  the Federal Hazardous Subs tances Labeling 
Act b y bringing within its purv iew any toys or articles in tended  for children winch 
bear or contain poisonous or hazardous  substances , to provide for app rop ria te 
labeling.  The  bill would ban from inters tate commerce any toy  or other art icle  
intend ed for use by children  which conta ins a haza rdous substance and  any 
haza rdous subs tance intended for household use, if the Secretary  determ ines th at  
cau tionary labeling  would  no t prov ide ade qua te safeguard aga inst  sub stantial 
personal injury or illness. An exception is provided for article s, such as chemical 
sets, which necessarily contain haza rdous substances intende d for use by children  
ma tur e enough to read and heed warning  labeling.

This Depar tment  has no o bjec tion  to the  enactment of H .R . 13886.
I t  is a  constructive  measure and repre sents  a  forward step in correc ting existing 

deficiencies in the  Federal laws for the  protectio n of public  he alth. It s enactm ent  
should have the  effect of increasing  consumer confidence in the  produc ts of the 
indust ry,  and of stim ula ting  research  (part icula rly in the  cosmet ic field) for the 
development of prod ucts  th at  would  meet the  requirements of the Act a s i t would 
be amended.

We h ave  been advised by the Bureau of the  B udget that  the re woidd be no ob­
ject ion to  the  submission of thi s rep ort from th e stand poi nt of the  Administrat ions’ 
program.

Sincerely,
Robert E. Giles,

General Counsel.

Department of Health, Education, and Welfare,
Washington, D.C.,  August  18, 1966.

Hon. Harley O. Staggers,
Chairman, Committee on Interstate anil Foreign Commerce,
House o f Representatives, Washington, D.C.

Dear Mr. Chairman: This is in response to your hear ing notice of August 4 
requ esting th at  we expedite our reports on the  following bills: II.R . 13886, H .R.  
14.557, II.R . 14632, H.R.  15269, and H.R. 15301.

H.R . 13886 is the Adminis trat ion 's proposed “Child Safety  Act of 1966” which 
woidd car ry out  the  recommenda tion, conta ined in the  Pre sident ’s message on 
Consumer  Interests  of March 21, 1966, to:

“Bring all hazardous  subs tanc es, regardless of the ir wrapp ing, under the  
safeguards of th e Federal Hazardous Substances  Labeling Act.

“B an from commerce those household substances th at  are  so hazardous 
that  warning  labels are not adequa te sa feguards.

“Ban the sale of toys  and  other children’s articles conta ining  hazardous 
substances, regardless of the ir packaging.

“Require labels to warn consumers against  possible inju ry from drugs and  
cosmetics,  and from food in pressurized containers.

“Limi t the amount of child ren’s asp irin available in reta il packages. 
“ Require certa in potent  drugs a ttractiv e to children to have safety closure 

caps.”
While we have  received no reques t for a repor t on the  o the r bills referred to in 

the  hearing notice except II. R.  15269, we note tha t H.R.  14557, II.R . 14632, 
titl e IV of H.R. 15269, and H.R. 15301 contain the  same legisla tive proposal  as 
the  Administration  bill.

Our  testim ony before the  Subcomm ittee  on Public Hea lth and  Welfare on 
behalf of the  Departm ent,  presented by the  Commiss ioner of Food and Drugs, 
set for th a detailed explana tion and  justification  of the proposed measure. We 
there fore  strongly urge the  enac tment  of H.R.  138S6.

Sincerely,
Wilbur  J. Cohen, I'mler Secretary.
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Department  of Health, Education, and Welfa re,
Food and Drug Administration,

Washington, D.C. , Ju ne  14, 1986.
Hon. Harley O. Staggers,
Chairman, Committee on Interstate and, Foreign Commerce,
House o f Representatives, Washington, D.C.

Dear Mr. C hairman: This is in reply to  y our  let ter  of May 23.
Products covered by the  Federal Hazardous Substances Labeling Act  are 

required to have ant ido te information printed on thei r labels. However, many  
products, includ ing drugs and cosmetics do not fall within the  purview of the 
Federal Hazardous Substances Labeling Act. The “Child Safety  Act of 1966,” 
H.R . 13886, which you introduced on M arch  22 of this year will amend th e Federa l 
Food, Drug, and Cosmetic Act to require caut ionary labeling of drugs and cos­
metics to w arn against accidental hazards and  to  provide in format ion on an tido tes 
where appropriate. We believe th at  thi s legislation will, if enacted, close the 
loopholes in the  present law.

If we may be of fu rthe r assistance,  please let us know.
Sincerely yours,

J ames L. Goddard, M.D., 
Commissioner of Food a nd Drugs.

Department of Agriculture, 
Washington, D.C. , Ju ne  27, 1966.

Hon. Harley O. Staggers,
Chairman, Committee on Inters tate and  Foreign  Commerce,
House of  Representatives.

Dear Mr. Chairman : This is in reply to  you r let ter  of March  25, 1966, request­
ing our views on H.I1. 13886. The  bill is ent itle d “To  protect children and others 
from acc iden tal death or injury by amending the  Federa l Food, Drug , and  Cos­
metic Act with  res pec t to aspirin in tended  for  children, safety  closures on drug  con­
tainers , and caut ionary labeling of containe rs of ar ticles  subje ct to the Act where 
necessary to  th at end, and by amending the  Federa l Hazardous Substances  
LaJjcling Act to  ban hazardous toys and artic les inten ded for children,  and othe r 
artic les so h azardous as to be dangerous in the  household regardless of labeling, 
and  to  apply  to  unpackaged articl es intend ed for household use, and  for othe r 
purposes.”

This Departm ent supports  the  object ives of II. R. 13886 which are in accord with 
the  Preside nt’s Message (II. Doc. 413, 89th Congress, 2nd Session) rela tive  to a 
program recommending legislation to furth er  pro tect the  consumer’s interest.

This De partm ent has  no objection to II. R. 13886 since its enactm ent  would not 
affect  our jurisdict ion over produc ts coming within  the  purview of the Virus- 
Serum-Toxin  Act (21 U.S.C. 151-158) or the  Federal Insec ticide , Fungicide, and 
Rodenticide Act  (7 U.S.C. 135-135k) adm inis tere d by this Dep artm ent.

The  Bureau of the  Budget advises th at  t here is no object ion to the  submission 
of this  report  from the  s tandpo int of t he  Adm inis trat ion’s program .

Sincerely yours,
Orville L. Freeman, Secretary.

Department  of Labor,
Office  of the Secretary, 

Washington, D.C. , May  4, 1966.
Hon.  H arley 0 . Staggers,
Chai rman , Committee on Inter state  and Foreign Commerce,
House of Representatives,
Wash ington , D.C.

Dear Mr. Chairman: This is in furth er  response to your  request for our  views 
on H.R . 13886, the  “Child Safety Act of 1966.”

We stro ngl j’ endorse the purpose  of this  measure which is designed to carr y 
our  President Johnson's recom mendations for legislation to prov ide ade qua te 
labeling and  packag ing of dangerous  substances in order to insure the  safe ty of our 
citizens , and  par ticu larly our children’s safe ty. In his Message on Consumer 
Intere sts  of March  21, 1966, President Joh nson st ate d that  “Children must  be our  
first concern * * * Too many children now become seriously ill—too many die— 
because  of acciden ts tha t could be avoided by ade quate  labeling  and packaging 
of dangerous subs tanc es.”
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We d efer  to the Depar tme nt of Health , Education, and Welfare for definitive 
comments on this  measure,  since th at is the  agency prim arily affected by the 
provis ions of the  bill. . , . .

The  Bureau of the Budget advises  that, from the  st andpoin t of the  A dmin istra ­
tion’s program  there is no objection to the submission of th is report.

Sincerely, W. Willard Wirtz,
Secretary of  Labor.

Department  op J ustice,
Office of the Deputy Attorney General ,

Wash ington, D.C ., Ju ne  27, 1966.
Hon . Harley 0 . Staggers,
Chairman, Committee  on Intersta te and Foreign Commerce,
House of Representatives,
Washington, D.C.

Dear M r. Chairman: This is in response  to your request for the  v iews of th e 
Depar tment  of Jus tice  on Ii .l t.  13886, a bill “ To protect children and others from 
acciden tal death  or injury, by amending the Federal Food, Drug, and  Cosmetic 
Act with res pect  to aspirin  inte nded for children,  safety closures  on drug containers 
and cau tion ary  labeling of containe rs of articles  subjec t to  the  Act where necessary 
to th at  end, and by amendiug the  Federal Hazardous Substances  Labeling Act to 
ban hazardous toys and ar ticles  int end ed for children, and other  articles  so hazard ­
ous as to be dangerous  in the  household regardless of labeling,  and  to apply to 
unpackaged articles inten ded  for household use, and for oth er purposes” .

The proposed Act would amend the  Federal Food, Drug, and Cosemtic Act by 
requi ring that  children 's aspirin be packaged in smal l qua ntit ies,  by authoriz ing a 
requ irem ent of safety closures on drug containers, and by requ iring addi tional 
information on drug ’and cosmetic labels . It would amend the  Hazardous Sub­
stances Labeling Act bv making the  provisions of th at  Act appl icable to un­
packaged hazardous s ubstances as well as to those contained in packages, and  by  
auth oriz ing the  exclusion from in ter sta te commerce of toys anil  oth er articl es 
intended for use by children  th at  are  so hazardous th at  cau tionary labeling  does 
not afford adequate protection.

Whether this  legislation shou ld be enacted involves quest ions as to winch the  
Depar tment  of Just ice defers to the Depar tme nt of Hea lth,  Edu cat ion , and  
Welfare.

The Bureau of th e Budge t has advised  us th at  there  is no objec tion to the sub­
mission of this  repo rt from the sta nd po in t of the  A dminis trat ion’s program.

Sincerely , _ _
Ramsey ( lark.

Deputy Attorn ey General.

Execu tive  Office  of the President ,
Bureau of the Budget, 

Washington, D.C., Ju ne  27, 1966.
Hon. H arley O. Staggers,
Chairman, Committee on Interstate  a nd  Foreign Commerce,
House  o f Representatives,
Washing ton,  D.C.

Dear Mr. C hairman: This  is in response t o your reque st for the views of t he 
Bureau of th e Budget on H.R . 13886, a bill "To  protect children  a nd  o thers from 
accidental  death  or inju ry by amending the  Federal Food, Drug , and  Cosmetic 
Act with resp ect  to  aspirin intende d for children, safe ty closures on drug  contain­
ers, and caut ionary labeling of con tain ers  of articles subject to  the Act where 
necessary to t hat  end, and by amending the  Federal Hazardous Su bstances  Label­
ing Act to  ban hazardous toys  and  ar ticles intended for children, and o the r art icles 
so haza rdous as to be dangerous in the household regardless of labeling,  and to 
app ly t o unpackaged article s in tended  for household use, and for  ot her  purposes .”

This  bill Avould amend the Federal Food, Drug and Cosmetic Act to  provide 
additional protec tion  in a number of a reas  where serious dangers exis t to  t he health 
of children  and others. In  his message  to the  Congress thi s yea r on consumer 
interests,  the President said: “Too many children now become serious ly ill—too 
many die—because  of accidents th at coiild be avoided  by ade qua te labeling and 
packag ing of dangerous substances. This  is a senseless and needless traged y.”
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Accordingly, the  Bureau of the  Budget  sup por ts the  objectives of II. R. 13886 
and  recommends its enac tment.

Sincerely yours,
Wilfr ed H. Rommel,

Assistant Director for
Legislative Reference.

F ederal  T rade Commission, 
Washington, D.C., June  US, 1966.

Hon.  Harijsy O. Staggers,
Chairman, Committee on Interstate and fore ign Commerce,
House of Representatives,
Washington, D.C.

Dear Mr. Chairman: This is in response to your let ter  of March 25, 1966, 
requesting the views of the Commission on 11.R. 13886, 89th Congress, 2d Session, 
a bill “ To pro tec t children and  others from acc iden tal dea th or Injury by  amend­
ing the Federal Food, Drug, and Cosmetic Act with respect to aspirin intended 
for children, safe ty closures on drug  conta iners,  and cau tionary labeling of con­
tainers of ar ticles  subjec t to the  Act where necessary to th at  end, and b y amend­
ing the Federa l Hazardous Substances Labeling Act to ban hazardous  toys and 
articles intended for children, and o ther article s so haza rdous as to be dangerous 
in the household regardless of labeling, and to apply  to unpackaged articles 
inten ded for household use, and for othe r purposes.”

The bill, which provides  th at  i t is to be cited as the  “ Child  Safety Act of 1966”, 
has two principal title s: “T itle  I—Amendments  to Federal Food, Drug, and 
Cosmetic Act” and “T itle  II —Amendments to Federa l Hazardous Substances 
Labeling Act.”

Under the  first titl e, it would amend the  Fed era l Food, Drug, and Cosmetic 
Act by prohibitin g the  introduc tion  into int ers tat e commerce of aspirin or oth er 
form of salicylic acid in qua nti ties exceeding limi ts establish ed by the  Secretary 
of H ealth , E duca tion and Welfare and of drugs pack aged in containe rs n ot secured 
by safety  closures in conformi ty with regula tions  promulgated by the  Secreta ry.

It  also would amend sections of the  act by prov iding for addi tional cautionary 
labeling of food, drugs, devices and cosmet ics introduced into  in ter sta te 
commerce.

Under Tit le II the  bill would amend the  sections of the Federal Hazardous 
Substances  Labeling Act  by provid ing for cau tionary labe ling of art icles  conta ining 
economic poinsons and  toy s or othe r articles con tain ing hazardous substances 
introduc ed into  inte rstate  commerce and suitab le for use in t he  household or by 
children.

It  would also amend that  ac t by banning from interst ate commerce toys and 
oth er a rticle s int ended for use by children and  sub stan ces  fro r household use when 
cau tionary labeling  woidd not  adequ ately  safeg uard the  user.

With reference to the cau tionary labeling require ments unde r both T itles  I anil 
II  of the  subject bill, the  failure to label consumer pro ducts  so as to adeq uate ly 
warn  users thereof of potential  dangers involved in the ir use may, in a pro per  
case, be a decep tive act or  practi ce in v iolation of section  5 of the Federal Tra de 
Commission Act. The Commission has exercised jurs idic tion  unde r this section 
with  respect to cigare ttes (Trade Regulation Rule fo r the Prevention of Unfair  or 
Deceptive Advertising and Labeling of Cigarettes in Relation to the Health Hazards o f 
Smoking  (issued Jun e 22, 1965)): swimming aids  Kirchner v. Federal Trade 
Commission, 337 F. 2d 751 (9th Cir. 1964)): toys  James  B. Tompkins,  Docket 
8567 (Dec. 6, 1963)); electrical appliances (.Master Mechanics Mfy. Co., 59 FT C 
792 (Oct. 16, 1961)): pro duc ts poisonous if inges ted or if fumes inhaled (The 
Martin-Senour Co., 61 FTC 425 (1962); produc ts injurious in con tac t with skin 
(The L. R. Oatey Co., 66 F TC  1642 (1962), The Mart in-Senour Co., supra).

The Commission has had considerable experience in banning  artic les from 
commerce  that  are so hazardous  that  labeling would not adequa tely  pro tec t the 
user of the prod uct.  This  is the essence of the  Flammable  F abric s Act, which is 
administered  by the  Commission  (15 U.S.C. 1191). Section 3 of  that ac t provides 
th at  the  introduc tion into  commerce of fabric s so high ly flammable as to be 
dange rous when worn by individuals shall be unlawful  and an unfa ir method  of 
competit ion and an unfa ir and  deceptive act or practice in commerce  under the  
Federal Tra de Commission Act. (See .4. Robbin & Co. v. Federal Trade Com­
mission, 337 F. 2d 441 (7th Cir. 1964)).
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The wording of the bill is such th at  it would not  cover such  toys as the  Sonic 
Blaster, which are dangerous in what they do ra ther  than  in what they are  made 
of. The oversight could be easily corrected  as the Bill goes th rough the legislative 
process , however, and we urge th at  it  be. Both  kinds of toys should  be outlawed.

M r. R ogers  of F lo ri da . As ou r fir st witn es s th is  morning  we ar e 
pl ea se d to ha ve  th e Com mission er  of th e Foo d an d D ru g Adm in is­
tr at io n , Dr. Ja m es  L . G odd ar d,  an d his as socia tes .

D r.  God da rd , we ar e ple ase d to ha ve  vo n th is  mor ning . T he  co m­
m it te e  has  been  fol low ing  yo ur  wo rk  as  yo u ha ve  ta ke n ov er  th e ad ­
m in is tr at io n of th e Foo d an d an d D ru g A dm in is trat io n with  a g re at  
de al  of in te re st  an d I m ig ht  sa y with  a grea t de al  of ad m ir at io n for 
th e wav  yo u have  be en  ad m in is te ring  yo ur po si tio n as  Co mmission er  
of Fo od  an d Dr ug s.

M r.  M ackay. M r. C hai rm an .
M r.  R ogers  of F lo rida . Ye s.
M r.  M ack ay . I wou ld  like to ba sk  in  som e re fle cted  glory a t  th is  

po in t because th e Com mission er  no t on ly  is su ch  a di st ingu ishe d and  
ab le  Co mmiss ione r of Fo od  an d D ru gs , bu t he  ha s even ha d th e 
wisdom  to ad opt th e F o u rt h  Con gressio na l D is tr ic t of  Ge orgia  as  
hi s domicile. Thi s ha s el im inated  any  re se rv at io n of do ubt th a t I 
m ig ht ha ve  ha d ot he rw ise ab ou t his  ab ili ty .

Ai r. R ogers  of F lo ri da . Mr. Gi lliga n an d I ha d th ou gh t he wa s

Soing  alon g p re tt y  we ll. We ar e de lig hted  to  see  him  he re  an d 
el ight ed  to know  th is  good  new s an d o f his  good  ju dg m en t.
W e ar e de lig ht ed , to o,  to  see Mr. Go od ric h he re , who ha s he lp ed  

th is  c om m itt ee  on m an y o cca sions,  M r. Kinslow , an d ot he r ass oc iat es . 
D r.  God da rd , we wou ld  be  ple ase d to  ha ve  y ou proc eed.

STATEMENT OF HON, JAMES L. Goi\DAR D, COMMISSIONER OF FOOD

AND DRUGS; ACCOMPANIED BY W. W. GOODRICH, ASSISTANT
GENERAL COUNSEL FOR FOOD AND DRUGS; M. D. KINSLOW,
DIRECTOR OF LEGISLATIVE SERVICES; DR. PAUL PALMISANO,
ACTING DEPUTY DIRECTOR, BUREAU OF MEDICINE; E. W.
LIGON, CHIEF OF HAZARDOUS SUBSTANCES LABELING BRANCH,
BUREAU OF SCIENCE,  FOOD AND DRUG ADM INISTRATION ;
AND THEODORE ELLENBOGEN, ASSISTANT GENERAL COUNSEL,
LEGISLATION. DEPA RTMENT OF HEALTH, EDUCATION, AND
WELFARE

D r.  G odd ard . M r. C ha ir m an  an d mem be rs  of  th e co mmitt ee , we 
ar e hap py  to  ha ve  th e opport unit y  to  ap pea r be fore yo u to da y to  
di sc us s th e Ch ild  Saf et y A ct , H .R .' 13886,  an d th e professio na l tr a in ­
in g  an d co op erat ion am en dm en ts , H .R . 13884.

We ar e wel l aw are of your bu sy  h ea ring  sch ed ule an d we ap pr ec ia te  
th e  opport unit y  to  di sc us s th is  im port an t leg isl at ion.

On  M ar ch  21, in  hi s me ssa ge  on co ns um er  in te re st s,  P re si de nt 
Jo hnso n st at ed :

Too manv children now become seriously ill—too many die—because of acci­
dents  th at  could be avoided  by ade qua te labeling  and packaging of dangerios 
sub stan ces . This  is senseless and needless tragedy.

T he C hi ld  S af ety Ac t is  of  g re at  i m po rtan ce , be ca us e it  i s l ife saving .
I t  is in te nd ed  to  pre ve nt  nee dle ss ac ci de nt al  dea th s an d in ju ri es , 

es pe cial ly  am on g yo un g ch ild ren,  wh ich  re su lt  from  po iso ning s and
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other injuries from the ingestion of drugs, cosmetics, and the handling 
of unlabeled articles intended  for use around the house.

It  is a labeling law—to the extent tha t we think warnings on the 
label can prevent accidents.

And it prohibits the sale of some hazardous substances tha t are too 
dangerous for household use.

Children’s aspirin: An especially tragic s ituation exists with respect 
to children’s aspirin. This aspirin is colored and flavored to ease the 
parent ’s task in gett ing the medicine into a feverish and fretful child. 
Properly used, this is a useful dosage form, as I am sure most parents 
will readily concede.

But the tragic part of the picture is tha t in 1965, 16,328 children 
under  5 were reported poisoned from the accidental ingestion of aspirin 
and other salicylates. Many of these children died. These, of course, 
are the reported cases; the actual  numbers are unknown but undoubt­
edly are  much higher.

The Public Health Service reports that aspirin and other salicylates 
are the leading cause of poisoning in children. Children’s aspirin 
(1% grain) is involved in poisoning much more frequently  than is the 
regular 5-grain tablet.

In 1965, for example, where the type of aspirin involved in accidental 
ingestion was reported, 90 percent of the eases involved children’s 
aspirin. In other words, there were 12,102 cases where a differentia­
tion could be made in the dosage form ingested. Of these 12,102 
cases where there is knowledge of the dosage form, 10,854 of them 
involved children’s aspirin.

The s tatistics lead us to one inescapable conclusion—every 3 days a 
child dies from an overdose of children’s aspirin.

Our atten tion to the grave hazards posed by the salicylates started  
with cases of poisoning due to oil of Wintergreen (methyl salicylate). 
Not many years ago, oil of wintergreen rubbing compound was a 
household standby for gran dfather’s rheumatism pains.

This very pleasant smelling preparation was available over the 
counter—and without any warning whatever of th e grave hazard it 
posed to any young child tha t might drink  of it.

We had some scattered reports of accidental deaths—and a very 
distressing  one precipitated action to require a label warning. As 
reported to its by a Member of Congress, who enclosed a lett er written 
by this  child’s father to the local medical society, a young couple found 
tha t the ir baby  had swallowed some oil of wintergreen and rushed him 
to th e hospital.

The urgency of thedanger was not recognized—indeed, the physician 
in attendance said tha t any baby t hat could cry as loud as that one 
was not seriously ill.

However, a few hours late r it became apparent tha t the baby was 
quite ill and he was ret urned to the hospital. The child wasdead the 
next morning. The father protes ted that the bottle of rubbing solu­
tion had no warning of this danger. Had he only known of the danger, 
he said, the life might have  been saved.

And we took action. Existing law requires that drugs bear warnings 
against unsafe dosage and against use by children where the use would 
be dangerous. But it says nothing  about warnings against accidental 
injury. Nonetheless, in April 1954, we issued a statement of policy 
which called for a warning that  these preparations were dangerous 
and should be kept out of the reach of children.



CHILD SAFETY ACT AND PERSONN EL TRAINING 15

This was followed in 1955 by another policy statement  on the 
labeling of drug preparations containing salicylates.

The following labeling was required:  “Warning: Keep out of the 
reach of children” or “Warning: Keep this and all medications out of 
the reach of children” and safety  closures were also recommended.

This policy statement  was based on the recommendations of a 
medical advisory group, which called for public education as to the 
aspirin hazard, for standardizat ion of dosage strength of children's  
aspirin, and for recommendations to the manufacturers tha t they not 
increase the size of their  package units  for children’s aspirin and that  
they seek the development of safety  closures.

These warnings have little effect on children who cannot read and 
understand, and some pa rents did not read or heed the warning.

It is our belief that a limitation on the ouantitv  of children’s aspirin 
in a retail package is needed to do the job. We do not think it is 
necessary to forbid the sale of flavored children’s aspirin. But since 
there are so many cases where young children have eaten as many as 
50 baby aspirin at one time, and since that is a lethal dose for some 
children, we feel that the hazard can best be controlled by limiting the 
bottle contents to less than an amount that might kill.

The two leading producers of children’s aspirin package 50 tablet 
bottles. 'Phis is well above the toxic dose for a 3-year-old.

I have here, Mr. Chairman, examples of these bottles if you would 
like to see them.

This bill woidd authorize the Secretary of Health, Education, and 
Welfare to limit the quantity  of salicylates intended for children tha t 
may be sold in any single retail package to an amount which is below 
the fatal dose for a small child. 'Phis amount will be determined on 
the basis of medical evidence and fixed bv regulation.

Safety closures: Children’s aspirin and other salicylates are not the 
only drugs that have been involved in accidental poisonings. In 
1965, 18,155 children under 5 years of age were reported poisoned by 
drugs other than aspirin. While mortality figures for 1965 are not  
yet available, 7 children died in 1964 from ingesting such drugs.

This is in addition to the 125 tha t died tha t year from aspirin and 
other  salicylate poisonings. Mr. Chairman, these figures refer to 
accidental ingestions and not adverse  reactions or side effects.

In 1965 there were 2,248 reported cases involving accidental inges­
tion of vitamin and iron preparations, 1,311 involving hormones, 
1,275 involving tranquilizers, 1,193 involving other  analgesics, 975 
involving laxatives, 838 involving antihistamines, 837 involving 
cough medicines, 786 involving amphetamines, 756 involving anti ­
septics, 703 involving linaments  and rubbing alcohol, and 600 involv­
ing sedatives and other barbi turate s.

All of these figures are for  children under 5.
Despite the current warning on methyl salicylate, there were 61 

report s of ingestion, 10 hospitalizations, and 2 fatalit ies in 1964; 57 
reported  ingestions, 9 hospitalizations, but no reported deaths in 1965.

Iron prepara tions are second to aspirin in causing serious injury 
and death. In October 1964, for example, there were reports of two 
sepnrate cases of poisoning by  iron tablets of 2-year-old children.

These iron tablets (ferrous sulphate ) are used in the trea tme nt and 
prevention of anemia, especially in p regnant  women. They  are often 
chocolate or sugarcoated and brigh tly colored and they taste like 
candy.
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One of the children a te 30 to 60 table ts; it is not known how many 
the second one ate. Although the children became critically ill, 
fortunately both recovered.

A 15-inonth-old boy right here in Washington, D.C., was not so 
fortunate. He died afte r eating an unknown quantity of iron tablets. 
We also have a report of a 2-year-old baby girl, who died after  drinking 
teething lotion containing benzocaine.

We do not know how many children could have been saved by safety 
closures or by labeling which warned against accidental injuries and 
contained information on ant idotes  and first aid treatment.

But it is reasonable to assume tha t a substan tial number of the 
serious injuries and deaths could have been avoided. We believe 
that if such labeling will save only one life, it will be well worth it.

Two things can be done to reduce this hazard.
Authority should be given to the Secretary  to require safety closures 

for containers of drugs frequently involved in poisonings. This should 
apply both to over-the-counter drugs and to drugs dispensed on 
prescription.

We would gather information about poisoning episodes from the 
poison control centers, through the National Clearinghouse for 
Poison Control Centers. To the extent tha t practicable safety 
closures are available, and could be adopted, we woidd have the 
auth ority to require them.

Regulations adopted to limit  the contents of baby aspirin or to 
require safety closures would be issued in accordance with the Ad­
ministrat ive Procedure Act, and woidd not be subjec t to formal 
rulemaking requirements which call for a hearing and decision on the 
record.

The issues here are stric tly scientific ones (such as the maximum 
amount of aspirin that  can be safely allowed in the container) or

ftractical ones (such as whether a practicable  safety closure is available 
or containers of drugs likely to be involved in accidental ingestions).

Cautionary labeling: The bill also would require warnings on the 
labels against accidental misuse of drugs where appropriate.

When the Federal Hazardous Substances Labeling Act was enacted 
in 1960, foods, drugs, and cosmetics were exempted. The reasoning 
was that  warnings on the labels of these products would be more 
properly  dealt with under  the Federal Food, Drug, and Cosmetic 
Act.

But this act has not yet been amended—6 years late r—to cover this 
loophole in consumer protection.

What is needeil is clear auth ority to require cautionary  warnings 
on the labels of drugs and cosmetics—and on pressurized food con­
tainers as well—to reduce the hazards against accidental injuries.

Drugs  and cosmetics pose some of the same hazards tha t attend the 
use of articles subject  to the Federal Hazardous Substances  Labeling 
Act.

But  they do not contain the same kind of warning information.
In 1964, for example, there were 3,058 reported cases of accidental 

poisonings of children under 5 by cosmetics.
A 2-year-old boy in Wichita, Kans., drank  some of his mother’s 

cologne. He later vomited. In  doing so he aspirated some of the 
contents of the cologne into his lungs and contrac ted chemical 
pneumonia.
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As there was no warning or ingredient statements on the cologne, 
the child’s mother believed he was all right  and did not take him to a 
physician immediately. When she did, the child had to be, hos­
pitalized where he received intensive treatment for 3 days. For tu­
nately,  he recovered.

The point  here, Mr. Chairman, is tha t under the Federal Hazardous 
Substances Labeling Act, household products which pose the danger 
of a spiration such as articles containing petroleum distillates , which 
are n ot cosmetic or drug products, are required to have the following 
warn ing:

Danger, harmful or fa tal if swallowed; contains  petroleum disti llate, if swallowed 
do n ot induce vomiting; call physic ian immediately; keep out of re ach of children.

This kind of warning cannot presently be required on cosmetics 
under  the Food, Drug, and Cosmetic Act.

Another example involves nail hardeners, which recently have 
caused numerous injuries. Some contain as much as 5 percent 
formaldehyde and are classified as drugs, b ut they are  not required to 
bear warning labels. Household products containing the same 
ingredient are required to have the following labeling:

Warning , harmful if swallow ed; irr itant,  conta ins formaldehyde; keep away 
from the  eyes, contact with  skin may cause allergic irritation. In  case of external 
con tac t flush thoroughly with wa ter ; if swallowed give water  or milk, induce 
vomi ting and call physician at  once;  keep out of reach of children.

The Child Safety Act would require cautionary labeling  sta tements 
and appropriate  antidotes and instruction  for first aid treatment on 
drugs and cosmetics. These are urgently needed, particularly since 
cosmetics do not now have to carry a statement of even hazardous 
ingredients.

In  the case of drugs, the bill would expand the warning section of 
existing law to require warnings against any substantial and reasonably 
foreseeable risk of accidental injury  as may be necessary or appro­
priate, and such information about  side effects, contraindications, 
effectiveness and other matte rs as the Depar tment  may  require  in the 
interest of the safe and effective use of drugs.

As to oosmetics which, because of their nature, composition, or 
packaging, involve a  subs tanti al risk of causing injury in the course 
of reasonably foreseeable handling, storage, or use, cautionary labeling 
and any needed first-aid instructions  would be required.

The Secretary would be authorized, upon a finding that  any cosmetic 
or class of cosmetics is subject to this new requirement, to issue a 
regulation to tha t effect when such a declaration will promote the 
objectives of the act by avoiding or resolving uncer tainty  as to applica­
tion of the warning requirement to the cosmetics involved.

This provision for a declarato ry regulation and the procedure for it 
are parallel to a provision now in the Hazardous Substances Labeling 
Act.

And pressurized food containers as well as such drug and cosmetic 
containers  would have the same warning against puncturing or over­
heating that now appear on pressurized containers of hazardous house­
hold substances, and as a ma tte r of voluntary practice,  on many 
pressurized containers of food, drugs, and cosmetics.

Hazardous household substances: Title II of the Child Safety Act 
would change the name of the  Federal Hazardous Substances Labeling
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Act to the Federal Hazardous Substances Act, and would amend i t to 
ban interstat e distribution of hazardous toys and other  hazardous 
articles  intended for use by  children, to ban some other  articles that 
are so hazardous tha t they are not suitable for use in and around the 
household, even if they bear cautionary labeling, and  to apply  the act 
to unpackaged hazardous ar ticles intended for household use.

«The act now applies only to products that are packaged in containers 
intended or suitable for household use. It  does not apply to un­
packaged hazardous substances.

And it  is a labeling law. It  does not ban the sale of some extremely 
dangerous products so long as they bear cautionary labeling. Articles 
intended for use by children tha t would be very likely to cause sub­
stantia l in jury to them in their anticipated uses can be sold, if labeled 
“Keep out  of the reach of children.” This warning is, of course, 
inconsistent with the whole purpose of sale of the article.

We have had several strik ing examples of hazardous substances tha t 
/are not packaged, and thus not required by law to be labeled with 
i warnings about their hazards. During recent E aste r seasons, several 
(stores throughout the coun try were selling imported toy ducklings 
(prepared from the skins of slaughtered ducklings. The stuffed 
materia l had been treated  with an insecticide, primarily benzene 
Vexachloride.
' ‘Clearly, they posed a substanti al hazard in the course of their 

handling by young children. But  because they were not sold in a 
package, FDA had no jurisdic tion over them. I nave here one of these 
articles for your examination.

We have also encountered imported Jequ irity  beans. These 
bright ly colored scarlet and black beans are actually the seed of Indian 
licorice. They are grown in India, Africa, and in the Caribbean 
countries.

They are extremely poisonous if ingested and can cause death within 
a ma tter  of hours. They have been offered for introduction into this 
country  as dolls’ eyes, docorations on swizzle sticks, and as beads in 
necklaces.

These dangerous products are sold loose or as unpackaged articles. 
We are inadequately equipped to prevent them from being brought 
into the United States, even though we know their extreme danger.

And here is a necklace made of Jequir ity beans.
The authority  to require label warnings on either packaged or 

unpackaged materials is not a lways adequate to provide the necessary
firotection. Some hazardous substances are simply too dangerous 
or use in and around the household and their distribu tion for house­

hold use should not be permitted.
A good example of this was a water repellent sold widely imder the 

trade name “X-33.” It  was intended for use by the layman for 
paint ing basement walls to prevent  water leaks. It  was offered as a 
remarkable  new product bv a company which called itself the Wil­
mington Chemicul Co., and its label said that  it contained Du Pont 
Tyzor.

When this product first appeared on the market, it had a flash point 
of about 40° F. below zero. This  meant that it was more explosive 
than gasoline.

It  was not labeled with adequate  warnings. We have reports of 
3 deaths and over 30 injuries from the use of this product.  X-33
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was sold on con sign ment th roug h filling sta tio ns , ha rdware stor es, 
and  othe r ou tle ts all ove r the  Un ite d State s.

Wh en we firs t lear ned  of explosions res ult ing  from the use of this  
pro duct,  we called  upon the man uf ac tu re r to stiff en his warnings. 
But  eve n th at  was no t suff icient, and we lea rne d th a t addit ion al 
injuries were occurring from the use of the  art icle wi th bo th the  old 
and the  new war ning stat em en t.

It  seem ed clea r to us th at  X -3 3 had  no place for  u se in the  house­
hold . It s  danger was too gr ea t. A wom an in M inne so ta  was  killed 
as a resu lt of using  X-3 3 in pa in tin g he r basem ent walls . Alt hough 
all the  window s were open  and no pi lo t light was  on, an  explosion  
occ urred which was  so grea t th at  the roof of the garag e ove r the  
ba semen t was blown off. Th e vict im ’s husband was up stai rs  in the  
gar age  a nd  was  severe ly bu rned .

Other  people died  from  X -3 3 explosions, and we ask ed the  man u­
factur er  to  recall X-33 from the dealers. The comp any sued  us fo r an 
in jun cti on  to prev en t us from  requir ing  the  stiffened  warnings on all 
of the  conta ine rs th at  were then  in the  cha nne ls of sale, an d to enjoin  
us from req uir ing  the  rem ova l of the  prod uc t from the mark et.

We were successful in mo vin g to dismiss the act ion . Th e comp any 
was ei ther  una ble  or unw illing to  recall the  p roduct from  the  hands of 
dea lers , an d it  w as n ece ssa ry for  us_tojiuike.ah.«.u.t.COO seizures which 
involves 50,000 gallons valued  a t invo ice value  of $350,000.

'M o st of these seizures were made possible because  the  manufac turer 
would not. stif fen his labe l warnings as we asked him to  do. We asked  
him  to warn the lay ma n no t to use. the art icle witho ut first, con sul ting  a 
pro fess iona l exper t. We ask ed him  to  warn a ga inst i ts h igh ly explosive 
na tur e.

Ha d this labe ling  been  ad op ted , X-33 mig ht pe rhap s stil l be sold. 
I t  seems clear to us th at  th is is a prod uc t th at sho uld  be banned from 
household use.

With  yo ur  permission , Mr. Ch air ma n, we hav e ar rang ed  for a brief 
demo ns tra tio n.

Dr . E. W. Ligon,  Chief  of the  Hazar dous Substan ces Label ing  
Br anch , Bu rea u of Science , Fo od  and  Drug Ad mi nis tra tion, has  here 
a safe, bu t I th ink  a ra th er  imp ress ive displa y of X-33 and its  prop ­
erties.

Dr.  L igon. Mr . C ha irm an  a nd  Co mm issio ner  G oddard,  I t hin k th at  
pe rhaps we have  cut  the  qu an tit ie s th at  we are  usin g down to the  
po int where  the re will be no ac tual  hazar d unde r the  circ umstance s, 
al tho ugh we do  ha ve a fire e xtinguis her here ju st  in case.

I have  two small  conta ine rs.  One conta ins  the  fam ilia r lig hter 
fluid  which you  have  all used in cig are tte  lig hte rs;  the  othe r conta ins  
some of the original X-3 3 mate ria l.

Now , I would like to plac e a lit tle  of this in each of these two wa tch  
glasses, on yo ur  l eft  the  lig hter  f luid, on yo ur  r ig ht  the X-33. These  
small qu an tit ies will bu rn in th e open air  a nd  they  a re rea dil y lighted 
by  a match  in each  case, no t too readily for the  l ighter  fluid.

’ It  took a l itt le  effort to light, the  li gh ter  fluid, but wi th  the  X -3 3 of 
course no trouble at all. W ith the  qu an tit ies inv olv ed here we are  
rea lly  not concerned with the hazard  of the am ou nt  used . Let  me, 
now de mon str ate the  differen ce betw een the originu l X-3 3 and the  
lig hter  flu id by  tak ing  two  w atch  glasses supp or ted on ice and placing 
two or th ree drops on them.
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The X-3 3 is extremely flammable and readily ignites and burns 
even at  the temperature of ice; the lighter fluid does not. You see 
tha t the X-33 readily lights even at the temperature of the ice.

Now I  have a little demonstration in which I have atte mpted to set 
up conditions comparable to what  readily happens in a basement.

1 will light the pilot light of the gas hot water heater. While we 
are using a candle, we could do this with an electric spark. This 
would take  quite a bi t of gadget iy, so all I  am representing here is the 
pilot light of the heater.

I have here a simple piece of electrical conduit supported at an angle, 
leading through this open aluminum foil t rough to the candle.

I now paint the basement wall with X-33. I place three or four 
drops of X-3 3 in the open upper end of the conduit. The X -33 vola­
tilizes and vapors flow down through the conduit and trought to the 
candle. They ignite and burn along the trough, then flash up through 
the conduit.

These X-33  vapors collect in low spots and take a while to build 
up a critical concentration, then they readily ignite from a flame or 
spark, and as heat and pressure build up we get an explosion.

Of course, as you know, I used only a few drops here, instead of 
quar ts or gallons of X-33 used on basement walls. Even though 
lighter fluid under certain circumstances might explode, under the 
conditions tha t we have here, it  doesn’t reach an explosive concen­
tration  in air. This X-33 is much more explosive than lighter fluid.

Dr. Goddard. Thank you, Doctor.
Mr. Rogers of Florida. Thank you. Th at is very interesting. 

Anv questions?
Dr. Goddard. More recent ly, Mr. Chairman, we have had a great 

many seizures of “cracker balls” which are small torpedolike fire­
crackers. These “cracker balls” were imported from Formosa and 
Hong Kong.

They are brightly colored, resembling candy or breakfast cereal. 
They were plainly intended for use by young children. They contain 
arsenic and were sold singly and in pliofilm bags. The bags were 
also impregnated with arsenic.

The small size of the “cracker balls” and the bags made it difficult 
or impossible to provide a meaningful warning against the hazards 
of these substances. The “cracker balls” were used singly, and when 
they were removed from the bags, or when they were sold singly, 
they were often mistaken for small pieces of candy by young children.

We have reports tha t at least 24 children were injured when they 
put these “cracker balls” in their mouths thinking them to be candy. 
Several of these children had their  teeth  loosened when th e “cracker 
balls” exploded in their mouths  and often they suffered burns and 
cuts inside the ir mouths.

We told the  claimants in the seizure cases that we know of no way 
they  could legally label the fireworks. We took the view tha t each 
individual “cracker ball” was itself a container, the immediate con­
tainer  of the explosive, and that  it  would have to be labeled.

The dist rict  judge in Houston ruled tha t the individual “cracker 
balls” were not containers, and tha t the product might be labeled to 
bring it into compliance by putting the “cracker balls” into labeled 
pliofilm bags.
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The “cracker balls” are out of the bag when used, of course, and 
it is at this time tha t they are most dangerous. So the labeling on 
the bags will not protect children from “cracker balls.” We believe 
that this sort of a product is too dangerous for use by small children 
and should be banned.

We have here, Mr. Chairman, a display to show you cracker balls 
compared with foods. The cracker balls are in several of these com­
partments. The others contain breakfast cereals and candies.

Mr. Rogers of Florida. Which are the cracker balls?
Dr. Goddard. It  is interest ing tha t you should have to ask which 

are the cracker balls because children also could be deceived and not 
know tha t this was no t candy or cereal. They are identified on the 
right-hand side of the display, Mr. Chairman.

Mr. O’Brien. They look more like candy than some of the others.
Mr. Gilligan. More like candy than  candy.
Dr. Goddard. The bill would authorize the Secretary to impose— 

afte r full opportun ity for hearing and subject to judicial review—-a 
ban on interstate  commerce in hazardous substances intended or 
suitab le for household use when he finds tha t the hazard involved is 
such tha t cautionaiy labeling would not be an adequate safeguard 
for  public protection.

Where the procedural delay involved in plenary hearing would 
involve an imminent hazard to the  public health, the Secretary would 
be authorized to suspend the article from the market pending comple­
tion of hearing and review.

Toys, or other  articles for children, tha t bear or contain a hazardous 
substance  would be banned by the law itself, provided tha t the Secre­
tary would be required to exempt by regulation articles which contain 
hazardous substances intended for use by children of ages capable of 
reading and understanding  the label instructions and warnings.

This  proviso would apply  to allow* the sale of such products  as 
children’s chemistry sets with adequate  labeling warnings at tached  to 
minimize the  risk of their being used by younger children.

Finally, the bill would make it clear tha t household articles treated 
wdth pesticides for their protection are not  exempt from the Federal 
Hazardous Substances Labeling Act. This act now exempts pesti­
cides and other economic poisons that are subjec t to the Federal 
Insecticide, Fungicide, and Rodenticide Act, and doubts have been 
expressed whether FDA would have jurisdiction over articles such as 
the toy ducklings which had been treated by regulated pesticides.

This  bill would erase those doubts and make clear that the treated 
household substances were subject to the Federal Hazardous Sub­
stances  Labeling Act.

Mr. Chairman, I urge enactment of this proposed legislation. 
President Johnson said in his message tha t “Children are our first 
concern. They are our hope and our future.” We believe tha t the 
Child Safety Act will be an important step forward in protecting 
children from accidental injuries and death.
\  While my next subject, Mr. Chairman, is no t as grim as the previous 

the needs are just as important for public health  protection.
I am fqieaking of the professional train ing and cooperation amend­

ments, BLR. 13884.
Ju st 2 days ago we met with the Association of Food and Drug

Officials of the United Sta tes a t their annual conference at Kansas City.
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I told these leaders of State  and local food and drug  programs tha t we 
believe their agencies play as prominent a  role in protecting the health 
of this Nation  as any Federal agency does.

I also told them we believe they are indispensable partners in the 
enforcement of consumer protection laws.

However, the Food and Dru" Adminis tration mus t provide leader­
ship in helping the States and local communities meet consumer pro­
tection responsibilities. In  the past, FDA has provided formal train ­
ing opportunities for Sta te and local food regulatory officials through 
a “Food Inspection Techniques” course and a training course in 
“Medicated Feed Inspect ion.”

It  has provided a wide v ariety  of t raining materials for State and 
local representatives  who wished to develop their own training pro­
grams. But there is much more to be done.

A recent study of State  and local food and drug programs conducted 
by the Public Adminis tration Service of Chicago and completed in 
1965, made the following recommendation on personnel:

Although there  is much th at  Sta te and  local agencies and  universities  can do 
for themselves  and for each  o the r, imp ortant  advanc es in the  area of tra ining  can 
be be tte r achieved by a coordin ated  natio nal effort. A concerte d effort to over­
come training deficiencies is a necessary element of a needed opera tiona l coor­
dinatio n th at  combines Federal,  Sta te, and local efforts. Advantages of such 
coordinated  planning for trai nin g of food and  drug workers across the  country  are  clear.

The Professional Train ing and Cooperation Amendments  of 1966 
would clarify and extend the Departm ent’s au thor ity to provide both 
internal and external training for State  and local officials in the ad­
ministra tion of the food and drug laws administered by the various 
State s and assisting us in administering the Federal law.

These amendments would help us work toward a coordinated na­
tional training effort.. The Department Would be authorized to pay 
travel and per diem costs for Sta te and local officials while they are 
attending such training programs. Without this financial assistance, 
many officials would not be able to attend these advanced training 
courses because they coidd not  travel outside their own State borders.

The amendments would also clearly delineate the Department’s 
author ity to cooperate with and render technical assistance to S tate  
and local authorities in the adminis tration of local laws applying to 
articles of the kinds covered by the  Federal Food, Drug, and Cosmetic 
Act.

Fur ther , the Dep artm ent’s authority  to utilize Sta te and local 
officials will be improved by the amendments. The Department will 
be specifically authorized to accept assistance in the enforcement 
and administration of the pe rtinent Federal laws and to reimburse the 
Sta te or local agency for such assistance when appropriate.

(Under present authori ty, the Secretary is authorized to commission 
Sta te and local officials to conduct investigations, examinations, 
and inspections for the purpose of the Federal Food, Drug, and 
Cosmetic Act.)

Mr. Chairman, this concludes my presentation on H.R. 138S6 
and H.R . 13884. I want to thank  you again for this opportuni ty to

F resen t our views on this important legislation. My colleagues and 
will be happy to atte mpt to answer any questions von might have. 
Mr. Rogers of Florida. Thank you very much, Dr. Goddard, for 

a very excellent statement and also for the demonstrat ions t ha t make
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demonstration of some of the problems you have 

Mr. O’Brien, anv questions?
Mr. O’Brien. No. I just  merely join in your remarks. Mr. Chair­

man. I think we have had a graphic demonstra tion, and I do th ink 
(hat the legislation that  we have before us does not impose too g reat 
a burden on the  industry.

Mr. Rogers of Florida. Mr. Gilligan?
Mr. G illigan. Thank you, Mr. Chairman.
I join in expressing my appreciation of the presentation made. I 

was interested, Doctor, in the containers of children’s aspirin that 
were passed up here. Do these caps tha t are on here now constitute  
what are referred to in this hill as safety  closures?

Dr. Goddard. This is one such safety closure; yes. They are work­
ing to improve these because—-I don’t know if you have tried to 
remove that  cap.

Mr. Gilligan. Yes; I have.
Dr. Goddard. Children are successful in removing those caps.
Mr. Gilligan. Do safety closures in your definition include, for 

instance, metal caps with a reverse screw? I mean one t ha t unscrews 
in the reverse order?

Dr. Goddard. The evaluation that  I am aware of on the reverse 
screw metal cap would lead me not to include that as a safety closure.

Mr. G illigan. You mean children don’t know the right way to 
open i t?

Dr. Goddard. That  is right . They will experiment and find the 
way.

Mr. Gilligan. As I unders tand section 3, it would authorize the 
requirement of put ting safety  closures on certain containers of drugs 
if the Secretary believes (hat to be in the interest of protecting the 
health and safety of children, but in your opinion that safety closure 
is not a sufficient protection?

You would still want the  smaller containers required?
Dr. Goddard. Yes. In the case of flavored children 's aspirin, we 

believe that both would help in reducing the incidence of both non­
fat al and fat al cases.

Mr. Gilligan. Would the  requirement for the retail packaging of 
these drugs in small containers extend just to things like flavored 
aspirin which might att rac t children, or would it be applied generally 
across the board to any kind of dangerous drug to atte mpt to keep 
each package below the level of a lethal dosage?

Dr. Goddard. Just the aspirin on the reduction and the total  
dosage available in package form.

Mr. Gilligan. Is there any reason why you have not considered 
extending it to other  drugs and materials on the market?

My experience, 1 might say, with our children, is that they find out 
after  they have tasted something that it is flavored asp irin; and their 
instincts are to taste, smell, feel, and so forth and then arrive at  a 
judgment as to what they are dealing with, and it seems to me there  
are a number  of drugs around that are in the normal family medicine 
chest which could fall within this dangerous category.

Dr. Goddard. It is true there are a number of medicines in almost 
every household which are potentially toxic, but bv all odds the 
greatest danger is posed by  the flavored children’s aspirin.
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I mentioned there were 16,000-plus cases of accidental poisoning 
involving aspirin and other salicylate products in 1965, and the vast 
majority of these were children’s aspirin.

When we analyzed the other statist ics from the National Clearing 
House for Poison Control Centers,  we found the frequency of occur­
rence of these other forms of poisoning drops off rath er markedly and 
we think  the safety closure principle applied to the more serious of 
these problems would suffice.

If i t does not in experience suffice, then we may of necessity have to 
ask for other remedies, b ut there are other action programs tha t are 
aimed at helping reduce the incidence of posisonings, attempting to 
educate the family, the mother  in particular, through th e pediat ricians..

The American Academy of Pediatrics has been particularly con­
cerned about this problem for the past decade ana  has effectively 
worked with educational organizations, through their own member­
ship and through the medical profession in general.

In addition, I know of several industry-sponsored activities. So 
it is my feeling that  we should at  this time limit the reduction of the 
quantity to the children’s aspirin.

Mr. Gill igan. The language of the proposed act  then would limit 
the au thor ity of the Secretary in the field of package sizes to the single 
produc t of children’s aspirin or aspirin?

Dr. Goddard. Salicylates in general, intended for children.
Mr. Gilligan. One other  brief question, Doctor.
In reference to the second bill, you provide for a number of things,, 

including the authorization to the Secretary to pay for certain services 
rendered by private institutions or governmenta l agencies of one type 
or another in this general field.

In my quick glance at  the bill I  don’t see any specific sums author­
ized for this purpose. It  is your though t t ha t whatever expenses are 
involved in tliis program can be absorbed within the existing depart­
mental budget without the necessity of-----

Dr. Goddard. Yes; that is correct.
Mr. G illigan. Thank you, sir.
No further questions, Mr. Chairman.
Mr. Rogers of Florida. Mr. Mackay.
Mr. Mackay. Mr. Chairman, I want to thank the Commissioner 

for this  very fine testimony, a nd I wonder if you are prepared to react 
to the testimony which wifi follow from the Chemical Specialties Man­
ufactu rers Association, Inc., and particular ly their discussion of pre­
emption.

Perhaps I can state my question in this manner.
The manufacturer always says that  he wants  to avoid a multiplicity 

of regulation, and coidd you or any of your associates state  to what ex­
tent the State laws now deal with this specific problem?

Mr. Goodrich. There are several State  laws in this area, bu t the 
Hazardous Substances Labeling Act was enacted in 1960 and the p at­
tern since that, time has been relatively consistent.

There were a few States that were ahead of us—Indiana for one had 
a law before we did—and so there were some differences.

In general, the labeling patter ns have been consistent, but  our posi­
tion over the years, as the chairman will well remember, has been tha t 
if the Stat es want to impose an additional warning we have not felt 
tha t we wanted to stand in the way of it.
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Remember in the D rug Amendments of 1962 the Congress wrote in 
a specific provision tha t i t did not preempt  State  laws and in 1965, on 
drug abuse, the same thing, so we would want to suppo rt in every way 
possible uniformity of the labeling patterns and the States would not 
be authorized under the constitu tional cases to forbid the sale of a 
product in a lawfully labeled Federal container, bu t they would not 
be prohibited from adding additional  warnings consis tent with the 
Federal.

Mr. Mackay. Also I  would like to ask, since this Child Safety A ct 
has been under discussion in the press and magazines a good bit, 
whether or not you have encountered any opposition to the tlirust 
of this measure?

Dr. Goddard. I haven’t been made aware of any opposition to this 
proposal. There may be some tha t I am not aware of. I don’t 
mean to imply tha t we have knowledge of all tha t goes on.

Mr. Mackay. Do you have any other statistics on deaths?  Have 
you undertaken to bring in all of the statistics on the deaths  from this 
type of injury?

Dr. Goddard. These are  stat istics, sir, from the Na tional Clearing­
house for Poison Control Centers and the accident prevention program 
of the Public Health  Service. The 1965 figures were jus t recently 
made available to us. We can provide for the record a more detailed 
breakdown as rapidly as these are provided to us.

You realize, as Mr. Goodrich points out, this does not represent 
the entire universe of accidental poisonings. Not all hospitals record 
and report these events. Those places where there are  poison control 
centers as pa rt of the hospita ls do regularly channel, monthly I 
believe, their reports to the National Clearinghouse for compilation. 
So this represents a portion of the total  universe of poisonings tha t 
occur each year, but I think its magnitude is sufficient for us to be 
truly  concerned about taking whatever steps are available.

Now, we don’t suggest th at  what we propose here will be the final 
solution. It  is we think  an important contribution to the final 
solution, however.

Mr. Mackay. No fur ther  questions.
Thank you, Mr. Chairman.
Mr. Rogers of Florida. Dr. Goddard, I notice, too, in a statement  

th a t will be put in the record by the Chemical Specialties Manufac­
turers Association (seep. 302), that they suggest another amendment 
to the  bill.

Amendment No. 1 is set forth in their statement. Would you care 
to comment on this?

Dr. Goddard. May I ask Mr. Goodrich to comment. He has a 
quicker grasp of the legal terminology’ than  1 do.

Mr. Rogers of Florida. Yes, certainly.
Mr. Goodrich. The first one to add' “ on the container” I am in 

question about because we arc recommending that this law be extended 
to unpackaged materials, like the beads and things, so I would want 
to take this back to the office and look a t it.

Mr. Rogers of Florida. Would you let the committee have your 
thinking on that?

Mr. Goodrich. Yes, sir. In the second one about warning which 
if complied with, there is the problem on the one hand a warning says
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“Keep out of the reach of children” and it is a children’s explosive, 
so-----

Mr. Rogers of Florida. Is a l ittle inconsistent.
Mr. Goodrich. Would you  give us an opportun ity to react to this 

more carefully after we have had a chance to study the proposals in 
detail?

(The information requested follows:)
Department of Health, Education, and Welfar e,

Washington, D.C., August 28, 1986.
Hon. Harley O. Staggers,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, W ashington, D.C.

Dear Mr. Chairman: At his appearance of Jun e 24 on II.R . 13886 (the 
proposed “Child Safety Act” ) on behalf of this  Depar tme nt, before the Sub­
commit tee on Public Health  and Welfare, Dr. Goddard, the Commissioner of Food 
and  Drugs, was asked to obt ain  for the  Committe e the De partm ent's views on 
amendments  to the bill proposed in a sta tem ent  of the  Chemical Specialties 
Man ufactur ers Association. The se amendments  are concerned with title  II  of 
the bill, relating to the Federal Hazardous Substances Lnbeling Act. Amend­
men t No. 1 proposed by CSMA would inse rt certain language in clause (B) of 
the bill’s definition of the  term “b anned hazardous su bstance”  (page 10, beginning 
on line 14). Amendment No. 2 would add to th e bill a  limited  preemption  section, 
discussed below.

Dr. Goddard  has also refer red to  us for reply your lett er of July  11, which asks 
for comm ent on a lett er from the Union Carbide Corporation favoring the bill 
bu t sup por ting the  preemption provis ion proposed by the Chemical Specialties 
Manufacture rs Association.

l. defin ition  of “banned hazardous substance’’
Clause (R) of the definition

A key provision of II . R. 13S86 is the proposed definition of “banned hazardous 
subsrance” . Clause (A), discussed later in this  letter, is specifically concerned 
with toys  and other articles intend ed for use by children. Clause (6),  to which 
the  CSM A’s proposed Amendment No. 1 is addressed, is aimed a t tho se “hazardous 
substan ces” (as defined in present law) that,  regardless of the ir labeling, are too 
dange rous for use in households . Amendment  No. 1, as sub mitted to the Sub­
commit tee by the  Association, would make two changes in clause (B) so as to 
define a “banned hazardous  sub stance ” , fo r the purpose of that, clause, as—

“ (B) any  hazardous substan ce intended or offered for household use, or so 
packaged as to  be sui table for such  use, which the Secretary  by  regulation classifies 
as a ‘banned hazardous substan ce’ on the basis of a finding th at  the  hazard  in­
volved in the  use of such subst ance in housholds is such th at  caut ionary lnbeling 
on the container would not if  complied with be an adeq uate  s afegu ard against sub­
sta nti al personal inju ry or sub stantial illness occurring  during or as a proximate 
resul t of any  customary or reasonab ly foreseeable handl ing or use of such sub­
stance .”  (Language proposed to  be inser ted by Amendment No. 1 is italicized.)

The firs t proposed change, i.e., insertion of the words “on the  container” , is 
inconsis tent with an other prov ision of the bill (§ 201) that  Would broaden  the  scope 
of the  Federal  Hazardous Subs tances Labeling Act so as to apply to vnpackaged 
artic les intended for use in the household or by children, as well us to hazardous 
substan ces  packaged in a  form sui table for such use. This  change would, there­
fore, be inappropriate.

The second change, i.e., to insert the  phrase “if complied w ith ” as  above shown, 
would also be unacceptable to us. The  objec tive of the proposed § 202 of the 
Act is to  authorize  this  Depar tment—under app ropriate safeguards and subject  
to the  standard  opportun ity for judic ial review on the basis of the  administ rative 
hearing  record—to rule a pro duct off the  marke t for household use when the 
substance is so dangerous t ha t no a mo unt of reasonable caut ionary labeling would 
serve the purpose of this  Act.

The  example we have given is X33, an extremely volatile  subs tance intended 
for waterproofing basement walls, which has resulted in many explosions with 
consequent death, serious inju ry, and  property damage  merely because of the 
presence of the  ordinary pilot ligh t in the  basement water hea ter or because of 
the str iking of a match or spark in the  basement. In this  instance even if it were
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possible to  devise directions which, if complied with  to the  let ter , would prev ent 
an  explosion—such as a  d irection not to have a pilo t l ight going in the  basement, 
not to ligh t a  match in basement, an d to prev ent the  genera tion of a spark in the 
basement such  as might occur from the  discharge of s tat ic elec tric ity or a spark 
from walking across the basement floor—it would obviously  be unreasonable  to  
expect compliance with  such str ing ent direc tions by the  ord inary user. More­
over , chi ldren  and o thers  who have n ot  seen the label directions,  inc luding stran gers  
such as meter readers,  might enter  the  basement  without  being aware of the danger, 
and cause a spark.

Again, the re might be offered for household use a haza rdous substance which 
only a skilled ope rato r could be expec ted to use com petently  and safely, and  the 
necessary inst ruct ions for t he  safe use of which could not  be expected to be under­
stood and  followed by the  householder . Obviously, therefore, the  words “if 
complied wi th’’ would tend to fru str ate the  purpose of the bill a s appl ied to such 
substances .

Counsel for the CSMA has since indicated to  our staff  th at  his concern with 
clause (B) is his fear th at  the  language  of clause (B) would somehow be read to  
mean th at  the mere occurrence of inju ry or illness, without  more, woidd au to­
matically  jus tify  banning the  arti cle  from the market,  even when there is no 
indication  th at  the  caut ionary labeling is inadequate or th at  improved  labeling 
could not adequately  serve tne purpose. While we believe th at  such a readin g 
of clause (B) is unw arra nted, we would not object to  the  following alte rna tive  
version, which is no less suited to  t he  purpose  and which, we unders tand, would 
meet  CSMA’s reservations :

"(B ) any  hazardous substance intended, or packaged in a form suitable, for 
use in the household, which the  Secertary  by regulation classifies as a ‘banned 
hazardous substan ce’ on the  basis of a finding tha t, notwithstand ing  such cau­
tionar y labeling as is or may be required under thi s Act for th at  subs tance, the  
degre e  or na tur e of the hazard invo lved  in the  presence or use of such substance  
in households is such tha t the  objective of the  protection  of the public  health 
and safe ty can be adequate ly served only by keeping such subs tance, when so 
Intended or packaged, out of th e c hannels  of int ers tate commerce.”
Clause (.4) of the definition

This p rovision (page 10, 10-14) would, with certain exceptions, deem an artic le 
to  be a “banned hazardous sub stance ” if it is a “ toy, or other article intended 
for use by children, which is or  b ears  a  haz ardous substance , or which contains  a 
hazardous subs tanc e in such manne r as to  be suscep tible of access by a child to 
whom such toy  or othe r artic le is entr us ted ”. Counsel for CSMA  has suggested  
to  us  t hat the criter ion of accessibility to the child be extended to  cases in which 
the artic le bears, and does not  mere ly contain, the hazardous subs tance. We 
have no objec tion, though it seems unlikely th at  an artic le will ever  “be ar” a 
haza rdous substance  in such  mann er a s n ot to be susceptib le of access to  the  child. 
As thus changed, clause (A) would rea d: “ (A) any toy, or other article intended 
for use b y children, which is a  h azardous substance, or which bears or contains a 
hazardous substance in such manne r as to  be suscep tible of access by a child to  
whom such toy  or othe r artic le is e nt ruste d” .

Counsel has fur the r suggested to  us, and we agree, th at  the parenthet ical  
phrase  in the  definition  of “misbranded hazardous substan ce”  on page  7, lines 
22-24, of the  bill should be bro ught into correspondence with  thi s change, so as 
to  read : “ (including a toy, or o ther a rtic le intended for use by children, which is a 
hazardous  subs tance, or which bea rs or conta ins a hazardous  substance in such 
manner as to  be susceptib le of access  by  a chi ld to  whom such to y or o ther article  
is en tru ste d)”.

2. PROVISION AS TO STATE OR LOCAL LABELING REQUIREMENTS

The  Federa l Hazardous Sub stan ces  Labeling Act contains no provision as to  
the effect of the labeling require ments of th e Act, and of regulations issued pur ­
su an t the reto, on labeling require ments establi shed by or pursu ant to  Sta te or 
local law for articles covered by the Act. Amendment No. 2 proposed by the  
CSMA to the Subcommittee would add  t o H.R . 13886 th e following new section:

“Sec. 203. I t is hereby expressly dechired th at  it is th e inte nt of th e Congress 
to  supersede any and all laws of the Sta tes  and political subdivisions  thereof 
insofa r as they  may now or hereaf ter  provide for the  precau tion ary  labeling of 
any substan ce or article intended or suitable for household  use (except for those 
subs tanc es defined in Sec. 2(f) (2) and  (3) of this Act) which differs from the 
requirement s or exempt ions of this Act or the  Regulations or Interp retations 
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prom ulga ted pur suant the reto. Any law, regulat ion or ordinance purpor ting  t o 
esta blish such a labeling require ment shall be null and void .”

(If favorably considered by t he  Committee, th is am endmen t should be perfec ted 
by  being cas t in the form of an amendment to the  basic Act itself. Moreover, 
the words “a  contain er of" should be deleted, since the  bill, as above mentioned, 
would broaden the  Act so as to  apply  to unpackaged  conta iners.  The section 
num ber  (203) indicates th at  the  draf tsman intended to renumber the present 
§ 203 of the  bill, which is the last  section.)

This provision applies solely to  labeling requirements. It  would not preclude 
State s and localities from prohibiting altogether the  sale, for household use or 
for use by children, of artic les, such as fireworks, covered by the Federal Act 
which Sta te or local author itie s consider too dangerous, or too great a public 
nuisance, for such use regard less of cautionary labeling, even if, afte r ena ctm ent  of 
the bill, we should not feel warrant ed in imposing such a ban.

I t is impor tant to note, fur the r, tha t, unlike the  pervasive preemption provision 
containe d in § 5 of the  Federal  Cigaret te Labeling and Advertising Act, the 
CSM A’s proposed amendmen t to  II. 11. 13886 would in effect recognize Sta te and 
local power to require cau tionar y labeling bu t would require that  labeling require­
ments  imposed on articles covered by the Federal Act be uniform with require­
men ts established by or pursuant  to  the  lat ter . This approach is in line with 
that  proposed in § 12 of the Fa ir Packag ing and Labeling bills (I I. lt.  15440 and  
S. 985 (as passed by Sena te)) with respec t to  t he  detailed requirements for label 
dec lara tion  of the net qu an tity of conten ts envisioned bv those  bills, and with the  
approach of t he applicable provision in the  proposed Traffic Safety Act of 1966 
(S. 3005) in b oth t he House and Senate versions.
a. Safety considerations bearing on the proposal.

The  Congressional purpose in enacting the Federal Haz ardous Substances 
Labeling Act was to preven t so far as possible the occurrence of accidental injury 
or illness result ing from the presence or use of hazardous subs tances (within  its 
coverage) in households. The princ ipal means  chosen to th at  end was, and  will 
continue to be, effective cautiona ry labeling, though H.R . 13886 contempla tes th at  
a subs tanc e be barred from household use alto geth er where  caut ionary labeling 
can not reasonably be expected to accomplish its  purpose.  Cautionary labeling 
cannot, of course, in any even t preven t accidents by itself;  to do so, it  must  be 
read , understood,  and followed. From this stan dpo int,  it is highly desirable th at  
such labeling  have signal words that  stand out and at tr ac t att ention; th at  the  
information not  be crowded on the  label, and be easy to read and underst and ; 
and th at  for like ar ticles, or arti cles  involving a like h azard, the label warning  be 
uniform, especially in view of the  m obility  of our popu lation.

The need for uniformity  Was recognized by the  Congressional Committee s 
report ing  on the  bill (S. 1283, 86t h Cong.) t ha t became the HSL Act (P.L. 86-613). 
Your  Committee, in its report,  summarized this  need as follows;

“T he nationwide uniformity in the  labeling  of potentia lly haza rdous chemicals 
would be advantageous  to every body. Such a labeling program would facil itate  
the  education  of the public in the  cautionary use of these p roducts . Informativ e, 
unifo rm labeling would enab le physicians to administer ant ido tes  immediately 
ra ther  than waste precious  time in determining the  active ingred ients  of the 
produc t.

“T he committee hopes th at  this  legislation  will he lp toward the estab lishm ent 
of uniform, adequate , modern labeling  requ irements  by the  various State s. 
Such uniformity  now exists to a cer tain  degree  in some S tates which have labeling 
laws and  regulations . In  the absence of a  Federa l law, the re is a  possibility th at  
diverse labeling regula tions will be adopted  by the States, leading to a mul ti­
plic ity of requirements and creatin g unnecessary confusion in labeling, to the 
detrime nt of the public.” (H.R.  Rept. No. 1S61, p. 4.)

The Senate Commit tee, in report ing  earlier on the  bill, d ea lt with this  po int  as 
follows:

“I n recent years legislation  has been enac ted in seve ral States— Colorado, 
Connect icut,  Illinois, Indiana,  Kansas, Ohio, Texas,  and Vermont—regulating 
the labeling  of hazardous  sub stances suitable or in tended for household use, many 
of which are shipped in in ter sta te commerce. It is desirab le t ha t labeling of these 
substan ces  be regulated when shipped in inte rstate  commerce and that  t he stand­
ards an d requirements of such labels  be uniform. Thus , Federal legislation on this 
sub jec t is needed to  r equire unifo rm labeling of hazardous  subs tances for house­
hold use to  require t ha t the  labels of such substances: Firs t, warn  the user of any 
hazard in the  c ustom ary use of the  produc t; and, second, in case of an accident
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ident ify the hazardous ingred ient for the atte nding physician.”  (S. Rep t. No. 
1158, p . 3.)

And the  American Medical Association had  expressed the  hope that  the  Federal 
legislation would “serve as a model for draf ting  uniform Sta te laws across the  
cou ntry requ iring  a  dec larat ion of hazardous ingred ients and warn ing sta tem ents 
on labels * ♦ *.” Accordingly, in order to stim ula te the  Sta tes  in tak ing  uni­
form action, we developed, and the  Council of Sta te Governm ents  published as 
par t of its Program of Suggested State Legislation for 1904 (pp. 13-22), a pro­
posed model State  Hazardous Substan?es Labeling Act, which is pat terned after  
the  Federal law. Section 9(b) provides th at  the  adm inistrato r of the  Sta te law 
“shall cause the regula tions  prom ulga ted under this  act  to  conform, insofar as 
pract icable, with the  regula tions  estab lished pur suant to  the  Fed era l Hazardous 
Substances  Labeling Act;”  however, accord ing to a summary comparison of com­
para ble State laws with the model law, prepared  by the  Food and Drug  Adminis­
tra tion in Janu ary 1966, only 6 of the 19 laws there listed contain this provision, 
thou gh it  shou ld be noted th at  the  laws of several of the  Sta tes  omitting this  
provision an teda te  the  Federal Act. (A copy of the  table is enclosed herewith 
as att achm en t A.)

This  is no t to suggest tha t State s or localities are free to requ ire labeling in­
compatible with Federal requ irem ents ; it  is clear th at  they  are not . However, 
the  po tential  of nonunifo rmity  (as dis tinguished from inco mpatibil ity) as between 
Federal and  State or local labeling  requ irements , with consequent detrime nt to 
the effectiveness of the  Federally required warnings, in real and substantial.
b. Economic considerations bearing on the proposal

\\C  are not sufficiently conversan t with the economic aspects of this problem 
to advise  to what extent they should  enter  into the  Com mit tee’s decision on this 
ma tter. The  Committe e may wish to consult the Commerce De partm ent and 
perhaps the  Small Business Adm inis trat ion in this  connection.
c. Consideration of duplication of effort

Should the  principle of nationwid e uniformity  of caut ionary labeling be em­
bodied in the  Federal Act., this  would not foreclose State s and  localit ies from 
passing on to the  Federal agency the ir experience and views as to the need for, 
or desirability  of, changes in Federal requirements.  It  would, however, enable  
them to concentr ate thei r resources in areas of act ivity in which they can be most 
effective, to  the  mutual advanta ge of both Sta te and Federal law enforcement. 
In  t his  connec tion, what was said las t yea r on this  po int in a  report of the  Public 
Adm inis trat ion Service to  the  Commissioner  of Food and Drugs may be of in terest :

"Hazardous household substances.— Like so many of our consumption goods, 
hazardous household substances are predominan tly a p ar t of inters tat e commerce. 
However, the v ariety  of such produ cts is potent ially so g reat  and t he  m anufacture  
of some of them relatively so simple th at  they  will doubtlessly  continue to be 
produced in considerable qu antity for  essentia lly local d istrib ution. It  is question­
able whe ther  the  sta tes  snould at tem pt  to register anti review and approve  the 
labels of till haza rdous household pro ducts  offered for sa le wi thin the ir boundaries;  
these  tasks may  divert  sta te resources th at  probably could be pu t to  better use. 
The  s ta te  effort should instead be d irec ted towards the  assurance  of  pro per label­
ing, in conformance with federal standard s, of products of local man ufactur e and 
dis tributio n, and  the  surveillance of these products  a t retail .” (.4 Study of State 
and Local Food and Drug Programs. Report o f Public Adm inist ratio n Service 
to  Commissioner of Food and Drugs, p. 246. Wash. 1965.)
d. Conclusion

The arguments advanced by the  propon ents of a limited  labeling  preem ption 
provision in t his  field, which is in line with the  approach taken in r ecent bills, are 
reasonab le, and we therefore believe th at  the proposed amendmen t—with the 
techn ical language changes we have suggested—would be desirable. It  would 
express in t he  A ct it self the original Congress ional inten t to achieve uniformi ty in 
the cau tionary labeling of hazardous subs tances within the  scope of the  Act. 
However, we do not believe th at  cons idera tion of this  proposal should be pe r­
mit ted  to r esu lt in delaying  act ion on H. R. 13886, which is urgent and  pressing. 

Sincerely,
Ralph K. Huitt , 

Assis tan t Secretary.
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Mr. Rogers of Florida. Yes.
Now let me ask you just  a few questions. You specifically say that  

in the warnings for aspirin there would he no hearings given and no 
procedure that is normally given in this situation.

Dr. Goddard. That is correct.
Mr. Rogers of Florida. You might comment on tha t and tell us 

why.
Mr. Goodrich. Our reasoning on th at was that this would be done 

through the Administrative  Procedure Act of giving notice of proposed 
rulemaking and inviting comments. This is s trictly  a scientific issue 
of how many 1%-grain aspirins can safely be allowed in a container 
below the lethal dose.

We think that is not a m atte r tha t would involve great controversy, 
and it would involve delay to call for hearings under  those circum­
stances.

We do the same sor t of thing in other areas where you are fixing 
what is a level of harm here. On the safety closures, we didn’t pro­
vide for a hearing there because this is a practical matter that in­
volves inspection and tests  which have never really been subject to 
hearing procedures and have been, under the history of the Adminis­
trative Procedure Act itself, exempt from hearings, so we didn’t 
provide hearings there.

We did not provide for hearings under 502(f)(1), page 3 of the bill, 
for the cautions on drug labeling.

We have been dealing with regulations under that section since 
1938 withou t provision for hearing. We are regulating the entire 
range of drug labeling under t ha t section without any problem without 
a hearing, so we didn’t think it called for one to add this additional 
thing.

In  the case of cosmetics where we were issuing additional  cautionary 
warnings on those products, this was something new and we did pro­
vide there for full hearing under section 701 with judicial  review, and 
in the case of the banning of hazardous household substances, again 
we provided for full review, so we have tried to make the type of 
selection in our proposals tha t Congress itself has made over the years 
in dealing with various provisions under this act.

Where a hearing is needed, serves a purpose, we are for it. Where 
it  serves no purpose other than  delay we have generally asked not  to 
have it.

Mr. Rogers of Florida. Do they have judicial  review of the 
sett ing  of the limitation of aspirin?

Mr. Goodrich. If we were arbit rary and capricious. We have a 
case in the Supreme Cou rt now involving this problem and we will 
have bet ter guidance on tha t next term, as to the extent to which the 
Administra tive Procedure Act or the Declaratory Judgments Act 
provides for review where the adminis trative action is not under one 
of the sections where Congress itself has specified the route of review.

Mr. Rogers of Florida. Is there any thinking as to how many 
aspirins would be allowed in the bottle , Dr. Goddard?

Dr. Goddard. I have with me Dr. Palmisano of the Bureau of 
Medicine who is a pediatrician.

Dr. Palmisano, would you  care to comment on this?
Dr. Palmisano. Yes.
In this area of where to draw the fine line on how many of these 

tablets to put in one package, th at was discussed before, there is a range
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involved because you have to remember th at children are all sizes and 
shapes.

You have to figure out what type and what age of children are going 
to be able to do this. I jotted down some numbers in my experience 
with kids.

The deadly age for this tvpe of thing runs around the age of 2. 
The babies s tart  off very oral and they continue this for a long time. 
Every thing  goes right  in the mouth. As a pediatrician I always wore 
bow ties because the  end of the four-in-hand tie—this is one of these 
little things we learn—it goes in the mouth.

At the  age of 2, 1 ju st checked, pulled ou t one of mv little  cards, and 
the average child, the child t hat fits in the 50 percentile of 100 children 
on their  second birthday, the average of 50 percentile, the one in the 
middle will weigh a bout  28 pounds.

From other da ta we come to realize that  about 1 gra in of aspirin per 
pound is an acute dose if given in one dose; not if you stretch it out 
over a long period of time, b ut  taken in one fell swoop, is a toxic dose. 
I am not  saying it is necessarily a lethal dose. It  would depend on a 
lot of factors, hydration of the child, and if he has an illness at the same 
time, so on and so forth.

This is a toxic dose. This is a dose that will require hospitalization 
at  least for a short  tune and violent measures, like put ting a tube down 
the stomach, and so on.

Many injuries require secondary treatm ent, by the way, b ut at 28 
pounds for a 2-year-old child, 28 grains is a toxic dose.

Now, the number of baby aspirin for 28 grains is about 22. They 
are 1J4-grain aspirin, which is the small type, flavored aspirin. This 
gives you something to shoot a t.

Twenty-two table ts taken by this 50 percentile 2-year-old child in 
one fell swoop, if the whole bo ttle is filled, down they go. He will get 
into trouble probably. A few won’t and a few can be very sick.

You have to remember there  will be a few kids that  are  age 2 tha t 
weigh 30 or 35 pounds and there  are some that weigh less.

Somewhere in the neighborhood of 20 to 25 table ts of lj^-gra in 
aspirin flavored would seem to be the place where you have to cut it 
off if you want to do what  we are talking about. I think this is im­
portant relative to what Mr. Gilligan said a lit tle bit  earlier.

There are two factors here. One is to pu t something on the bottle 
opening to try and cut down the ability to get at them, and with kids 
you always have to get the second, and third, and fourth  line of defense.

I might point out that  no mat ter how good these tops are, a kid 
has a built-in bottle  opener; namely, his teeth. I have just  thrown a 
few empty bottles to a batch of kids in a hospital and it takes a few 
seconds for them to realize the y can pull th at top off or bite through it.

It will prevent some, but when you add the limiting of the amount 
in each bottle I think this will answer most of our problems. We will 
still get some damage though.

Mr. Rogers of Florida. Did you say they package 50 in a bottle  
now?

Dr. Goddard. Yes. This is the usual number.
Mr. Rogers of Florida.  Suppose a child has a cold. What is a 

normal prescription for aspirin? How often do they  have to take 
them? One an hour, every 2 hours, or how many?

Dr. Palmisano. There are all sorts of schedules tha t physicians use. 
I t is not a  critical thing.
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In general we feel (hat the therapeutic dose for aspirin, not the 
toxic dose, the dose that does what we want generally for fever or 
for pain, hut in general for this age group for fever, is about a half 
a grain per pound per day. So a 28-pdund 2-year-old cliild would 
get somewhere in the neighborhood of 14 or 15 grains of aspirin 
total  in a day, but not  iu one dose, and the average of the time space 
is about 4 hours.

Aspirin of this type which is more or less pure aspirin has an 
effect of about 3 to 4 hours and blood level eventually falls off at  
the end of the next hour. You have to give the next dose if it is 
needed for fever.

If tha t would maintain for several days, or even longer if a child 
has measles or something of this sort, generally we don’t get into 
trouble with it, but we have even gotten into trouble with the rapeutic 
doses.

Mr. Rogers of Florida. I just, wonder now if a parent goes to buy 
a small bottle tha t has only 20 aspirin, tha t is really just  abou t 
enough for 1 day’s dosage.

Dr. Goddard. About 2 days, Mr. Chairman.
Dr. Palmisano. I would say 1 to 2 days for a persistent fever; that  

is correct.
Mr. Rogers of Florida. Maybe they will just  buy a lot of smaller 

bottles . Would they, do you think?
Dr. Palmisano. I would expect they would.
Dr. Goddard. This still, however, could contribute to reduction 

of the hazard, because the unopened bottles, unused bottles, would 
be more apt  to be stored in the medicine chest out  of the reach of 
the child of the age tha t Dr. Palmisano is referring to.

The problem often develops because the medicine is being used and 
is left on the bedside stand or is available to the child because of 
improper storage and handling, and so we recognize that  although some 
parents might buy multiple containers, we still feel tha t having the 
tota l dosage in the single bottl e reduced to less than  a lethal level 
offers an opportun ity for improvement in the current situation.

Mr. Rogers of Florida. I was somewhat surprised at  the s tatistics 
you gave of the recorded cases of aspirin poisoning, 12,000; 10,000 
were actually from baby aspirin and not from the adu lt aspirin tha t 
we sometimes would think , and how is this accounted for? Because 
the  baby aspirin has more of a candy flavor?

Dr. Goddard. We think that tha t is one of the factors of course. 
They  are attractive  to  children, also the way in which they are used 
by the mother is im portant. She says this tastes like candy, tastes 
good, and  the child does take the aspirin, and indeed it doesn’t have 
an unpleasant taste. One also must relate this to the increased use 
of this product in the marketplace.

It  is being used much more widely today than  it was 10 years ago 
when I worked in the accident prevention field. We were concerned 
about it even then, but we did not  have this type of statistical informa­
tion at  tha t time to  pin  it  down.

We knew of cases involving flavored baby aspirin, bu t we didn’t 
have any grasp of the magnitude. These data on total ingestions in 
1965 have just  become available  to us this week.

Mr. Rogers of Florida. These are for children under 5 as I 
understand?
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Dr. Goddard. Yes, sir.
Mr. Rogers of Florida. What is the history with respect to 

children above 5?
Dr. Goddard. The accidental poisonings drop off rather  sharply 

after 5. They still occur, bu t the magnitude of them is greatly 
diminished as the child approaches the preschool age and has had 
some experience and he gets out  of this oral stage tha t Dr. Pahnisano 
mentioned earlier.

He is much more busy gett ing into things, climbing, and other 
activities  that remove him by and large from this type of risk.

Mr. Rogers of Florida. And then the second most dangerous 
prepara tions are the iron preparations I believe you stated?

Dr. Goddard. Vitamin and iron preparations.
Mr. Rogers of Florida. I see.
Dr. Goddard. Let us see. We will get the list out.
Yes; 2,248 involving accidental ingestion of vitamin and iron 

preparations.
Mr. Rogers of Florida. I see. And this authority th at  would be 

given by this legislation would apply to over-the-counter drugs as well 
as drugs dispensed by prescription?

Dr. Goddard. That is correct.
Mr. Goodrich. With this point : That the drug as it moved in 

intersta te commerce would have to have this warning on it and if it 
was a prescription drug or over the  counter it would be subjec t to 
the  safety  closure, but the  labeling on the  actual prescription tha t 
goes to the pa tient  only has to have on it such warning as the physician 
orders.

This was a par t of the Durham-Humphery amendments back in 
1951 and we are not proposing a change in tha t at this time. We 
would apply the safety closure to  a drug dispensed—■—

Mr. Rogers of Florida. To all?
Mr. Goodrich. Yes, sir.
Mr. Rogers of Florida. Let me ask you about the cautionary 

labeling.
Tliis would go now to cosmetics and drugs?
Mr. Goodrich. Right.
Dr. Goddard. Tha t is correct.
Mr. R ogers of Florida. And against accidental misuse? Is that  

right?
Dr. Goddard. Tha t is correct.
Mr. Rogers of Florida. What is the present authority in this area?
Mr. Goodrich. The present  authority  is section 502(f)(1) which 

we mentioned which says t ha t we have the right to require on drugs 
such warnings against misuse and against use in unsafe dosage, and 
against use by children as necessary to protect the public heal th.

Now, what Congress had in mind there was an inten tional use of the 
article. When the methyl salicylate problem came up, that death 
was so tragic tha t we decided to put out a policy sta tement calling for 
warning in the case of salicylates against accidental poisoning, and the  
industry in general went along with that , it has not been challenged.

A year later, 1955, under tha t same authority we extended that to 
aspirin. Now, there is, of course, the issue of whether or not under 
this  section requiring warnings against use by children, our authority 
includes accidental warnings, and this point we are trying to have
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clarified by this bill and extended to give us meaningful authority  to 
specify in detail what kind of warning should be there.

All we thought we could do before was say keep ou t of the reach of 
children or keep this and o ther medicines out of the reach of children, 
and in the case of methyl salicylate, to say that  it was dangerous if 
ingested.

Mr. Rogers of Florida. What about cosmetics?
Mr. Goodrich. For cosmetics it would require that if from the 

nature,  composition, or packaging the product involves a  substantial  
risk of causing injury to heal th during or as the result of reasonably 
foreseeable handling, storage, or use, whether intent ional or otherwise, 
the cosmetic is misbranded unless it bears cautionary labeling neces­
sary for protection of the public and first aid warnings where appro­
priate. We would be given limited authority here by regtdations to 
deal only with those areas where there was reason to resolve un­
certainty  or to carry out the  purposes of the  act. It  wouldn’t be an 
issue of regulation each time, but  to  take a  hold of a situation where a 
part icular cosmetic was causing injuries, to declare t ha t tha t cosmetic 
was subject to  the new provisions and would therefore have to bear a 
warning statement.

Mr. Rogers of Florida. You mean what kind of injuries? Injuries 
to an adult person?

Mr. Goodrich. No; accidental ingestion. We would get th at same 
sort of information from the poison control centers.

If cologne, for example, had  this aspiration hazard and it should be 
warned against because it  was around the household, then  it ought to  
be put on there.

Mr. Rogers of Florida. What about hair dye?
Mr. Goodrich. I don’t know whether hair dye is involved in 

accidental poisonings or not.
Dr. Goddard. Yes, it has been.
Mr. Goodrich. Then it would have to have a warning tha t it 

would be dangerous if ingested.
Mr. Rogers of Florida. Also lipsticks. Have you had any cases 

of poisoning from lipsticks?
Dr. Goddard. There have been reports of cases where children 

have tried to eat lipstick. I don’t know what toxicity may result. 
My impression is tha t it is generally harmless under  those circum­
stances.

Dr. Palmisano. Yes. There have been a few repor ts tha t I know 
about of lipstick actually having  been eaten, b ut I don’t know of any 
damage tha t has resulted to my knowledge.

Mr. Rogers of Florida. In the last part of the bill, the “exclusion, 
from inter state  commerce, of toys and other children’s articles con­
taining  hazardous substances, and of o ther substances so dangerous 
tha t cautionary labeling is no t adequate,” this doesn’t go to ingestion 
necessarily, does it?

Dr. Goddard. No, It  may include ingestion.
Mr. Rogers of Florida. It  may, but i t goes beyond th at as I would 

interpret  it.
Mr. Goodrich. This would be any toy that contains a hazardous 

substance which is defined as any substance  toxic, corrosive, irr itant,  
strong sensitize, flammable, or which generates pressure through 
percussion explosion.
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The proposal would be nailed down to the types of hazardous sub­
stances tha t are defined in the Hazardous Substances Act which is 
Public Law 86-613. It  is not an across-the-board toy bill.

Mr. Rogers of Florida. Under this proposal it doesn’t have to 
be packaged?

Dr. Goddard. That  is correct, it does not have to  be.
Mr. Rogers of Florida. And this is to get at the  problem like-----
Dr. Goddard. The toy duckling, Jequ irity  beans, cracker balls, 

these kinds of toys.
Mr. Rogers of Florida. Which the  courts have held , a t least in the 

Houston case, the cracker ball case, that it was not packaged. It  
was not a package as such, t he individual one.

Dr. Goddard. The individual container was n ot a package itself.
Mr. R ogers of Florida. Under this provision if this  is passed you 

could act against such items?
Dr. Goddard. We could ban these from interstate commerce.
Mr. Rogers of Florida. And from actual use?
Dr. Goddard. That is correct.
Mr. Rogers of Florida. Not  require just  labeling, but say they  

should not even be used.
Dr. Goddard. As inherently too dangerous.
Mr. Rogers of Florida. Also in the bill I think  it is proposed for 

not only toys and other children’s articles, but other  substances so 
dangerous.

Dr. Goddard. Tha t is the  X-33 type of substance.
Mr. Rogers of Florida. Also, what about cosmetics there?  Would 

they be covered?
Mr. Goodrich. No.
Mr. Rogers of Florida. If they were hazardous?
Mr. Goodrich. They wouldn’t come under the Hazardous Sub­

stances Act at all. They are exempt, and all we are  proposing to do 
with cosmetics is to require warnings against accidental hazards under 
the o ther  pa rt of the bill.

Mr. Rogers of Florida. I remember when we went through this 
before we had great concern all over the beauty  industry  about 
whether  women were still going to be able to dye their hair or not. 
Remember?

Mr. Goodrich. They are.
Mr. Rogers of Florida. Even under this?
Mr. Goodrich. Yes, sir; in spite of this.
Mr. Rogers of Florida. I don’t think we can prevent  it, anyhow. 

This would also allow you to require a warning or an actual  banning 
if there was such a thing as pressure built up in a cooking utensil? 
Would you require a label on that?

Mr. Goodrich. No.
Mr. Rogers of Florida. If it were so hazardous that  you had ex­

perience that  it blew up something you would ban it?
Mr. Goodrich. We haven’t classified that as a hazardous sub­

stance. It  is not toxic, corrosive, irritant, nor does it generate pres­
sure through decomposition, heat, or other means.

Mr. Rogers of Florida. Well, it could do it by heat, couldn’t it?
Dr. Goddard. You could with a pressure cooker perhaps do that.
Mr. Rogers of Florida. This  is what  I  want to know, how far does 

this a utho rity go.
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Mr. Goodrich. I wouldn’t classify that  as a “hazardous substance” 
myself.

M r.  R ogers of Florida. You mentioned pressurized food containers 
on page 5 of your s tatemen t requiring a cau tionary warning to reduce 
the hazards against accidental injuries.

Dr. Goddard. Yes.
Mr.  Goodrich. Those containers are known to have a hazardous 

explosion if they are incinera ted or punctured.
Mr. Rogers of Florida. I want to know where the overlap is on 

just  requiring labeling or  actually  classifying it  a s a  “hazardous sub­
stance” to be prevented from use in interstate commerce.

Mr. Goodrich. In order to ban it from use we would have to reach 
the conclusion tha t no form of labeling would adequtely safeguard.

Mr. R ogers of Florida. In other words, if there were such a pressure 
cooker that  blew up too often, then you could in effect ban it.

Mr. Goodrich. Th at is right, bu t this is an  alternate  to labeling. 
Firs t, labeling is tried and if the  labeling does protect the public tha t 
is adequate, but  we have to make a finding t ha t no form of labeling 
is enough for this circumstance.

Mr. Rogers of Florida. Is a hearing given here?
Mr. Goodrich. Yes.
Mr. Rogers of Florida. And judicial review?
Mr. Goodrich. Yes, sir.
Mr. Rogers of Florida. Now, on II.R . 13884, to strengthen the 

mutual cooperation and assistance, including training of personnel, 
in the administration and  enforcement of the act and of State and local 
laws relating to food, drugs, devices, and cosmetics, is there any 
money authorized to  be spent for this?

Dr. Goddard. Not in this bill, of course. We are carrying out 
training activities in limited areas as part  of our responsibilities today 
and to the extent that State s do have funds available to send their 
personnel. This is qui te frequently, as you know, a serious limitation 
in their obtaining the training they need to carry  out their responsi­
bilities, hut to the exten t that  they can do it today some of them do 
participate.

We view the job ahead as being one that  will require even greater 
part icipation by Sta te a nd local food and drug officials, and one of the 
most significant contributions we can make at  this point in time is the 
provision of scientific training because the technology is advancing so 
rapidly tha t adequate training is a requirement if they are to do their  
job effectively.

Mr. Rogers of Florida. What  funds will be used by the Depart­
ment to carry out the provisions of this?

Dr. Goddard. Our regular appropriations, sir.
Mr. Rogers of Florida. How much would be anticipated to be 

used?
Dr. Goddard. We have about 8985,000 total  training money at 

the present time for all purposes and I can’t give you a firm estimate 
in the first year.

We first would have to determine which training courses are most 
badly  needed at this time and set some priorities, and after that  is 
done I can give you a firm estimate on the total cost.

Mr. Rogers of Flor ida. Would you let the committee have an 
estim ate of what you antic ipate  in the first year?
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Mr. Goddard. We will be happy to.
(The estimate requested when supplied, will be found in the com­

mit tee files.)
Mr. Rogers of Florida. Is there any limitation of time?
Dr. Goddard. No, sir.
Mr. Rogers of Florida. This would be an amendment to-----
Mr. Goodrich. To the Food, Drug, and Cosmetic Act itself.
Mr. Rogers of Florida. I think we would like to know the amounts 

of money involved. I think your idea of bringing in the States  to 
help enforce and carry out some of these duties is a very good one 
and I know you are doing this in the drug field as well, which I think  
is a verv forward step.

Dr. Goddard. Yes.
Mr. Rogers of Florida. And I would think would be an economical 

way to approach the problem because it  will reduce the requirement  
for additional Federal employees to get into the field and simply 
using existing State  autho rities  that are already in their jobs now.

Dr. Goddard. Yes, sir.
Mr. Rogers of Florida . In your professional judgment, do you 

antic ipate  tha t you will need additional personnel to carry out the 
provisions of either of these bills?

Dr. Goddard. If additional personnel are needed we believe any 
such increase can be absorbed within our present budget. Insofar 
as staff for training purposes is concerned we will draw upon our 
scientific staff that is now working in this area to constitute the 
faculties.

We have a training branch which sets up these training programs 
and in pa rt this will be de termined by the speed with which we intend 
to move the training programs forward.

Mr. Rogers of Florida. Is there any provision in the law that 
present ly requires a physician to report a poisoned child case to your 
clearing center?

Dr. Goddard. There is no legal provision, if tha t is your question, 
sir.

Mr. Rogers of Florida. Yes.
Dr. Goddard. This is a volun tary effort that the National  Academy 

of Pediatrics, the American Medical Association, and other groups 
were instrumental in establishing. I believe i t was in 1957 we held 
the meeting in Chicago a t the Academy of Pediatrics annual meeting 
and actually se t up the nationa l clearinghouse at th at time.

There were in existence then some 10 or 12 poison control centers. 
Since then we have seen great growth in the establishment of additional 
poison control centers in hospital emergency rooms throughout the 
country . Bu t there is no mandatory  reporting requirem ent of these 
kinds of cases.

Mr. Rogers of Florida. Do you feel the present setup  is sufficient 
to give you the necessary information?

Dr. Goddard. I th ink it gives us a good feel, if you will, for what is 
happening in accidental poisoning in childhood. I don’t believe we 
need 100 percent reporting to determine that a serious problem exists 
with children’s aspirin and some of these other compounds.

Mr. Rogers of Florida. I suppose there is no author ity at all to 
tie in the reporting of child cruelty by any s tretch of the imagination 
in your pa rticular department?
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Dr. Goddard. No; n ot in ou r agency. The Public Heal th Service 
is, however, along with the Academy of Pediatrics and others, con­
cerned about this particu lar problem. If I remember correctly, Dr. 
Palmisano can check me on this, hasn’t the academy attem pted to 
gather statis tics on the frequency of these episodes, and  to stimulate 
bet ter Sta te laws in this field, and to make aware the local coroners, 
the medical examiners, of this as a possibility to be kept in mind when 
a young child is found dead or brought in in serious condition to 
emergency rooms?

Mr. Rogers of Florida. Because I think that the commit tee itself, 
not  on this particular  legislation, would be interested in gett ing some 
facts on this. This is an area I would be very much interested in, 
and I think the committee would, to see what needs to be done in 
this area.

Dr. Goddard. Mr. Ellenbogen.
Mr. Ellenbogen. Mr. Chairman, the Children’s Bureau of our 

Dep artm ent has developed, and published, and the Council of State  
Governments has endorsed, a uniform State law on this subject.

Mr. R ogers of Florida. Good.
Are there any other questions?
Mr. Gilligan. Mr. Chairman, this isn’t a question, but rather a 

comment.
I know that comparisons are odious but  since Mr. Mackay pointed 

out the wisdom of Dr. Goddard in having chosen the Fo urth  Distric t 
of Georgia as his domicile I think it is only fair to point out the wisdom 
of his  lieutenant, Dr. Palmisano, in having Cincinnati, in the First  
Dist rict of Ohio, as his home and domicile.

I might say further that, I think he was once a student of mine. If 
he survived tha t 1 dare say he can go on to greater things.

Mr. R ogers of Florida. Mayb e he took aspirin.
Dr. Palmisano. If the record shows any mistakes in English and/or 

syntax we know where the blame lies.
Mr. G illigan. I will clean up the record.
Mr. R ogers of Florida. Mr.  O’Brien, do you see anybody you 

recognize?
Mr. O’Brien. No; I am afraid to after this discussion.
Mr. R ogers of Flodida. Are there any o ther questions?
This has been most helpful. You have brought to the committee 

information tha t will be a basis for us taking action in a very important 
field and we believe tha t the suggestions th at you have given us will 
be helpful in trying to reduce the child accidents from poisoning.

This will conclude the hearing.
Dr. Goddard. Thank you.
(Whereupon, at 11:30 a.m., the hearing adjourned subject to call of 

the Chair.)
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MONDAY, AUGUST 15, 1966

H ous e of R epresentatives ,
Subcommittee on P ubl ic H ealth and Welfa re  

of  th e Committee on I nte rstate  and F ore ign  C ommerce ,
Washington, D.O.

The committee met on 10 a.m., pursuant to recess, in room 2123, 
Rayburn House Office Building, Hon. Paul G. Rogers presiding.

Mr. R ogers  of Florida. The committee will come to order, 
please. , , , .

We are continuing our hearings on H.R. 13886 and we have with 
us th is morning one of our distinguished colleagues who has been the 
forerunner in this field and the committee is very pleased to see the  
Honorable Lee Sullivan, a Member of Congress from Missouri, and 
our distinguished colleague.

We would be delighted to hear from you now and have the benefit 
of your advice for this committee.

STATEMENT OF HON. LEONOR K. SULLIVAN, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF MISSOURI

Mrs. Sull ivan. Thank you, Mr. Chairman and members of the 
committee.

Unlike most of your witnesses this morning, I am not here to oppose 
the proposed Child Safety Act. The fact is tha t most of its provisions 
are similar to, and, in specific instances, 1 believe, taken in whole or 
part  from, my omnibus bill to rewrite the Food, Drug, and Cosmetic 
Act, H.R. 1235.

My complaint is tha t the Depar tment  of Health, Education, and 
Welfare failed to adopt enough of H.R. 1235 in this legislation.

For the past 5 years, I have pleaded unsuccessfully with that De­
partmen t to get behind H.R. 1235 as a single package, with or without 
changes or amendments or deletions, in view of the fact tha t Presidents 
Kennedy and Johnson, and Secretaries Rihicoff and Celebrezze 
and Gardner, and Commissioners Larrick and Goddard at various 
times have endorsed and called ringingly for passage of nearly every 
single important item contained  in my omnibus bill.

It has been called to my attent ion by the legislative strategists in 
the Department of Health, Education, and Welfare, however, tha t 
I do not serve on the committee which handles this legislation, and that 
the members of this committee might be miffed if the Departm ent were 
to endorse H.R. 1235 by number, even if support ing most of the
things in  it. . , , .

Mr. R ogers  of Florida. May I interrupt the gentlewoman there 
and say she may advise the t>epartment tha t the members of this
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comm ittee  would no t be miffed, bu t would be del igh ted  to see any 
endo rse ment the y make of the gentl ew om an’s bill.

Mrs.  Sullivan . Th an k yo u very much,  Mr . Ch airma n. I appre ­
cia te th at . The Dep ar tm en t also appears  to fea r an omnibu s bill 
approa ch ; it  seems  to feel th a t if it  goes  along on the same pet ty  pace 
which  has been followed fo r the las t dozen years  in amend ing  the  
bas ic ac t a lit tle  a t a time, in piec e-meal fash ion , it  will ad d up even­
tual ly  to a solid and  loophole -free statut e.

In  the  meant ime , however , we have limped along w ith  a l aw which 
its  ad mi nis tra tors admi t is woefully inad eq ua te in cop ing  wi th the  
dangers  to our  hea lth  and sa fe ty  from  foods, dru gs,  an d cosm etics— 
and thi s bill before you toda y is j ust  one illus tra tio n of how weak the 
presen t law is when i t comes to  p ro tec tin g the  lives of ch ildren.

Be th at as it may , I am not a t all plea sed that, when it  took  whole 
section s ou t of H. R.  1235 to  form  this tru nc ated  bill in one limited  
area of inadeq uac y in the  bas ic stat ut e,  the Dep ar tm en t went only 
hal f wa y tow ard  pro tec tin g ch ild ren  from poisonin g fro m candied or 
flavored  aspirin.

The De pa rtm en t has  req ueste d legis lation  merely to lim it the  num ­
ber  of such at tra ct ive menac es to child  saf ety  th at can  be packaged 
in a single c ontainer. The theo ry  is th at  if a c hild  swallows the  whole 
bo ttl e of pills—as many of them  fre quent ly do—the  pro bab le dosage 
in a  small conta ine r will not kill the  child, even though  i t wi ll u nd ou bt­
edly make him  very, ve ry sick.

B ut wh y perm it these pills to be sold a t all?
Dr. James  Goddard , the  Com mis sioner  o f the  Food and Drug Ad­

mi nis tra tio n, has  test ified  before  you th at  eve ry th ird  da y a child  
dies from  an overdose  of candied  aspi rin. At l eas t 12,500 doc umented 
cases were  reco rded at  poison con tro l cen ters  in 1965 of child  poison­
ing  from flavo red asp irin —90 percen t of all cases where the  typ e of 
aspirin  invo lved  in a child  poisoning case could  be ascerta ined.

Ch ild ren  don’t like pla in asp irin—who does?  Th ey  are  seldom 
tempted  to ea t the  unf lavore d tab lets, which they  could  ha rdly  mis­
take  for  candy once they  ta st ed  them, 'l'lie v love  the  candied  type . 
Th ey  th ink it is can dy. Som e pa ren ts perha ps co nt rib ute to tms  
tra gic misconception  by  lurin g the  child into tak ing  medicine on the  
frau du lent  claim th at  it  is c andy .

I t  tastes  like cau dy  and looks like can dy, and the  chi ld—particu­
lar ly a tod dle r who can’t  read  the warnings on the label—can hardl y 
be b lam ed for g rabbing the  b ot tle  a t the  fir st o pp or tuni ty  and downing 
the contents .

Th e child may  or may  not die— 125 of them died last year  from 
this cau se and  in some years  it  h as been a higher toll—but even  when 
the child does not die, the  pa rent s are  pu t throug h th e mo st agon iz­
ing  ki nd  of un necessary  t or tu re  a s the  child’s life hangs in the  balance.

Almo st every  fam ily has kno wn the  tra gedy  of a chi ld de ath or 
the to rtur e of a near  tra ge dy  from  th is cause. I have rece ived  ma ny 
le tte rs  from  families which have  undergon e thi s tortu re . Th ey  plead  
for  the outlaw ing  of th is dangero us  dru g which  tak es the lives  of so 
man y young children , a dr ug  whose dan gerous na tu re  they  ha dn ’t 
rea lize d un til  a near  tra ge dy  occurre d in their own household s. 
Th ey  po in t out  th at  you  can  eas ily crush a 1% gra in asp irin , or  pa rt  
of a reg ular  5-grain  tab le t, on a spoon with jelly or  sug ar and  ge t the 
dose dow n wi tho ut an y real  diffic ulty.
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I am disappointed in the timidity  of the HEW position on this 
matter  because, as I  said, the adminis tration proposal to do anything 
at  all about children’s flavored aspirin was prompted originally by 
the provision in section 14 of H.R. 1235, as introduced by me on the 
opening day of this Congress, January 4, 1965.

It  was the first time any piece of legislation had ever been intro­
duced in the Congress on the subject of flavored aspirin. I t grew 
out of two paragraphs  in a let ter  I received from a woman in St. 
Louis who had written to me in very general terms about the need 
for a centra l registry for all products in interstate  commerce which 
had caused injury  or disease for man or animal.

Her lett er prompted me to write some inquiries to a number of 
different departments and agencies of the Federal Government—Food 
and Drug, Public Health, Agriculture, the Children’s Bureau—about 
the feasibility of the idea.

Interestingly enough, nearly every agency I contacted referred 
me to the poison control program of Public Health and that  agency, 
in turn, sent me some material  on their operations.

I was appalled at  what the stat istic s they sent me revealed about 
the horrible toll of accidents and  death from candied aspirin for 
children. This  was in 1964, and so when I reshaped my omnibus 
bill for introduction in the 89th Congress tha t December, I decided 
to include as section 14 a prohibition against the sale in inter state  
commerce of flavored aspirin.

Mr. Chairman, I would like to submit for the printed  record of 
your hearing, the background of this idea, including the original lette r 
to me and my followup on it, and the material 1 obtained on this 
subject.

Mr. R ogers of Florida. Withou t objection, i t will be made a pa rt 
of the record.

(The mater ial referred to follows:)
Webster Groves, Mo.,  A pri l 29, 196 J,.

Re our  conversation on April 16, 1964, ab out accident reporting .
Hon. Leonor Sullivan,
Congresswoman, Th ird  Dis trict, Missouri,
Old House Office Bui ldin g, Washing ton,  D.C .

Dear Mrs. Sullivan: I t should be mandato ry for all persons responsible for 
the  health of the publ ic to  report  to  a centra l agency all accidents or diseases 
clearly  rel ated to  some prod uct which has been sliippcd in in ter sta te commerce.

The average person,  including ma ny  publ ic hea lth officials and  doctors, does 
not know wh at to  do when such a produc t causes an accident. Usual ly each 
incident  "dies” with the  patie nt, or is fo rgotten  if recovery is made. Many  such 
accidents m ay happen before someone who cares ta kes  action and brings a  report 
to  the proper authority . Therefore, the U.S. Public  Hea lth Service, or othe r 
designated agency should place  in th e hands of all doctors, etc. manda tory re­
por ting forms  w ith adeq uate  p rovis ion for  the  gath ering of sample  materia l, and  
information necessa ry for the  tra cing of t he  source of th e material . Such repo rts 
should  cover accidents to non-human  life as well as human. Such reporting  
could be prov ided  for unde r laws now being administe red wi tho ut fu rth er  Con­
gressional action.

I have talk ed abo ut this  to  Lo ret ta Vrooman, and  m ay have said something  t o 
Tom Curt is. However, to  the best of my knowledge, noth ing has  been done 
abo ut this.

The Consumm er Conference was high ly interesting. However, such  con­
ferences seem t o bring  out only th ose a lready  interes ted and knowledgeable about 
the  problems. I t  seems to me the problem  is to reach groups which are  new in 
the  field.

68 -0S5— 66
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Am enclosing an article from t he  Saturday Review which should  inte res t you. 
I am becoming such a pest th at I pulled it out  to send to  Tom before I read the  
las t paragraph . My favorite build ing in Washington aft er the Rotunda of the  
Cap ital is the  Library of Congress. I worked in the  stacks  on my MA Thesis, 
and almo st became the  Cu rator of Municipal Reports.

Sincerely,
Mrs. Floris R. Mills.

House of Representatives, 
Washing ton, D.C. , Ma y 12, 196/t .

Mrs. Floris R. Mills,
Webster Groves, Mo.

Dear Mrs. M ills : Thank  you very much for your  le tte r a nd  the material you 
sen t me on the  L ibrary of Congress  and  i ts needs. 1 have always  supported the  
Library  on appropria tions  and I will certain ly do my bes t to  improve thei r space 
situ atio n as well as personnel.

On the other m atter,  I have  refer red y our suggestion to the  heads of a num ber of 
agencies and have asked them  for comments and advice. It  is very possible th at  
the  kind of thing you recommended can be carried  ou t without  the  need for special 
legislation, bu t I am going to let  the m tell me so.

With  best wishes, I am,
Sincerely yours,

Leonor K. (Mrs. J ohn B.) Sullivan,
Member of Congress,
Third  Distric t, Mis souri.

House of Representatives, 
Washington, D.C., May  12, 1964.

Hon. Luther L . T erry,
Surgeon General,
U.S. Public  Health  Service, Washing ton,  D.C.

Dear Dr. Terry: I would like to have your comm ents and suggestions and 
advice  in connection with a recommenda tion made to me by a resident of the  St. 
Louis Area who is active  in consumers affairs. She writes as follows:

“I t  should be mandatory for all persons responsible for the  health of the  public 
to  repor t to a  cen tral agency all accidents or diseases clearly rela ted to some prod­
uc t which has been shipped in inters tat e commerce.

“Th e average person, inc lud ing  many public heal th officials and doctors, does 
not know what to do when such  a product causes an accident. Usually each 
inc ident ‘dies’ with the  pati ent, or is forgo tten if recovery  is made. Many  such 
accidents may happen before someone who cares t akes  ac tion and brings a repo rt 
to the  proper "authority. There fore, the  U.S. Public Health Service, or other desig­
na ted  agency should place in the  hands of all doctors, etc. manda tory  repor ting 
forms with adeq uate  provision for the  ga thering of sample mater ial, and informa­
tion  ne ce ssary for th e tr acin g  of  th e  sour ce  of th e  m at er ia l. Su ch  re po rt s should 
cover  accidents to non-human  life as well as human. Such repor ting could be 
provided for under laws now being  administered withou t furth er  Congressional 
action.”

Sincerely yours,
Leonor K . (Mrs. J ohn B.) Svllivan,

Member o f Congress,
Th ird  District , Missouri .

N ote.—Similar lett ers  also addressed to  Commissioner George P. Larrick, Food 
and  Drug Administration: Adm inis trator Byron T. Shaw, Agricultural Research 
Sendee; Chief Katherine B. Oett inger, Children’s Bureau.
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Department of Health, Education, and Welfa re,
Food and Drug Administration,

Washington, D.C., May S I, 1961,.
Hon. Leonor K. Sullivan,
House of Representatives,
Washington, D.C.

Dear Mrs. Sullivan: This replies to your le tte r of May 12, 1964, requesting 
our comment on a suggestion th at  all persons responsible for the  hea lth of the 
public  be required to  report to  a central agency all accidents or diseases clearly 
rela ted to some prod uct which has  been shipped in inters tat e commerce.

We believe there is no Federal  law under which such a requ irem ent could be 
made a t this  time. Legislat ion would be required in order t o pu t this  suggestion 
into  effect.

We will discuss this mat ter with the  Public  Heal th Service and the  Depar t­
ment and will l et you have  our furth er  comments at  a later date.

Sincerely yours, Geo. P. Larrick, 
Commissioner of  Food and Drugs.

D epartment  of Agriculture,
Agricultural Research Servic e,

Office  of Administrator,
Washington, D.C., Jun e 3, 1961,.

Hon. Leonor K. Sullivan,
House of Representatives.

Dear Mrs. S ullivan: This  is in reply  to your let ter  of May 12, addressed to 
Dr. Byron  T. Shaw, regarding  recommendations which you received from a 
const ituent who feels some ma ndato ry nationwide system shou ld be establ ished  
for repo rting accidental poisoning  cases.

Approxima tely 500 loc:il Poison Cont rol Centers are now op erat ing t hroughout  
the  cont inen tal United States. Ma ny of th ese centers are manned b y volunteers 
who keep the  records and furnish  needed inform ation  to  doc tors  requesting it. 
Of th e 500 Poison Control Centers,  about half submit  their  a ccid ent records  to a 
Nat ional Clearing House estab lished by the  U.S. Public  Health  Service. In 
tur n, the  Nat iona l Clearing House disperses the  information which  it receives to 
all the par ticipat ing cente rs and to  all other  interested  agencies, including the  
Departmen t, of Agriculture . This is not  a compulsory program, however, and 
only a small  percentage of ac tua l cases of poisoning reach the  Nat ional Clearing 
House. Nevertheless, the whole program has been very  popular with  pract icing  
phys ician s and  is very helpful t o t he  Pesticides Regula tion Division  of th is Service 
in c arry ing o ut its responsibilities.

In  a dditio n to this program of t he  U.S. Public Hea lth Service which is limi ted 
to human accidents, the Departm ent of Agriculture investiga tes accidents which 
are bro ugh t dir ectly  to  its att en tio n. The Pes ticides Regula tion Division and the  
Plant Pest Control Division of this Service att em pt to establish  the  fact s on 
reported cases of injury  both to  man  and animals  if th ey are rela ted  to pesticide  
use.

The U.S. Public  Health Service also maintains a record on dea ths  from all 
causes in its Bureau of Vital Sta tist ics . Accidental  dea ths  rela ted to  pesticides 
as well as those from drugs or oth er solid and liquid subs tances are recorded by 
that  agency. A Public  Hea lth Service handbook ent itled “Clinical Handbook 
on Economic  Poisons" is a useful guide for physic ians in t he diagnosis and treat­
ment of poisoning by pesticides, an d has been dis trib uted qu ite  widely to  inte r­
ested  doctors.

You may  wish to  write  to  the  Nat iona l Clearing House for Poison Control 
Centers in the  Public Heal th Service for inform ation regard ing deta ils on how the 
Poison Control Cente rs operate.

If we can be of fu rther assistance to  you in t his  m att er,  please feel free to  call 
on us.

Sincerely yours,
R. J. Anderson, Deputy  Administrator.
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Depa rtm ent  of  H eal th , E ducation, and Welfare ,
P ublic H ealth Serv ice ,

B urea u of  State Services , 
Washington, D.C., M ay  HO, 1964-

H on . Leonor K . Sullivan ,
House of Representatives,
Washington, D.C.

Dear Mrs. Sullivan: Your  letters of May 12, 1964 to Mrs. Oettinger, Chief 
of the  Children’s Bureau, and the  Surgoen General, on repor ting of injuries and  
disease associated with a produc t, have been referred to this Division for reply.

Your correspondent in the St. Louis area  has identi fied a major opp ortu nity  
for  improved health pro tection  services for  t he consumer.

I am pleased to report th a t this  Division is taking positive action  in our area  
of program responsibi lity—accid enta l injurie s and accidental  poisonings.

Our National Clearinghouse for Poison Control Centers receives repor ts on 
accidental poisonings from appro ximately  300 local poison control centers th rough­
ou t the  country. These  rep ort s are analyzed to identify the  product involved 
and the  circumsttuices su rrou nding the  poisoning. On the  basis of these reports, 
corrective  ac tion is b rought  a bo ut  and prevention  programs are developed. The 
clearinghouse also provides to the  local centers, information on the diagnosis and 
tre atm en t of poisoning cases. Attached is a  summ ary report on poisoning cases 
and a copy of our Bullet in which is d istr ibuted to all Sta te and  local centers.

A number of special studies have been done on accidental injuries. These 
stud ies usually begin with  the volu ntary cooperative  repor ting of injuries by 
hosp itals  in a  community and arc followed up with interviews and investiga tions 
to ident ify the cause of the  injury . From these studies corrective actions  can 
be taken or programs to inform  the  public of hazards can be carried out.  One 
such  project is being carried ou t in cooperation with the  health dep artment in 
St. Louis. Other projects are  being or have  been carried ou t in Mississippi 
Cou nty, Arkansas and Robeson County, Nor th Carol ina on burn  injuries; in 
Albany, New York on injuries to elderly people; and in Iowa on injuries asso­
cia ted  with  machinery. This Division has taken  the lead on othe r problems 
which are national in scope. For  example, a defective traile r heate r, afte r being 
associated  with two death s, brought abo ut a join t intensive effort on the pa rt of 
the  manufacturer, heal th dep artm ents, police de par tme nts  and others to identify 
and trace all trailers having this  type of heat er and  warning  the  owners. This 
was accomplished, bu t sti ll 18 dea ths resul ted before all could be found and  
corrected .

Oth er s teps  to  improve  consumer p rotection  from in juries are  being planned by 
thi s Division. We hope to  identify and  estab lish certa in cities or counties as 
Bpecial surveillance areas for inj ury  reporting . These would be area s representing 
various sections of the  co unt ry. From  these areas  we would have rap id reporting 
and investigation of injuries which would bring about a reduction  of the  “lag 
tim e”  between th e identif icatio n of an injury  cause and its correction.

We feel th at  th e central rep ort ing  of all accidental  injuries  a nd diseases re lated  
to  a prod uct would be impract iciu  and perh aps unnecessary. We feel th at  a 
carefu lly selected and efficient ly operated  network of reporting areas  such as 
proposed  above would bring ab ou t the  benefits suggested for a centr al reporting  
service.

Your correspondent in  the  St . Louis a rea  may find i t helpful to  discuss her ideas 
with Dr. C. Howe Eller, Commissioner of Hea lth,  St. Louis County Hea lth 
De partm ent. Dr. Eller is a member of the  Surgeon General’s Advisory Com­
mi tte e on  Accident Preven tion and  is especially interested in inju ry control".

We appreci ate your bring ing to  our att ent ion  the  services th at  would benefit 
your co nst itue nt. We hope th e ab ove inform ation  will be helpful to  you.

Sincerely yours,
Paul  V. J ol iet, M .D .,

Chief, Div ision of  Acc iden t Prevention.
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N ational Clearinghouse por Poison Control Centers , U.S. Department  

o r Health, Education, and Welfare, Public H ealth Service, Washing­
ton, D.C.

(A service of the  Division of Accident Prevention, Bureau of Sta te Services) 
September-October 1963.

Survey op the Most-F requently Accidentally- Ingested Products

A prim ary funct ion of the Nat iona l Clearinghouse for Poison Cont rol Cen ters  
is analysis of the da ta  reported by the centers. Cur ren tly,  about half of t he  511 
centers throughou t the country  are using our sta ndard  report  form (PHS-2805). 
In 1961 42,000 cases were sub mitted for stat isti cal  processing. Approxim ately  
90 percent were reports of ingestions among children und er 5 yea rs of age. Sum­
maries of our  tabula tions were dist ribu ted to the  partic ipa ting centers . Con­
solidate d summaries were sent  to  the Sta te Health  Depar tment s concerned and 
Pub lic  Hea lth Service Regional Offices.

After coding and  tab ula tion, the individual case histories are filed by  category  
(such as laxatives, bleaches,  tranquilizers, etc.) and then  subdivided" by trade  
name. This  file serves to  prov ide clinical info rmation both on categories of 
produc ts and on individual tra de  name items th at  make up each category.

An analys is of the  acc iden tal ingestions among children und er 5 years of age 
shows th at  10 categories ou t of th e 80 currently  used accounted for approx imately  
hal f the cases. The following table  lists the rela tive frequencies of such ingestions 
dur ing  1961.

I'trccnt
Types  of substances: «/ ro*<rf

1. Aspirin__________________________________________________  21. 8
2. Insecticides (exclusive of m othballs)_________________________  5. 3
3. Bleach_ _________________ . . . . . ______ . . . ________________  4. 4
4. Detergents, soaps, clea ners______________________ ____ _____  4. 3
5. Furniture  polish __________________________________________  2. 4
6. Kerosene________________________________________________  2. 2
7. Vitamins an d iron pre parat ion s_____________________________  2. 2
8. Disin fectants, deodorizers__________________________________ 2. 1
9. Lye, corrosives________________________ __________ _______  2. 1

10. Laxatives________________________________________________ 1. 9
If  suicides and accidental ingestions  in persons 5 years and over were also 

considered , sedatives-barb iturat.es (4.5% of all ingestions) anil tranquil izers  
(2.8 % of all ingestions) would be included in the  “to p 10.” However, since 
poison contro l centers are concerned primarily with  acc iden tal posioning, the  
following observations will be confied to those catego ries of substances  mos t 
freque ntly ingested by small children.

Individ ual  case rep orts  a re on file for those ingestions r eported  to us since July 
1959, a 30-month study  perio d in which approxim ately 90,000 reports were 
analyzed. With in each of the “t op  10” categories, the  num ber  of different pro­
duc ts and the  frequency of each were tabula ted . Inform atio n concerning Hos­
pita liza tion  was tab ula ted  on the  10 most-frequently-ingestcd  products within 
eac h of the “top  10.” This  rep ort , then,  would cover 100 indiv idual prod ucts  
excep t that  the  kerosene cate gory is not  broken down by tra de  names.

On fur the r review of the  cases accumulated  in this 30-month period, i t was found 
th at  34,651 reports identif ied the name of the  ingested produc t in these “to p 10” 
categories. Of 1722 different tra de  name p roducts  represented,  15 were repor ted 
200 or more  times, and 16 others  were rep orted 100 or more  t imes.
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Pr od uc ts am ong  “ Top 10" subs tan ces which were reported 100 or more tim es,  J u ly  
19 50  to  December 1961

Pro du ct Cases
Pe rc en t ’ 
ho sp ita l- I 

ized
Pro du ct Cases

Pe rcen t * 
hosp ita l­

ized

1. Asp iri n . . . . . . . . . . . . . . . . . . . . 15. MA
1,855
1,656
1,021

980

13.9 19. “ Co me t” .................................. 169 0.0
2.  “ Clo rox ” . --- -------------------- 14.3 20. “ Har ris  Fam ou s”  roac h
3. Ke ros ene . . . . . . __ - ____ 39.5 ta b le ts .. - _____ -- -- -- -- 168 5.6
4, - - 6.0 21, "6- 12” Insect  re p e ll e n t. .- — 168 8.5
5. “ Dra no ” __ 50.9 22. “ Poly-Vi-Sol” ......................... 166 0.0
6. Am in nn in __ 420 40.8

32.6
23. “ Mr? C le an ”____ . . . . . . . . . . 162 13.8

7. “ Pri de”  fur ni tu re  po lis h.  . ..
8. “ Ly so l” . __ . . . .

360 24. “ Sa rd-F lush ” . - - ______ 161 22.5
356 29.0 25. “ C ar te r’s L it tle  Pi lls ” __ . . . 161 7.5

9. "O ld  En gl ish"  p oll shn s........
10, “ Gat or  Roach Hives” _____

303 50.3 26, “ Rom an ” cleanser b le ach -. . 158 6.5
275 21.3 27, "J oy” . . . - _____ ________ __ 145 5.7

11, “ IjVdAfl”  ________________ 262 27.9 28. “ C Hocks" v it am in s. ____. . . 127 0.0
12. T,ve___ 245 55 ,I 29. “ Ajax ” . . . _______ . . . . . . __ 121 13.6
13, “ Pur ex ” . ........ . 240 13.0 30, “ Li lly ’s”  a n t c up_________ 119 27.3
14. "P in e- Snl " di sinf ec tant___
Ifi “ W a f t Pl ao "

212
200
104

31.5
25.5 
26.3

31. “ Easy-Off”  oven c le an e r. .. . 101 29.8

16. “ R en i- K il l" .. .......................... Tota l “ 31” ............................ 26,425 20.1
17. “ R ai d” ..................................... 102 22.7 Tota l case s w ith  tr ad e n am e
18. “ W in d er" . . 173 3.1 specifi ed______________ . . . . . 34,653 20.0

■ B ased  on  case s w ith  k nown  i nformat ion reg ard ing  h ospit ali za tion.

I t  was found th at  15 p rod uct s (acetyl salicylic acid, kerosene, and ammonia 
each  counted  as a single pro duc t) accoun ted for 0.9 perc ent of the  indiv idually 
iden tified products,  bu t for 69.1 pe.rcent (23,940) of  the  cases. When the  31 
pro ducts  named 100 or more times were analyzed, 1.8 perce nt of the individually 
ident ified produc ts accounted for  76.3 percent (26,425) of the  ingestion cases. 
The  remaining 1,691 products represen ted 98.2 percent of the  identi fied substances 
bu t only 23.7 percent of the  cases . Aspirin, of course, led the  10 most-f requently 
inges ted prod ucts  with almost half  of the cases, followed by “Clorox” (5.4% ), 
kerosene (4.8%) “Ex-Lax” (2.9%),  a nd  “Drano” (2.9%).

Children hospitidized from these inges tions ranged from 6.0 perc ent to ns high 
as 55 percent, with figures based on the  mun ber of cases for  which  da ta  concerning 
hospitaliz ation  were available. The crite ria for hospi talizing an ingestion case 
vary from hospita l to  hospital. Many of th e cases were  a dm itte d either  because 
of a hospi tal policy or for 24-hou r 'observatio n. The average  hospitalization 
for the  15 p roducts  was 20.6 pe rce nt, and  20,0 percent for the  combined products 
in all of the  selected groups o f substances.

In  analyzing ingestions among children  und er 5 years of age, the  identification  
of the  trade-name products most-frequently encountered was included for a number 
of reasons . When relatively few products account for  th e ma jor ity  of ingestions, 
the  neces sity is clear for having the  information on the ingredients , symptoms, 
and tre atm en t for these  cases ins tan tly  available . Because  information is 
generally  available on the more common prod ucts  (whether by reason of volume 
of sales or popular ity of the  pro duct) , the less-frequen tly-mcntioned products  
probab ly cause the poison con trol  center the most difficulty. In the lat ter  case, 
the  form ulations are less likely to be readily available, causing delay in the  
dispos ition  of t he  child. In brief , the  15 produc ts th at are  ment ioned  200 times 
or more  should be famil iar to the  doctors in the  poison cont rol centers, whereas 
the 5,000 to 6,000 produc ts th at hav e been inges ted a fewer  num ber of times 
will pre sen t g reate r problems.

On several occasions in these tabula tions, the  trade  name mentioned on the  
report fails to  specify the individual produ ct of a company . Thu s, several s imilar 
pro ducts  with  a familiar company  tra de  natne may be grouped together; examples 
of th is are "Black Flag,” “Rea l-Kill,”  "R aid,” and “Old Engl ish” Furnitu re 
Polish . Other tables  include merely a chemical identi fication, since this  was the  
principa l method of identifying the produc ts when these cases were reported. 
There fore, in one tab le bo th'po tas h and  lye are mentioned indiv idual ly, although 
severa l of the prod ucts  in the tabl e might have conta ined either or both  of these 
subs tances. Similarly, ferrous sulfa te and ammonia a re li sted in the ir appropr iate 
categories. The tables, therefore, reflect t he  named produc ts tha t were identified 
by the individual poison control centers and, although some of the lists might not 
be m utually  exclusive, ther e a re s till m any interesting and informative conclusions 
th at mig ht be made.
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ASPIRIN

Aspirins, all types combined, whether identif ied by brand name or not, consti­
tu ted about one-fourth of all ingestions with a total  of 51 brand names listed. 
Among reports  listing brand names, “St. Jose ph’s" (54%), “B ayer's " (32%), 
and “Bufferin’’ (6%) compr ised 92 percent of all ingestions. The next seven 
brands  made up ano ther 6 percent  and 41 bran ds the  rema ining 2 pe rce nt of the  
cases. Two -thirds of t he  case re ports  failed to  note  a tra de  name.

Even though aspirin acco unts  fo r nearly a thir d of the  poisoning d eaths among 
children under 5 reported year ly, most  of the  reported ingestions  do not require 
hospitalization . Only 13.9 percen t of the cases known as t o hospi taliza tion were 
tre ate d on an in-p atient basis, an d only 0.6 perc ent were hospi talized for fou r or 
more days.

The  following tab le indicates the 10 most-frequeritly -ingested bran ds of aspirin 
of the  51 bran ds reported and  known as to “baby ” or “a du lt"  type. It  might 
be pointed ou t th at , although th e frequencies of these catego ries are based on 
1961 figures , th e aspirin  table  was th e only one in the  group t hat does not conta in 
the accumulated  d ata for the 30-m onth  stu dy  period.

Asp ir in  most frequ ent ly ingested by all ages, by trade name, 1061 only

Tra de  n ame

Tota l
T yp e of a sp iri n

Bab y A dult Un kn ow n

N u m ­
ber

Per ­
cen t

N um ­
be r

Pe r­
ce nt

N um ­
be r

Pe r­
ce nt

N um ­
be r

Per ­
cen t

1. “ St.  Jos ep h’s’*..  ........................ . . 1,515 54.0 ft49 61.6 16 4.8 550 58.5
2. "B ay e r" ............................................
3. “ Buf ferin ’*__ . .  .

891
171

31.8 
fl. 1

435 28.2 103
171

30.8
51.2

353 37.6

4. “ R e x a i r ......................................... . 00 2.1 41 2.7 7 2.1 12 1.3
5. “ A h b o tt " ................................ .........
6. “John son ’s**--

36
23

1.3
.8

31
23

2.0
1.5

1 .3 4 .4

7. “ McK ess on” ____ _____ ____—
8. “ Aup erg um ’*.  -

22
20

.8

.7
13 .8 4

20
1.2
6.0

6 .5

ft. “ Sq ui bb ” . ................................... . . 9 .3 5 .3 1 .3 3 .3
10. “ Nor wich” , . ..................... .......... 7 .2 4 .3 2 .6 1 . 1
O th er.  _ ............................. . . . . . . . . . 50 1.8 2ft 1.9 9 2.7 12 1.3

T o ta L .— _____ _____ —. 2,804 ftft.ft 1,530 100.0 334 100.0 940 100.0

INSECTICIDES

Insec ticides (excluding mothballs) accoun ted for 5 pe rce nt of all t he  ingestions 
among small children. During the stud y period,  467 trade-name produc ts were 
designated  among the  3,368 cases which were reviewed. The 10 m ost frequently 
named constitu ted 47 perce nt of the cases and, as might be expected, were the  
types of insec ticides th at  might be found in and around th e house, t he  environment 
of the  sm all and unaware child.

Insec ticides most freq uen tly ingested by all ages, by trade name and hosp ital isat ion,  
Ju ly  1960  to December 1961

Tot al  cases
Tota l w ith  

kn ow n 
ho sp ita lis a­

tio n da ta

Pe rc en t
ho sp ita liz ed

Pe rcen t no t
hospita lized

1. “ G at or  R oach  H ives” ...................  .....-__ 275 225 21.3 78.7
2. “ Black  F la g" _____________ . . . . . 200 102 25.5 74.5
3. “ Re al- Ki ll” ..........................................- ............ 194 118 26.3 73.7
4 “ Rai d”  ________________ ____ __ ___ 192 75 22.7 77.3

168 125 5.6 94.4
6. “ 6-12”  in sec t repe lle nt_______ ___________ 16S 71 8.5 91.5
7. “ Li llv ’s” ftn t c up_____ _____  --  --  ______ lift 33 27.3 72.7
8. “ A nt ra l”  a nt k il le r. . . ........... . . . .......— 88 48 31.2 68.8
ft. “ T er m ”  an t ki lle r ________  .. 84 62 37.1 62.9

10. "OIT!"  Insect re pe lle nt ............ . ........................ 77 20 0 100.0

T o ta l.................................................................. 1.565 879 s a  7 79.3

 



50 CHILD SAFETY ACT AND PERSONNEL TRAINING

BLEACH ES

Bleaches  are  responsible for 4.4 percent of the ingestions among children und er 
5 years of age. In 2,886 cases in which the trade names were identified, there  were 
155 p roducts and the  10 mos t frequently mentioned accounted for 2509 reports. 
“ Clorox” accounted for 64 perce nt of the cases in which the  trad e names were 
known. Following this was “ Purex”  (8.3%), “ Roman” Cleanser (5.5%), “ Daz­
zle” (2.3% ), and “Fleecy Wh ite”  (1.8%). The remaining 150 trade names 
iden tified constitu ted only 18 percent  of the bleach ingestions repor ted. In those 
cases where hopsitalization was known, it  was found th at  14.1 percent of the chil­
dren  were admitted. However, no breakdown was made to  determine if a g reate r 
ma jor ity  were hospitalized in the earlier pa rt of the  s tudy, when less was known 
ab ou t the effects of hypochlorite ingestions. Some were adm itte d only for 
obse rvat ion.

Bleaches most frequently inges ted by all ages, by trade name and  hospita lization, 
Ju ly  1959 to December 1961

Tr ad e n am e Tota l cases
Tot al  w ith  

know n
hospita liz a­

tio n da ta

Pe rcen t
ho sp ita lized

Pe rcen t n ot  
hosp ita lized

1. “ Clo rox ” ................................................................. 1,855 1,121 14.3 85.7
2. “ Pu re x” .................................................................. '240 162 13.0 87.0
3. “ R om an ” cleanser................................................ 158 107 6.5 93.5
4. “ Dazzle” ..  ........................................................ 65 17 41.2 58.8
6. "F le ec y Wh ile” ..................................................... 61 19 26.3 73.7
6. "L es ta ir e” . . . . ............................................ ........... 43 10 12.6 87.5
6. “ Hl -lex” .................................................................. 34 21 28.6 71.4
8. “ Sa vo l” . ................................................................. 22 14 7.1 929
9. “ Ho od 33” . ............................................................ 21 19 5.3 94.7
10. “ Whit e M onday ". ,.............................. .............. 20 10 30.0 70.0

T o ta l.................................................................. 2.509 1,606 14.1 85.9

DETERGENTS, SOAPS, AND CLEANERS

Tliis heterogeneous class of produc ts was named in 4.3 percen t of the  cases 
rep orted to the  Nat iona l Clear inghouse in 1961. Listed on the reports as the  
agen t in the  ingestion, in the  3496 cases in which a produc t was identified, were 
413 different trade  names. Again, the 10 most frequently ingested from this 
group con tributed 1712 cases, or  49 percent of the  tota l. Ammonia  led the  list 
wi th 420 cases, bu t i t is a generic name an d seldom identi fied by individual label. 
However, it  accounted for a gre ate r percentage  of hospi taliz tion tha n the  other 
pro ducts  lis ted.

Detergents, soaps, and  cleaners most frequent ly ingested by all ages, by trade name a nd 
hosp ital izat ion,  J u ly  1959 to December 1961

Tr ad e name Tota l cases
Tota l with  

know n
hosp ita liz a­

tio n data

Percen t
ho sp ita lized

Pe rcen t n ot  
hos pitalized

1. Ammon ia  ............................................._........... , 420 213 40.8 59.2
2. “ Ix «t oi l” . . ............................................................. 262 80 27.9 72.1
3. “ Wind ex ” ............................................................... 173 32 3.1 96.9
4. “ C om et ” . .  ...........................................- ........... . 169 37 .0 100.0
5. “ M r.  Cl ean” . . ................................................... - 162 58 13 8 86.2
6. “Joy” ............... ....................................................... 145 35 5.7 94.3
7. “ Ajax”  ................................................................... 121 22 13.6 86.4
8. “ T re nd”  ......................................................... 93 23 4.3 95.7
9. “ Gl ass  Wa x” .......................................................... 84 12 16.7 83.3
10. “ T e il z e " ................................................................ 83 47 10.6 89.4

T o ta l.................................................................. 1,712 505 23.5 76.5

 

 



CH IL D SAFETY ACT AND PERSON NEL  TRAINING 51

FURN ITU RE POLISH AND WAX

The  furniture polish and  wax catego ry contained  148 trade names among 1670 
identified products. The  10 most-f requently- inges ted trade- nam ed items con­
tribu ted  1097 cases, 66 perce nt of the tota l, while the oth er 138 trade-named 
produc ts were d istributed amo ng 573 cases. Two produc ts, "P rid e” (360 cases) 
and  "Old English”  Polish (303 cases) were the  most  freq uen tly ingested. In  
the  527 cases where info rma tion  concerning hosp italiz ation  was avai lable , 5.1 
percen t were hospital ized for 1 day, 4.9 percent for 2 to 3 d ays,  and 6.5 perce nt 
for 4 or more days. Nine teen  percent of the  children were hospi talized for an 
unknown number of days.  Th is group of subs tanc es had a  p erce ntage of hos- 
pita liza tion  (35.5%) th at  was rough ly equ ivalent to th at  for kerosene (39.5%), 
undoubtedly because the main ingredient of m any of the polishes is a petro leum 
dist illate.

Fu rnitu re  polish and  wax most frequent ly ingested by all  ages, by trade name and  
hosp itali zatio n, Ju ly  1959 to December 1961

Trade name Total cases
To tal  wi th 

known
hospi tali ra ­
tion  data

Per cen t
hosp italised

Per cen t no t 
hospi talized

1. “ Pr ide” furnitu re poli sh, ............ . . ...............- 360 175 32.6 67.4
2. “ Old English”  p o li sh es .. .. ,. ., ...................... 303 179 50.3 49.7
3. “ Jubilee’*... . . . . . . __ . . . .  . . . . . . .   __ . .  . 79 24 16.7 83.3
4 “ O’Cedar” po lish es. .,.......... . ......................... 79 45 28.9 71.1
5, Bruce” floor cleaner........ ............................... 66 35 28.6 71.4
fl, **Hl U te ” furniture  p o li sh .. .. .. _____ ____ _ 56 30 30,0 70.0
7. “ P led ice”............................................................ 40 fi 33.3 66.7
8. “ Stan ley 's”  fur niture  cr em e,. .. ................... . 39 12 .0 100,0
9. " Kl ear '5 floor wax_____ _________________ 38 7 14.3 85.7
10. “ AerOwax” . . . . . . . . . . . . . . . ______________ 37 14 7.1 92.9

Tot al ............................................................ 1,097 527 35.5 64.5

KER OSENE

Du ring th is study , 1,656 reports  of kerosene ingestion were submitted, making i t 
the third  leading su bstance ingested. Although kerosene or petro leum dist illate , 
is a vehicle  in many oth er produc ts, it has been classified by itself ; this category 
does no t inclu de produc ts in which it  is present in high concentration . In  1,371 
cases with information on hosp ital izat ion, it  was found that  541 (or 39.5%) were 
admi tted. In  52 cases (3.8%) the victims were in the hospital  one day ; in 105 
cases (7.7%), from two to  three days; and  in 92 cases (6.7%) for four or more 
days. The re were 292 cases (21.3%) in which t he  children were hosp italized, bu t 
the  n umber  of hospi tal days  w as not specified.

Kerosene ingested by a ll ages, by hosp itali zatio n, Ju ly  1959 to December 1961

Total  coses
Total with 

known
hosp ital isa­

tion  da ta

Perce nt
hospitalized

Per cen t no t 
hospi talized

Kerosene. ............. ------------------------------------- 1,656 1,371 39.5 60.5

VITAMINS AND MINERALS

In  the review of the 1184 vit am in and  minera l ingestions with  known tra de  
names,  the re were 706 cases from  the first 10 prepara tion s listed. A tota l of 172 
trade  names  was repor ted i n this  g roup . In  t he  218 reports  in which  ho spita liza­
tion was known, it  was sign ificant th at  the  preparat ions th a t contained iron 
(ferrous sulfate ) accounted for the grea ter percentage  of hospi tal admissions .
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Vitam ins  and  m inerals most f requen tly ingested by all ages, by trade name and  hos­
pita liza tion , Ju ly  1959 to December 1961

Tr ad e name Tot al  cases
Tot al  w ith  

know n 
ho sp ita lis a­

tio n da ta

Pe rce nt
hos pitalized

Pe rcen t n ot  
hosp ita liz ed

1. “  Poly-Vi-Sol” ........................................................ 106 32 0 100.0
2. “ Ch ocks” ............................................................... 127 22 0 100.0
3. “Tri -Vi -So l” .......................................................... 80 12 0 100.0
4. “On o-a -Da y” .........................................................
5. “ Mol-Iron” .............................................................

78
67

18
51

5.6
60.8

94.4
39.2

6. Fe rro us  su lfa te ...................... ............................... 63 34 55.9 44.1
7. “ Deca-Vi-Sol” ........................................................ 51 13 7.7 92.3
8. “ Feo sol” ................................................................. 36 27 29.6 70.4
9. “ Mulv idr en” .......................................................... 21 4 0 100.0
10. “  Uni ca p" .............................................................. 17 5 0 100.0

T ota l______ __________________________ 708 218 27.5 72.3

DISIN FECT AN TS AND DEODORIZERS

The  10-most-frequently-ingested disin fectants made up 64.4 percent of all 
ingestions  involving  this  t yp e of product. A to tal  of 185 trade  names was men­
tioned on the re ports in this  category , b ut  "Lysol”  accoun ted for nearly one-fourth  
of the cases and  was followed by “r ine-So l” with  14 percent.

Disinfectan ts and deodorizers most freq uent ly ingested by all ages, by trade name 
and hospita liza tion , J  i ly 1959 to December 1961

Tr ad e name Tot al  cases
Tot al  w ith  
kn ow n hos­
pi ta liz at ion 

du ta

Perce nt
hos pitalized

Pe rcen t no t 
hospita lized

1. "L ys ol ".  ............................................................. 356 214 29.0 71.0
2. “ Pin e-S ol”  ............................. ............................ 212 108 31.5 68. 5
3. “ W izard"  d eodorizers .................- ................ - 72 23 4.3 95.7
4. “ Br ea th  O’Pino ” ................................................ 57 23 34.8 65.2
5. “ Ge rm -tr ol”  _____ _________________ _
6. "R ed  C ap  Refre sh- R” . . . ..................................

56
53

25 20.0 M.O

7. “ Air-W ick ” .......................................................... 43 5 0 100.0
S. “ O N ” d is in fectan t...........................- ................ 33 24 16.7 83.3
♦. “Sy lph o-na thol” ................................................. 31 4 25.0 75.0

10. Fo rm alde hy de ..................... ............._________ 26 17 35.5 M.7

T o ta l....................................... . ........................ 939 443 27.3 72.7

LYE AND CORROSIVES

Whereas lye and  corrosives constitute  only 2 percent of the  cases of ingestion 
for children, they  show a signif icantly higher  prop ortion of hospitalizations  and 
days of hospitalization. Th e It) pro ducts li sted arc no t m utually  exclusive, since 
some of these trade -nam ed pro duc ts do contain  lye o r potash . But because this  
was the principal means of identi fication of the  ingested  item,  they  have been 
tab ula ted  ns they were repo rted; 127 brand names were lis ted in the 1871 cases in 
which the brand  name was known. Approximately one-ha lf of the pat ien ts in­
gestin g these prod ucts were hospitalized, making the percenta ge of this group higher 
than  for any other typ e of substance. There were 1197 records conta ining da ta  
on hospi taliza tion. Where the number of hospi tal day s was repor ted, it  was 
found tha t 10.1 percent were hospital ized for four or more  days.  “ Drano”  was 
the most- frequently-identified item, accounting  for 989 cases, or 52.9 perc ent of 
the  reports , with lye (13.1%), “Sani-Flush”  (8.6%), “Easy-Off” Oven Cleaner 
(5.4 %), and “Vanish” Bowl Cleaner (4.8%), the  next mos t frequent.
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Lye and corrosives most fre quently  ingested by all ages, by trade  name and 
hosp ital izat ion , Ju ly  1959 to December 1981

T ra de  n am e T o ta l cas es

T o ta l w it h  
know n ho s­
p it a li za ti o n

d a ta

P e rc en t
hosp it a li zed

Per ce nt n o t
ho sp ital iz ed

1 "Tira rio”  ______  . _________ 989 757 50 .9 49.1
2 L ve .  - . . . . . . _____ . . . . . . 245 205 55.1 44 .9
3. " S a u l- F lu s h " ........ ................................................ 161 80 22. fi 77 .5
4. “ Eii sy-OfT ”  ov en  c le an er . _ . .  . . . . . . . . . .  - 101 47 29 .8 70 .2
5, " V a n i s h " . . . . . . . . . .  . .  ___ _. . . . . . WO 29 24.1 75 .9
6. P o ta sh  . _ . . . . . . . __ _____ . . . . . . . . . . 38 35 65 .7 34 .3
7 "W hin k” ru st  s ta in  r em ov er . _ 20 9 22 .2 77 .8
8, " P iu m ite ” . . .  .................. . . . . ............. .............. 18 15 46 .7 53 .3
9, "S u n  Uol* ’ ____ __________________ 11 27 .3 72 .7

10. "B o w le n c " .............................. . ............... ............... 14 9 22 ,2 77 .8

T nt nl 1.691 1.197 48 .0 52 .0

LA X A TIV ES

The 10 most-frequently-ingested  laxatives con trib uted 93.6 percent of all the 
cases involving this type  of pro duct. “Ex-Lax,” heading the list of the  top 10, 
was ment ioned  1,021 times; followed by “C arter's  Lit tle  Pills ,” 161; “ Feen-A- 
Alint,”  95. The  seven othe r trad e-name d produc ts together acco unted for 142 
cases, bring ing the  totsd to 1,419. The re were 43 o ther trad e names men tioned 
in 97 case repor ts. The 6.6 percen t hospitalized, when there was knowledge as 
to hosp italiz ation , were probably children who were admi tted for observatio n.

Laxatives most freq uen tly ingested by all  ages, by trade name and hospi talization , 
Ju ly  1959  to  December 1961

T o ta l cas es
T o ta l w it h  

know n
hosp it a li za­

tion  d a ta

P erc en t
hosp it a li zed

P erc en t n o t 
hos pital iz ed

1. “ Ex-L ax ”  ................................- ........................... 1,021 502 6.0 94 .0
2 “ C a rte r 's  L it tl e  P il ls ” ........................ ............ 161 106 7.5 92 .5
3. " F « ‘n-A -M In t"L„ . ----- ------------------------- 95 37 2.7 97 .3

30 22 0 100. 0
5. M ilk  of m agnesia -............. — ............... ..........- - 29 12 16.7 83 ,3
6. C as to ri a . ________ ____ . . . _______  - - 26 5 20 .0 80 .0
7. “ Phen o la x” . . . ........................................................ 15 9 0 lo a o
8. “ D ul co la x” ...........................................................  - 15 8 25 .0 75 .0
9 “ H in k le ’s P il ls ” . - .................................................. 14 6 16. 7 83 ,3

10. "M odane” .................................................................. 13 4 50 .0 60 .0

T o ta l................... — -.................— - .................. 1,419 711 6. 6 93 .4

Henry L. Verhulst, Dire ctor .
J oh n J.  C ro tty, M .D . Associate Director.
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Ty pe  of  substance ingested by quarter  of  year in 47,180 accidental ingestions among 
all ages, 1962

T y p e  of s ubst an ce

M ed ic in es ____ _______ _______

In te rn a l...................................

A sp ir in ____ _____ . . . .
O t h e r ..............................

E x te rn a l____ _____ ______

C le an in g  and  po lish in g ag en ts .
P etr o le um  p ro d u c ts ....................
C o s m e ti c s .. ...................................
P es ti c id es .......................................
O as es  a n d  v ap o rs ................ .
P la n t s ..............................................
T u rp e n ti n e , pai n ts , e t c .............
M iscel la ne ou s............ . ......... ..
N o t sp ec il le d .................................

T o ta l..................... _.............

T o ta l

Q u a rt e r of yea r

J a n u a ry -
M arch

A p ril -
Ju n e

J u ly -
S ep te m ber

O cto ber-
D ec em be r

N u m ­
ber

P er ­
ce nt

N um ­
be r

P er­
ce n t

N um ­
be r

P er­
ce n t

N u m ­
ber

P er ­
ce n t

N u m ­
ber

P er
ce nt

23,317 49.4 5,830 56.9 5.290 46 .3 5,685 43.8 6.512 51 .9

20.203 42.8 5,109 49.9 4.498 39 .4 4,866 37 .5 5,730 45 .7

9. 447 20.0 2,51 3 24.5 2.039 17 .8 2.113 16.3 2.782 22 .2
10.756 22.8 2,59 6 25.4 2,459 21 .5 2,753 21.2 2,948 23 .5

3,114 6. 6 721 7.0 792 6. 9 819 6. 3 782 6. 2

7,969 17.0 1,673 16.3 2,003 17.5 2,225 17.2 2,068 16.5
2.3 12 4 9 394 3.X 6x5 6.0 744 5.7 489 3.9
2.368 5.0 554 5.4 566 5.0 6B6 4.6 652 5.2
3, S » 7. 5 502 4.9 1,033 9. 0 1,234 9. 6 750 6. 0

653 1.4 169 1.6 157 1.4 155 1.2 172 1.4
1.423 3. II 81 .8 298 2. 6 646 5.0 39S 3.2
2.235 4.7 364 3. 6 531 4.6 696 5.4 644 5.1
1933 6. 2 601 5.9 736 6.4 8441 6.5 750 6.0

442 .9 69 .8 131 1. 1 146 1. 1 96 .8—
47,180 100.0 10,237 100.0 11,430 100.0 12,973 100.0 12,540 100.0

So ur ce : In d iv id ua l p oi so n re po rt s  ( phone in quir ie s a nd  t re a te d  cases) su b m it te d  t o  th e  N at io nal  C le ar in g , 
bouse  for  Poi so n C ontr o l C en te rs  by  279 c en te rs  in  40 S ta te s.

Acc iden tal ingestions among ch ildren under 5 years  o f age—Type  o f substance by year 
of report, reported by poison control c e n te r s 1960 -62

T y p e  o ! s ubs ta nc e
1960-62 1962 1961 1960

N u m ­
ber

P er ­
ce nt

N u m ­
be r

P er ­
ce nt

N u m ­
ber

Per ­
ce n t

N um ­
be r

P e r­
ce n t

M ed ic in es ......................... 50.662 49.8 20,56 3 50.4 16,119 50,3 13,980 48.3

I n te rn a l................................................ 44.011 43.2 17,964 44. 1 13,984 43.7 12,063 4L 7

A sp ir in ........................... .............
O th e r.............................................

21,6 66 21.3 8,7 99 21 .6 6,0 38 21 .7 5,929 20.5
22,3 45 22 .0 9.165 22.5 7.0 46 22.0 6,134 21 .2

E x te rn a l............................................... 6.651 6.5 2.599 6.4 2,135 6. 7 1,917 6. 6

C le an in g  a nd  po lish in g agen ts . ........ 17,563 17.3 7,085 17.4 5.4 73 17.1 5,005 17.3
P etr o le um  p ro ducts ................................ 5, 345 5.3 2.098 5. 1 1,728 5.4 1,521 5. 3
C osm eti cs................................ 5. 586 5.5 2.179 5.3 1,694 6.3 1,713 5.9
P esti c id es .................... ............................. 8. 202 8.0 3. 030 7.4 2.7 09 8.5 2,463 8.5
O as es  a n d  vap ors ................................... .. 144. . 1 78 .2 46 .1 22 . 1
P la n ts ................ 2. 509 2.5 1.135 2.8 721 2.3 653 2.3
T u rp e n ti n e . pa in ts , e tc ................ .......... 4.886 4.8 2,017 4.9 1.424 4.4 1.445 5. 0
M isce llan eo us ............................................. 6. 055 5.9 2, 246 5.5 1,860 5.8 1.949 6.7
U n k n o w n _____  _____ ____ _______ 811 .8 344 .9 262 .8 205 .7

T o ta l . 101,765 100.0 40.775 100.0 32,034 100.0 28,956 100.0

* In c lu des 73 t re a tm en t ce nte rs  in 1962; 74, in  1961; 50, In 1960.
So ur ce : In d iv id ual ca se  re po rt s  s u b m it te d  to  th e  N at io nal  C le ar in gh ou se  for  Poi so n C ontr o l C en te rs . 

(1962: 40,775 re port s fro m 279 cen te rs  in  40 S ta te s;  • 1961: 32,034 r eport s from  243 c ente rs  in  38  Sta te s;  •  19W: 
28,956 r epo rt s  f rom 213 ce nte rs  in  38  S ta te s . •)

•I nc lu des  D is tr ic t of C olu m bia . C an a l Zo ne , and  2 m il it a ry  lia ses ab ro ad .
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Substances  most freq uent ly ingested by children under 6 years of  age, reported by 
poiso n control centers,1 1959-62

T y p e  o f subs ta nce

A sp ir in _________ _____ _______ — —-
Bleach__ ______ —------------------------
So ap s,  d e te rg en ts , cl ea ner s....................
In se ct ic id es  (exc lu di ng  m o th b a ll s ) .. .
Vita mins,  i ron pr ep arat ions ................
F u rn it u re  poli sh ..................... .................
D is in fe c ta n ts , de od or iz er s.....................
O th er an al ges ic s.................................. — -
K er ose ne-------------- -----------------
Laxa tives...................................
P er fu m es,  t o il et  w a te r............ ...............
C ou gh m e d ic in e .. ........................... ——
L ye, c or ro si ve s--------------------------------
T ra n q u il iz e rs .................................
Kod en tic ides ._______ —---------
A n ti h is ta m in e s .. ------------ --------
A n ti sep ti cs ......................................
M o th b a ll s ........................................
H orm ones  ___________________
L ig h te r f lu id ................... —...........
Ber ri es , bean s.................................... - - - ­
A ir p la ne d o p e ...................—---------.........
A m p h e ta m in es ............ — .......................
T u r p e n ti n e ........................................—
P a in ts  (l ea d an d  no nl ea d p ig m e n t) ..
S o lv en ts , th in n e rs ---------------------------
L in im en t,  n ib b in g  a lc o h o l .. . .. ...........
S ed at iv es , b a rb it u ra te s----------------- -
G as ol in e........................ - .......................—-
L oti ons,  c re am s........................................

1962 1961 1960

N u m - Per - N um - P er - N u m - P er-
t<T ce nt be r ce nt be r cen t

8,79 9 21 .6 6.968 21 .8 5,930 20 .5
2.15 5 5.3 1.417 4.4 1.055 3.6
1.727 4.2 1.384 4.3 1.417 4.9
1.6 78 4.1 1,687 5.3 1.413 4.9
1.15 3 2. 8 704 2.2 549 1.9

991 2.4 780 2. 4 676 2.3
840 2.1 662 2.1 639 2.2
773 1.9 578 1.8 502 1.7
759 1.9 710 2.2 096 2. 4
757 1.9 622 1.9 606 2.1
714 1.8 547 1.7 596 2.1
680 1.7 527 1.6 492 1.7
679 1.7 660 2.1 642 2.2
677 1.7 549 1.7 425 1.5
654 1.6 505 1.6 615 1.8
623 1.5 517 1.6 388 1.3
610 1.5 493 1.5 385 1.3
60S 1.5 462 1.4 450 1.6
593 1.5 377 1.2 315 1.1
578 1.4 459 1.4 323 1.1
545 1.3 283 .9 303 1. 0
401 1.2 323 1.0 279 1. 0
490 1.2 455 1.4 384 1.3
487 1.2 372 1.2 381 1.3
482 1.2 292 .9 399 1.4
463 1.1 361 1.1 *296 1. 0
455 1.1 424 1.3 350 1.2
417 1. 0 422 1.3 346 1.2
357 .9 273 .9 216 .7
341 .8 247 .8 210 .7

1959

N u m ­
ber

2.901
527
T2&
941
265 
385 
340 
209 
395 
372 
272
266 
366 
258 
265 
260 
166 
317 
185
148 
101 
156 
179 
213 
133
149 
•201 
174 
104
34

P er­
ce n t

19 .0
3 .4  
4 .8  
6 1
1.7
2 .5  
2 .2
1.4
2 .6
2. 4
1. 8 
1.7
2 .4  
1.7  
1.7  
1.7 
L 2  
2.1  
1.2 
1 .0
.7

1. 0
1.2
1.4
.9

1 .0
1.3
L I
.7
.2

1In clu des  73  t re a tm en t ce nte rs  I n 1962; 74, in  1961; 50, in  1960; 0 in  1959.
So urce- In d iv id u a l ca se  re port s su b m it te d  to  th e  N at io nal  C le ar in ghou se  fo r P o ls on  C on tr o l C en te rs . 

<1962-40 775 re po rt s fro m 279 c en te rs  in  40 Sta te s: * 1961: 32,034 r ep ort s from  243 c en te rs  in  38  S ta te s ; •  I960: 
28 956 re iw rt s  from  213 c en te rs  In 38 S ta te s : • 1959:15 ,303  re port s from  59 c en te rs  in  20 S to le s •. )

• In c lu des  D is tr ic t of  C o lu m bia , C an a l Zone, an d  2  m il it a ry  ba se s ab ro ad .

Type of  products as a percentage of  all ingestions— Accidental ingestions  among 
children und er 6 years o f age, 1962

T y p e  o f su bst ance

T o ta l I Age  In yea rs

N u m ­
be r

P e r­
ce nt

U n d e r 1 1 2 3 4

N u m ­
ber

P e r­
ce n t

N u m ­
be r

P er­
ce n t

N u m ­
be r

P er­
ce n t

N u m -
t>er

P er­
ce nt

N u m ­
b e r

P er­
ce nt

M ed ic in es ............................... 20.563 50.4 461 31.1 3,651 30 .6 9,0 28 56 .6 5.5 42 6 6 9 1,819 61 .5

In te rn a l--------------------- 17.964 44.1 248 16  7 2,7 03 22.7 8,0 78 50 .7 5,1 98 62.7 1.691 58.2

A s p ir in .. .... ........... 8,799 21 .6 78 5.3 1,041 8. 7 3.7 80 23 .7
27 .0

2.9 65 35.8 923 31 .2
O th e r .......... - ......... 9,165 22 .5 170 11.4 1.662 13.9 4,2 98 2.2 33 •26 9 766 26 .0

E x te r n a l - .- ................... 2599 6 3 213 14.4 948 _ 7 .0 950 5.9 344 4. 2 128 4.3

C le an in g  a n d  p o li sh in g .. . 7,0 85 17.4 317 21 .4 3,022 25.3 2,501 15.7 877 10 .6 328 11.1
P et ro le um  p ro ducts ...........
C o s m e ti c s .............................

2,0 08
2,1 79

5.1
5.3

53
92

3. 6
6 2

1.063
804

9.0
6 8

693
955

4. 3
6 0

213
257

2. 6
X I

68
60

176
15

171

2. 3
2 .0
6 0P est ic id es............................... 3.03 0 7.4 199 13 4 1.240 10.4 968 6 1 425 5.1

Gases  and  vap ors ...........
P la nt*

78
1,135

.2
2.8

14
49

.9
3. 3

11
327

.1
2 .7

20
315

.1
2 .0

14
261

.2
3.1

.5
6 8

T u rp e n ti n e , p a in t s ,e tc . . .  
M is ce ll an eo us  — ................

2,017
2,246

5.0
5. 5

95
193

6 4
13 .0

912
816

7.6
6 8

651
671

4.1
4. 2

249
375

3.0
4. 5

102
178

3.5
6 0

N o t sp ec if ie d ------------------- 344 .8 11 .7 79 .7 138 .9 76 .9 37 1.3

T o ta l 40.77 5 99.9 1.48 4 100 .0 11,925 100 .0 15,940 100.0 8.2 89 100 .0 2,954 100.6

t In c lu des 183 ca ses u n d er 5 u n know n  y ears .
Sou rce-  In d iv id u a l poison re port s (p hone in qu ir ie s  an d  tr ea te d  ca ses)  s u b m it te d  to  th e  N a ti o n a l C le ar in g­

house  for  P ois on  C ontr o l C en te rs  b y  279 ce n te rs  i n  40 S ta te s.
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Accidental ingestions among children under 5 years of  age— Treated cases, by typ e of 
substance and days of  hosp itali zatio n, reported by 279 poison control centers 1 
in  40 Slates* 1962

D a y s  o f  h o s p it a li s a ti o n  >

T y p e  o f s u b s ta n c e
T o ta l N o  d a y s 1 t o  3 * 4 o r  m o re U n k n o w n

d a y s

N u m ­
b e r

P e r­
c e n t

N u m ­
b e r

P e r ­
ce n t

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

M e d ic in es .......................................... 11 .066 100 9,4 38 85.3 572 5 .2 72 0 .7 984 8 .9

I n te r n a l ............... ..................... 10 ,209 100 8,7 27 85.5 522 5.1 61 .6 899 8 .8

A s p i r in .......................—. 5,91 7 100 5,1 18 8 6 .5 271 4 .6 26 .4 502 8. 5
O tlx jr .................... ............. 4. 29 2 100 3.6 09 84 .1 251 5 .8 35 .8 397 9 .2

E x te rn a l .................................... 857 100 711 8 3 .0 50 5 .8 11 1.3 85 9 .9

C le a n in g  a n d  p o li sh in g
a g e n ts ............................................. 2 ,9 13 100 2,38 4 81 .8 145 5. 0 55 1 9 329 11 .3

P e tr o le u m  p ro d u c ts 1,31 9 100 83 0 6*2.9 144 295
C o s m e ti c s .’ ...................................... 41 0 100 381 92.9 10 2 .4 2 .5 4. 1
P e s ti c id e s .......................................... 1, 55 6 io n 1,27 3 8 1 .8 103 6 .6 13 .8 167 10.7
G ases  a n d  v a p o rs ......................... 17 100 9 52 .9 2 11 .8 2 11 .8 4 23.  5
P l a n t s ................................................. 361 100 320 88.6 12 3 .3 2 .6 •rr 7 .5
T u r p e n ti n e ,  p a in ts , e t c ............. 776 l(M l 591 76 .2 46 5 .9 22 2 .8 117 15 .1
M is ce ll an eo u s.................................. 475 100 413 86. 9 26 5. 5 1 .2 35 7 4
N o t  sp ec if ie d _____ ___________ 213 100 175 82.2 10 4 .7 3 1.4 25 1 1 .7

T o t a l ....................................... 19 ,106 100 15,81 4 8 2 .8 1. 070 5 .6 222 L 2 2,0 00 10 .5

• In c lu d e s  73  j x ii so n  t r e a tm e n t  c e n te rs .
1 I n c lu d e s  D is tr ic t o f  C o lu m b ia , C a n a l Z one, a n d  2  m il it a ry  b a se s  a b ro a d .
> E x c lu d es  4.01 4 case s  u n k n o w n  ns to  h o sp it a li z a ti o n .
♦ In c lu d e s  so m e  p a ti e n ts  w h o  a re  h o sp it a li z e d  fo r 1 d a y  f or p u rp o se  o f o b s e rv a ti o n  o n ly .

S ourc e: In d iv id u a l  c ase  r e p o r t s  su b m i tt e d  to  th e  N a ti o n a l C le a ri n g h o u s e  f o r P o is o n  C o n tr o l C e n te rs .

Number of deaths due to accidental poisoning, by type of  solid  a nd liqu id substances 
for  children under  5 years of age, United States,1 1953-62 (excludes Arm ed Forces 
overseas)

T y p e  o f  su b s ta n c e s 1953 1954 1955 1956 1957 1958 1959 I96 0 1961 1962

M o rp h in e  a n d  o th e r  d e r i v a t i v e s ................ 5 3 4 2 4 3 3 6 1 1
B a r b it u r ic  ac id  a n d  d e r iv a t i v e s .  . ____ 8 13 8 11 10 9 7 7 14 5
A s p ir in  a n d  s a l i c y la t e s . ... .............................. 69 84 72 69 90 91 106 144 128 !* »
B r o m i d e s .............................................................. 1 1 1 2
O th e r  a n a lg e ti c  a n d  so p o ri f ic  d ru g ? _____
S u lf o n a m id e s ................................... ..................

13 3 8 9 11 6 11 13 14 17

S t ry c h n in e .............................................................. 13 6 6 3 2 5 4 2 3 3
B e ll a d o n n a  h y o sc in e  a n d  a t r o p in e 4 2 1 1 1 3
O th e r  a n d  u n sp ec if ie d  d r u g s ........................ 42 47 36 32 36 33 48 38 39 46

T o ta l  d r u g s ............................................... 155 159 135 128 156 150 180 211 199 194
N o x io u s  f o o d stu ffs ............................................. 1 1 2 3 1
A lc o h o l ................................................................ 6 4 3 2 2 6 3 4 5 3
P e tr o le u m  p r o d u c ts .......................................... iq o S3 69 84 66 75 57 37 46 39
I n d u s t r ia l  s o lv e n ts ................. 11 9 10 7 10 8 5 11 13 18
C o rro s iv e  a ro m a ti c s , a c id s  a n d  c a u s ti c

a lk a li e s ............................................................. 29 19 14 16 10 24 19 23 25 15
M e rc u ry  a n d  i ts  c o m p o u n d s .................... 1 1 2 2 2 1 2
L e a d  a n d  I ts  c o m p o u n d s ........................... .. 52 34 47 33 87 61 81 78 56 73
A rs e n ic  a n d  a n ti m o n y , a n d  t h e i r  c o m -

p o u n d s ....................  .................. ...................... 25 22 20 39 20 23 25 14 17 25
F lu o r id e s . .................................................... . . 1 2 2 1 3 3
O th e r  a n d  u n sp e c if ie d  w i ld  a n d  l iq u id

s u l i s ta n c e s . . . . . . . . . . . . . . . . . . . . . ............ 67 .59 58 84 68 68 82 65 82 53

T o ta l  s u b s ta n c e s ............................. .. 445 390 358 394 374 422 456 445 448 425

‘ 1959 in c lu d e s  A la sk a ; 1960-62  i n c lu d e s  A la s k a  a n d  H a w a ii .

S o u rc e : V it a l S ta ti s t i c s —S p e c ia l R e p o r ts . A c c id e n t F a ta l i ti e s . N a t io n a l  V it a l S ta ti s t ic s  D iv is io n , y e a rs  
In d ic a te d .
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Number of deaths due to accidental poisoning, by type of sol id and liqu id substances, 
all ages, Uni ted S tat es ,1 195 3-62 (excludes Armed Forces overseas)

Ty pe  of su bstan ces 1953 1954 1955 1856 1957 1958 1959 1960 1961 1962

M orph ine a nd  o ther  op ium  d er ivat ives 31 33 40 56 41 28 60 60 56 73
Bar bi tu ric  ac id and de riv at ives ........... 337 345 411 323 326 220 298 289 339 401
Asp iri n an d sali cylate s ............................. 98 117 105 108 124 119 149 188 182 174
Brom ide s 16 13 6 6 in 3 7 7 4 6
Oth er  analgesic  an d so|io ri(lc  d ru gs ___ 82 91 100 125 111 86 117 160 169 267
S u lf onam id es ....  .......................... 1 1
Str yc hn in e...........  ................................ 21 14 17 7 16 9 5 6 6 8
Be lladonna, hyoscin e an d at ro pi ne . 4 3 2 1 I 4 2 1

125
3 1

Oth er  a nd  unspec ified dru gs. . ____. . . 75 85 75 71 79 79 130 122 164

Tot al  dr ug s . .............................. 664 701 756 696 708 .549 768 836 882 1.094
No xiou s foodstuffs  ................................ 4 8 7 4 8 5 4 7 6 10
Alc ohol . ....................................... 221 199 223 226 265 322 3G<» 357 409 235
Pe tro leum  p ro d u c ts .................................. 116 94 76 98 72 83 64 43 53 47
In du st rial  s olv ents ____ 47 45 44 43 46 41 37 35 40 51
Co rro siv e aro ma tics, aci ds,  a nd  cau st ic

36 57 55 56 50alk alies . . . . . .  ........ 63 47 51 60 47
M ercu ry  an d its  comjiounds 9 7 10 11 8 11 9 8 3

70 93 98 77 90Iaeud an d its  com pounds ................... 65 41 64 47 51
Arse nic an d an tim on y,  an d th ei r com-

32 49p o u n d s .. .. ................ .............. ............. 52 37 41 58 37 39 47 31
Fl uo rid es  . 6 2 6 1 5 3 2 7 8 5
O th er  mid unspec ified solid  an d liq ui d

157 252 220 200 239 202su bs ta nc es ..................................... 144 158 153 182

Tot al  sub stan ce s........... ............... 1,391 1,339 1,431 1,422 1,390 1,429 1.661 1.679 1,804 1,833

1 1989 Inc ludes Ala ska ; 1860-62 inc lude s A laska a nd  Ha waii.
Sou rce : Vi tal  Stat is tic s—Spe cia l Rep or ts . Ac cid en t Fa ta lit ies,  Nat iona l Vita l Stat is tic s Divis ion , years  

Ind icated .

Deaths due to accidental poiso ning by solid  and  liquid substances, all ages and children 
under  5 years of  age, Uni ted Stales,1 1952-61

Ye ar

All ages Chi ld ren un de r 5 y ears

Num be r
Rate pe r 
100,000 

po pu latio n
Num be r

R at e per 
100.000 

po pu lat ion

1952................................................................................ 1.440 0.93 443 2.58
1953 ........................................................................... 1. 391 .88 445 2.55
1954................................................................................. 1,339 .83 390 2.19
1955................................................................................ 1,431 .87 358 1.96
1956................................................................................ 1,422 .85 394 2.11

1,390 .82 374 1.95
1958................................................................................ 1. 429 .82 422 2.16
1959................................................................................ 1,661 .94 456 2.30
1960................................................................................ 1.679 .93 445 2.18

1.804 .99 448 2.17

> 1858 Inclu des A lask a; 1860-61 Inc lude s Alaska a nd  Ha wa ii.
Source:  Dea ths from Na tio na l Vita l St at is tic s Divis ion . Rates  based  on  es tim ated  po pu latio n da ta  

from  C urren t Po pu latio n Rep or ts,  U.S . Bu reau  of  Cen sus .
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N ational Clearinghouse for Poison Control Centers, U.S. Department 
of Health, Education, and Welfare, Public Health Service, Wash­
ingto n, D.C.
(A service  of the  Division  of Accident  P revent ion, Bureau of S tat e Services) 

September-O ctober 1964.

Poisoning  Report Data for  Children Under 5 Years of Age

The National  Clearinghouse for  Poison Control Cente rs dur ing the  period of
1961-62 received  96,000 reports  of ingestion incidents. Eigh ty-seven percent 
were classif ied as accidents, and  86 percen t involved children  under 5 years of age. 
Although many  of these reports  did  not contain all the  info rmation that  was 
requested on the  s tandar d report ing  form, the  volume of report s provided suffi­
cien t completed forms to make epidemiological deduct ions. I t is assumed, 
there fore,  th at  the  more c omplete  forms were randomly filled ou t withou t r egard  
to the  typ e of p roduct ingested.

When the  broad  classes of substan ces  are subdivided to dete rmine the  re lative 
frequency of occurrence among children  under 5 years, the following categories 
const itu te the top  five: aspirin , bleach , soaps and  detergents, insecticides,  and 
vita min s and iron preparations.  When each yeur  of life is studied the  same 
five substances appear  in the  same order of frequency for the 2 yea r olds as for 
the  to tal  of those under 5 years. However , the 2 ye ar olds acc oun t for 39 percen t 
of th e to ta l accidents.
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In  children under 1 year of age insecticides were ingested  m ore frequently than  
any oth er catego ry of subs tances. However, the y d ropped below aspirin, Bleach, 
and  soaps and detergen ts in the  older age groups. Bab y preparations were 
fourth and  d isinfectants were fifth  in f requency of occurrence, bu t were fa r down 
on the list in the  older age groups.

In  the one year  old age group, aspi rin was the  most  freq uen tly ingested  sub­
stan ce and t he proportion of aspirin  ingested increased with the  older age groups. 
Wi th the exception of fur nit ure  polish, which appe ars fifth in the frequency of 
ingestion  for 1 year olds bu t docs not  app ear  in any oth er age group, the  top  
inges tion categories for children  under 5 were the  same for 1 year olds differing 
only  in the ir order of frequency.

In  th e 3 year old group, laxatives were fourth in th e frequency of ingestion bu t 
did not appear at  al l in the othe r age groups. The exception for the  4 year olds 
was found  to be p lants which were the  second most  f requen tly  ingested catego ry 
for thi s age group.

The  room in the house in which ingestion accidents occurred most frequently 
was the  kitch en (37 perce nt),  and in 62 percent of these accidents the  offending 
substan ces  were not  in the ir customary place of storage. Accidents occurred 
next most  frequently  in the bedroom (22 perc ent! , and  in 72 percent of these  
acciden ts the  substances were not  in the ir custo mary place  of storage. In the  
bathroom (15 percent) inges ted subs tances were not  in their custo mary place of 
stor age  46 percent of the  time.

Although fewer acciden ts occurred in t he  l iving  room, dining room, bathroom, 
hall, basem ent, and othe r area s, the substances  were not in the ir customary  
storage place almos t two -thirds of the  time.  (Figure I.)

Figure I

W her e Su bs ta nc e w as Fou nd  
Accidental Ingestions Among Children Under 5 Years of Age

Not Customary 
Ptoce ot Storoqe 

23.2% 
16.4% 

7.1% 
7.2% 
5.7% 
1.6% 
1.1% 
1.2% 

0.7% 
0.7% 

2.8%

EB - not customory

In mos t ingestion cases, absorbtion  of the  potenti ally  poisonous subs tance is 
pre ven ted  by induction of emesis or by gastr ic lava ge .'  In  the  1961-1962 d ata , 
when it  was known whether or  n ot  the pa tie nt vomited, it  was found th at  almost 
60 percen t of the children did vomit, either spontaneous!}- or after induction . 
Approximately  60 perc ent of the vomiting occurred within  one hour  of the 
inges tion.  In those cases in which it  was known as to whe ther  or not  lavage was 
done, it was found  that  approximately 55 p erce nt were lavaged within 1 hour  of 
the ingestion .

In  accidental ingestions among  children und er 5 years  of age, symptoms were 
reported present in 28 percen t of the  cases in 1961 as compared  to 26 percent of 
the  cases in 1962. Symptom s were presen t mos t frequently in petroleum prod-
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ucts , 1962—55 perc ent; 1961—52 percen t; and  cleaning  and  polishing agents, 
1962—42 pe rcent;  1961—43 percen t.

Although there are  probably ma ny  reasons influencing ingestions in children 
und er 5 years of age, easy accessability pre-empts motivat iona l facto rs. In the 
cases th at  were adequa tely  followed up it was found th at  over two-thirds of the 
ingestions involved substances th at  were not in thei r custo mary places of storage: 
petro leum prod ucts  (87 perc ent) , pa in ts and pa int  solvents  (80 percent),  and  
cleaning and polishing agen ts (76 percen t), led the  list of offending  substances 
bu t were only percentage poin ts abo ve such items ns aspirin, intern al medicines, 
external medicines, and pestic ides. Although the customary plac e of storage is 
presumed to be a  sa fe p lace, adequa te prevention measures are  necessary.

The transference  of prod ucts  from  their  original containers to soda bottles , 
cups, glasses, etc., which are usual ly the  vehicles of edible subs tanc es, also con­
tributes to the  numbers of accidental  ingestions. Kerosene (91 percent), bleach 
(41 percen t), pesticides (52 pe rcent),  were the substances  most frequently not in 
thei r origina l container. Kerosene (91 percent), bleach (81 percen t), and pes­
ticides (75 percen t) were among the  substances most frequently no t in thei r 
customary place of storage  at  the  time of ingestion. These three substances rank 
second, third, and four th, afte r asp irin,  as  the  mos t frequen tly ingested  by children  
under 5 years of age. On the  oth er hand, furniture  polish and medicines were 
seldom transfer red to other conta iners , indicating th at  the  substan ce not  being 
in  its custo mary place of sto rage and its transference from its original containers 
were both prominent factors.

Because of the work of Dr . Rogers  Myers in Boston relating  accidents to  unusual 
environmental conditions, an at tem pt  was made to find correlations between 
illness in the  family and type of substan ce ingested. When there was illness in 
the family internal" medicines were the  most frequently  ingested subs tances by 
children  under 5 yea rs of age, acco unt ing for over two-thirds  (68 percent) of the 
ingestions, with aspirin compris ing 4(1 percent of medicines. When there was no 
illness in the  family, internal  medicines  were ingested less freq uen tly so that  
cleaning and polishing agents, pesticides,  and petroleum products  were propor­
tionally higher. This  still leaves unanswered the quest ion of wh ether the higher 
incidence of medicine ingestion was due  to environmental conditions or improper 
storage of medicines during a perio d when they would be used more frequently, 
or both.

Figure II  shows the percent of ingestion accidents according to the hour  of 
the day. In both the telephone calls and the hospital tre ate d cases the peak 
time was seen to be between 10 and 11 in the morning with a secondary smaller 
peak at  4 in the afternoon. The re has  been much speculation abou t this curve. 
One theory relates its peaks to the  periods immediately preceding the average 
mealtime. Whether these peak s represen t periods of increased hunger, or de­
creased parental supervision, or some othe r reason, is not known.

In the unde r 5 age group, 56 pe rcen t of the  ingestion accidents involved males. 
In  the age group 5-9 nudes also p redominated , but in the 10-14 groups  males and 
females were equally involved, except for 1 year. Over 15 years of age the 
pa t tern reve rsed and females (55 percen t) exceeded males in the ingestion incidents. 
(See figu re II I. )

In the  children under 5 ye ars  of age, the  2 year olds accounted for 39 percen t 
of the accidents. As Figure I II  indicate s, the 1 year olds accounted  for 29 percent; 
3 year  olds 20 percent, and  the 4 ye ar olds 7 percent. Two-thirds  of th e accidents, 
(68 percent) under 5 yea rs of age involve the 1 and 2 year old children. In 1962 
approxim ately  94 percent of children had no previous histo ry of poisoning as 
compared to  85 percent in 1961. Only 13 pe rcent of the cases r eported  a history 
of pica (abnormal app etite for inedib le substances) in 1961.

In the  accidental ingestions among children under 5 years of age there was 
repo rted  to be no warning Label on the original container of almost half (48 
perc ent of the  substances ingested. Cosmetics (89 percent,) petroleum prod ucts  
(76 percent) , paints  and paint  solvents (66 percent)  were most freque ntly  reported  
as having no warning  label on the  original containe r.

In 1961, it was rejwr ted that  in 2(1 percen t of the  aspirin ingestions and in 
27 percent of the pesticide  ingestions there was no warning label on the original 
container . However, since both of these products were required (o have a warning 
label it might be concluded th at  it was  n ot read. Since August 1962, the Federal 
Hazardous Substances Labeling Act has  required warning labels on the petroleum 
produc ts and  paints  and paint solvents, as well as many other prod ucts . These 
labeling laws should stimulate proper  storage of potentia lly toxic s ubstances , bu t 
the  laws will no t d eter the under 5 age group from ingestion if the  substances  a re 
readily available.
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Figure 3

Ac cide ntal Ingestion s Un de r 5 Ye ars of Ag e
Type of  Case by Time of lngcstion -1962

Figure 13

Percent
All Acc iden ta l
Ingestions Amon g 
Ch ild ren Under  5 Ye ars 
of Ag e
By Ag e Dis»r ibul ion-1962
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ACCIDENTAL PO I8O NING  FROM CAMPHOR PRODUCTS

The November  1960 Bullet in of the  Nat iona l Clear inghouse for Poison Contro l 
Cen ters  contained an articl e, la te r prin ted in the  Am erican  Jo ur na l of Disease o f 
Children, 15:535, April 1961, on po isonings from camphor compounds , p arti cularly  
Cam phorated Oil.

To dete rmine the  cur ren t stat us  of poisonings from these preparations, the  
Nat ional Clearinghouse for Poison Contro l Centers has reviewed the  reports  
received  from poison control cen ters for the  years 1962 and 1963. The da ta  
indicates th at  tn e number of reported cuses continues  to increase, although there 
was some decrease in rep ort s of serious illness. Tw enty-e igh t perc ent of the  
pa tients  involved in these acc idents were sym ptomatic with over 10 perc ent 
having convulsions. One rep orted fat ali ty in 1964 was an ad ul t who ingested 2 
ounces of camphorated  oil, m istaken ly believing it  to be cas tor oil.

In reviewing these reports  an  at tempt  was made to lea rn more about the  
circumstances of these acciden ts. A great many involved small  children  who 
obtaine d the  preparations becau se of improper storage. Ano ther  g roup occurred  
while the  parent was m edicating  the  child. The  children  in thi s group  reached 
for the containe r and swallowed the content s when the  bot tle  was placed down 
mom enta rily while the parent  performed some o ther task.

Of more serious consequence, are  t he  large num ber of cases in which the Cam­
phorate d Oil was mistakenly adm inis tered in belief t ha t i t was C asto r Oil. How­
ever, in one instance  it  was confused for cough medicine and  in ano ther for a 
nose drop . Of 194 repor ts of inges tion of C amphora ted Oil for  1962, 22 cases of 
mistake n ide nti ty were rep ort ed; of 308 reports  in 1963, 31 involved mistaken 
ide nti ty.  Of special inte res t is the report  th at  in several  cases the product was

gurchased from a grocery sto re or pharmacy when the  pro duct desired was 
astor Oil. These  figures rep resent  the minimum number of poisonings due to 

mistake n identi ty since some rep ort s did not  con tain  information  on how the  
accident occurred. In some inst ances, there  are  remarks on the  rep ort  which 
would make one believe t hat  in many cases th ere was u nfamil iari ty with the  use 
of Cam phorated Oil. We urge  physicians, pharmacists , nurses,  and public 
health workers to stress  t he  haz ards of self-menication as exemplified by the  use 
of C amp horated Oil for Cas tor Oil. Because of the seriousness of the symptoms 
displayed  from this  par ticu lar produc t, all personnel employed by pharmacies 
should be inst ruc ted to make inqu iries  as to the  expected use of Camphorated  
Oil when it is sold. They also shou ld advise purchasers of its poisonous natu re.

HONORS

Recently , the  National Clearinghouse  for Poison Control Centers has been 
inform ed of honors upon State Coo rdin ator s for Poison Con trol  Centers because 
of thei r out standing service. In the  spring,  Dr. Joseph Karas  of the  Providence 
Poison Cont rol Center, Rhode Isla nd Hospita l, and Dr. Heber Youngken, Dean 
of the  College of Pharmacy, Univer sity  of Rhode Island, were given awards by 
the  Rhode Island Pharmaceutica l Association test ifying to  the ir public service in 
service in poison control  act ivi ties . Both  men have been extremely  active in 
preventive, as well as tre atmen t programs.

Mr. .Arthur Blank was recognized by John  Dempsey, the  G overnor of Connec­
ticu t, for his outstan ding job  as Techn ical Director of the  Connecticu t Poison 
Inform ation Center. He was commended  for his excellent service and the  in­
valuable assis tance that  he rendered to  the  people of the  St ate of Connecticut. 
Mr. Blank has served as the Sec retary  of the  American Associat ion of Poison 
Cont rol Centers for five years.

SEVE NT H ANN UAL MEETING OF TH E AMERICAN ASSO CIATION FOR POISON  
CON TROL CENTERS

The ann ual  meeting of the American  Association for Poison Control Centers 
will be held Monday, October 26, 1964, simultaneously with th e annual meeting  
of th e American Academy of P ediatri cs. It  will be held in t he  Le Pe tit Trianon 
Ballroom on the  Ballroom Floor a t the New York Hilton Hotel, 54th  S t. and 6 th 
Avenue, New York City.

The morning session which will commence at  9:00 a.m.,  will be comprised of a  
business  meeting for election of officers and presentation of reports from the 
stan ding commit tees. The  liaison personnel to  the Food and Drug Adminis­
trat ion , the Nationnl Clearinghouse for Poison C ontro l Cente rs, and other organi­
zations will also p resent  t he ir reports .
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The  a fternoon session, as in previous years, Will be a scienti fic p rogram consist ­
ing of the presenta tion of orig inal papers.

All members of th e Association are requested  to  a ttend . There is no registra­
tio n fee. All guests  a nd visi tors  will be welcome.

H en ry  L. Verhvlst , Director.
J ohn J. C ro tty, M.D., Associate Director.

Type  of substance ingested  by quarte r of year in  54,886 accidental ingestions among 
ail ages, 1963

T y p e  o f  s u b s t a n c e

T o t a l

Q u a r t e r  o f  y e a r

J a n u a r y ^
M a r c h

A p r i l -
J u n e

J u l y -
S e p t e m b e r

O c t o b e r -
D e c e m b e r

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

M e d i c i n e s . . . . . . ...................._ _ ............_  _ 2 8 ,0 2 2 5 1 .1 7 .1 11 5 6 .9 6,  OM 4 6 .5 6 ,6 8 6 4 5 .7 8 ,1 8 1 5 5 .4

I n t e r n a l ________________________________ 2 4 .7 0 5 4 5 ,0 0 ,2 9 3 5 0 .4 5 ,2 8 3 4 0 .5 5 ,8 2 2 3 9 .8 7 ,3 2 7 4 9 .6

A s p i r i n .. ............................... ........... ...... . _ 1 1 .0 2 0 2 1 .2 2 .9 8 7 2 3 .9 2 ,2 9 1 1 7 .6 2 ,5 8 6 17 .7 3 .7 5 0 2 5 ,4
O t h e r ............. ............................................... 13 ,0 85 2 3 .8 3 .3 0 0 2 8 .5 2 ,9 7 2 2 2 .9 3 ,2 3 5 •22. 1 3 .6 7 1 24 , 2

E x t e r n a l . ...........- .................... ..............___ 3 .3 1 7 6 .0 818 6 .5 78 1 8 .0 864 5 .9 854 5 .8

C le a n i n g  a n d  p o l i s h in g  a g e n t s . 8 .5 7 0 1 5 .6 1 ,9 9 2 1 5 .9 2 ,2 4 8 1 7 .3 2 ,1 9 3 1 5 .0 2.1443 1 4 .5
P e t r o l e u m  p r o d u c t s . _____ _________ 2 .8 4 0 5 .2 44 2 3 .5 771 5 .9 96 2 6 .6 674 4 .6
C o s m e t i c s . L  .  . . . _____________ . . . . . . . . 2 .6 5 5 4 .8 666 5 .3 607 4 .7 69 0 4 .7 69-2 4 ,7
P e s t i c i d e s  . . . . ___________________________ - 4 .1 0 2 7 .5 644 5 .2 1 ,1 88 9 .1 1 ,3 07 9 .3 90 3 6 .1
G a s e s  a n d  v a p o r s ___________ _______ _ ____ 498 .9 15 0 1 .2 129 1 .0 105 .7 114 .8
P l a n t s - . . . . .  ___  ________________ . . . . . 1 .6 9 3 3 .1 96 .8 33 6 2 .6 791 5 .4 467 3 .2
T u r p e n t i n e ,  p a i n t s ,  e t c . __________. . . . 2 .6 7 1 4. 9 50 6 4. 1 6 70 5 .2 812 5 .6 08 6 4 .6
M L s o e l ta n e o u s _____ ’ ............................ 3 , 38 9 0.  1 79 5 0 .4 881 6 .8 881 6 .0 80 9 5 .5
N o t  s p e c i f i e d ______ ________________________ 445 . 8 91 . 7 111 . 9 107 . 9 106 . 7

T o t a l ................................................................. 5 4 ,8 8 0 1 0 0 .0 12,4 93 1 0 0 .0 1 2 ,1 8 5 1 0 0 .0 1 4 ,6 3 0 100. 0 14 .7 78 10ft  0

S o u r c e :  I n d i v i d u a l  p o is o n  r e p o r t s  ( p h o n e  I n q u i r i e s  a n d  t r e a t e d  c a s e s )  s u b m i t t e d  t o  t h e  N a t i o n a l  C le a r in g ­
h o u s e  fo r  P o i s o n  C o n t r o l  C e n t e r s  b y  3 3 5  c e n t e r s  I n  4 0  S ta t e s .

Acc iden tal ingestions among children under 5 years o f age, type of  substance by year 
of report, reported by poison control centers,1 1961-63

T y p e  o f  s u b s t a n c e

1961-6 3 19 63 19 02 1961

N u m ­
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

N t  n n -  
b e r

P e r ­
c e n t

N u m ­
b e r

P e r ­
c e n t

M e d i c i n e s - . ........ .. ........................... .................. 6 1 .0 1 7 5 0 .9 2 4 .3 3 5 5 1 .8 2 0 ,5 6 3 5 0 .4 1 6 .1 1 9 5 0 .3
____ — _ .. .— _ _ _ _ _ _ — ——.

I n t e r n a l _____________________________ 5 3 .5 3 6 4 4 .7 2 1 ,5 8 8 4 0 .0 1 7 ,9 6 4 4 4 .1 13,9 84 4 X 7

A s p i r i n . . _ . .  ______ . . . . . . . . 2 6 .5 4 5 2 2 .2 1 0 .8 0 8 2 3 .0 8 . 799 2 1 .6 6 ,9 3 8 2 1 .7
O t h e r .................................. ................ 2 6 .9 9 1 2 2 .5 1 0 .7 8 0 2 X 0 9 ,1 6 5 2 2 .5 7 .0 4 6 2 2 .0

E i l c r n a l ........................................................ 7 ,4 8 1 6 .2 2 ,7 4 7 5 .9 2 ,5 9 9 6 .4 2 ,1 3 5 6 . 7

C l e a n i n g  a n d  p o l i s h in g  a g e n t s . . . - ____ 2 0 , 078 1 6 .8 7 .5 2 0 1 6 .0 7 ,0 8 5 1 7 ,4 6 ,4 7 3 1 7 .1
P e t r o  l e u  m  p r o d  n e t s _____________ 6, 42 5 5 .4 2 ,0 0 1 5 .5 2 . 0 98 5 .1 1 ,7 2 6 5 .4
C o s m e t i c s  .  _______________ _______ _ 6 .3 3 2 5 .3 2 ,4 5 9 5 .2 2 .1 7 9 5 .3 1 ,6 9 4 5 .3
P e s t i c i d e s  ............................. 9 .1 0 9 7 .6 3 ,3 7 0 7 .2 3 . 0 30 7 .4 2 ,7 0 9 8 .5
O a s e s  a n d  v a p o r s  _  . 188 . 2 64 . 1 78 . 2 46 . 1
P l a n t s . . . - -  _________  _______________ 3 .2 0 6 2.7 1 ,3 5 0 2 .9 1 .1 3 5 2 .8 721 2 .3
T u r p e n t i n e ,  p a i n t s ,  e t c ........................ 5 .8 1 4 4 .9 2 ,3 7 3 5 .1 2 ,0 1 7 4 .9 1, 4 24 4 .4
M is c e l l a n e o u s __ . . . .  . . . . ______ . . .  . 6 .6 4 7 5 .5 2 .5 4 1 6  4 2 ,2 4 6 5 .5 1 .8 6 0 5 .8
N o t  s p e c i f i e d . . . . . . . .................................  _ 94 7 . 8 341 .7 344 .9 26 2 . 8

T o t a L ......................................................... 11 9.  7 63 1 0 0 .0 4 0 .9 5 4 1 0 0 .0 4 0 ,7 7 5 1 0 0 .0 3 2 ,0 3 4 1 0 0 .0

i  I n d u d e s  10 2 c o o p e r a t i n g  h o s p i t a l s  I n  1983; 7 3 , In  1062; 7 4 , i n  19 51 .

S o u r c e :  I n d i v i d u a l  c a s e  r e p o r t s  s u b m i t t e d  t o  t h e  N a t i o n a l  C le a r in g h o u s e  fo r  P o is o n  C o n t r o l  C e n t e r s  
(1 9 5 3 : 48 ,9 54  r e p o r t s  ( r a m  335  c e n t e r s  i n  4 0  s t a t e s ; *  19 52 : 40 ,7 75  r e p o r t s  t o r n  2 7 8  c e n t e r s  in  40  S ta t e s ;*  1981: 
3 2 ,0 3 4  r e p o r t s  f r o n t  24 3 c e n t e r s  in  33 S t a t e s .* )

•  I n c l u d e s  D i s t r i c t  o f  C o lu m b i a ,  C a n a l  Z o n e ,  a n d  m i l i t a r y  b a s e s  a b r o a d .
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Substances  most frequen tly ingested by chi ldren under  5 years  of  age, reported by poison  
control  centers 1960-63

T y p e  o f su bs ta nce

1063 1962 1961 1960

N u m ­
ber

P e r­
ce n t

N u m ­
be r

P er ­
ce n t

N u m ­
ber

P e r­
ce n t

N  u m ­
be r

P e r­
ce n t

A sp ir in ........................................................ 10.80 8 23 .0 8.7 99 21 .6 6,9 68 21 .8 5,9 30 20.5
3.6Bleac h ______________- 2,214

1.88 4
4.7 2,155 5. 3 1.417 4.4 1,055

In se ct ic id es  (exc lu di ng  m o tl ib u ll s ). .. 4.0 4.1 1,687 6. 3 1,413 4.9
4. 9So ap s,  de te rg en ts , c le a n e rs .. ............... 1,79 7

1.3 80
1,121

1,054

3.8 1,727 4. 2 1,384 4.3 1,417
V it am in s,  ir on  p re para ti ons------------- 2.9

2  4
1,153

991
2. 8
24

704
780

2 2
2. 4

549
676

1.9
2 3

P la n ts  (e xc lu di ng m ush ro om s an d  
to ad st oo ls ) _________________ __ 2.2 873 2 1 506 1. 6 463 1.6

O th er  an al ges ic s........... ............................. 974 2 1 773 1.9 578 1.8 502 1.7
D is in fe c ta nts , d e o d o r i z e r . ........ .. 809 1.9 840 2 1 662 2 1 639
Lig hte r f lu id .............................................. 851 1.8 578 1.4 459 1.4 323

2 1Per fu m es , to il e t w a te r............................ 840 1.8 714 1.8 547 1.7 596
T ra n q u il iz e rs . . . . . . . . . . . . —------- 836 1.8 077 1.7 549 1. 7 425

315
1.6  
L IH orm ones................................................... 820 1.7 593 1.5 377 1.2

K ero sen e ................... ......... ..................... 776 1.7 759 1.9 710 2 2 696 2 4
2 2Lye , co rr o siv es .. ....................... ............... 772 1.6 679 1.7 660 2 1 642

Lax at iv es  ____________ __ _______ 769 1.6 757 1.9 622 1.9 606 2 1
Ros en  ti c Id e s . . .......................................... 728 1.6 654 1.0 .7)5 1.6 515 1.8

1.3A n ti h is ta m in es .................. ..................... 721 1.5 623 1.5 517 1.6 388
A irpl nn en  d ope ____________________ 078 1.4 491 1.2 323 1.0 279 1.0
C ough m edic in e........................................ 673 1.4 680 1.7 527 1.6 492 1.7
M othlm lls  ............................................... 625 1.3 60S 1.5 462 1.4 450 1.6
A m p h e ta m in es ......................................... 601 1.3 490 1.2 455 1.4 384 1.3
A nti se pti cs  . . . . . . . . . . 579 1.2 610 1.5 493 1. 5 385 1.3
P a ln ts 'd e a d  nn d non le ad ).................... 556 1.2 482 1.2 292 .9 399 1.4
S ed at iv es , b a rb it u ra te s .......................... 534 1.1 117 1.0 422 1. 3 346 L 2
T u rp e n ti n e ................................. ............... 62# 1.1 487 1.2 372 1.2 381 1.3
Solv en ts , th in n e rs . ............................... .507 1.1 463 1.1 361 1.1 296 1.0
L in im en t,  ru b b in g  a lc oh ol __________ 505 1.1 455 1.1 424 1.3 350 1.2
G aso li ne ............................. - ........... ........... 482 1.0 357 .9 273 .9 216 .7
TyOtion, c re a m s_____________________ 404 .9 341 .8 247 .8 10 .7

i In c lu d es  102 co ope ra tin g ho sp ita ls  In  1963; 73,  In  1962; 74, In  1961; 60 in  1960.
So urce  In d iv id u a l case re port s su b m it te d  to  th e  N at io nal  C le ar in gho use  to r Tol so n C on tr o l C en te rs  

(1903- 46,954 re po rt s  from  335 c en te rs  in  40 S ta te s; *  1962: 40,775 re po rt s  from  279 c en te rs  in  40 S ta te s; *  1961: 
32,034 r ep o rt s  f ro m  243 ce nte rs  In  38 S ta te s; *  I960: 28,956 re po rt s  f ro m 213 ce nte rs  in  38 Sta te s. *)

• I nc lu des  D is tr ic t o f C o lu m bia , C an a l Zone, a n d  m il it a ry  ba se s abro ad .

Type of  produc ts as a percentage of  all ingest ions— Accid ental ingestions  among 
children und er 6 years o f age, 1963

T y p e  o f su bst an ce

T o t a l«

Age  i n  ye ar s

U n d e r  1 1 2 3 4

N um -
l»er

P e r­
ce n t

N u m ­
ber

P er­
ce n t

N um ­
ber

Per ­
ce nt

N u m ­
be r

P er­
ce nt

N u m ­
be r

P er ­
ce nt

N u m ­
be r

Per ­
ce nt

M ed ic in es ................................ 24.335 51 .9 486 28.3 4.272 321 10,678 57.4 6,577 69.4 21 88 62 6

In te rn a l_____________ 21,588 46.0 268 15.6 3.265 24 .5 9.682 52 0 6.2 19 65  6 2.056 58 .9

A sp ir in .................... 10,808 23 .0 98 5.7 1.256 9.4 4.625 24.9 3.634 38 .3 1.163 33 .3
O th e r____________ 10.780 23 .0 170 9.9 2,009 15.1 5.057 27 .2 2  585 27.3 893 25 6

E x te rn a l.......................... 2,747 5.9 218 12  7 1,007 7.6 996 5.4 358 3. 8 132 3.8

C le an in g  a n d  p o li s h in g .. . 
P e tr o le um  p ro d u c ts _____

7.520
2,601

16.0
5. 5

364
47

21. 2 
2.7

3.205 
1,180

24.1 
8. 9

2,6 22
952

14.1
5.1

886
290

9. 3
3.1

373
113

10.7
3 .2

C o sm eti cs .’. .......................... 2,459 6. 2 124 7.2 915 6.9 1,053 &7 268 2 8 81 2 3
P es ti c id es ............................. 3.3 70 7.2 262 15.3 1,326 10.0 1,095 5.9 439 4.6 212 6. 1
Gas es  and  v ap o rs ---------- 64 .1 6 .3 23 .2 13 .1 14 .1 7 .2

5.1P la n t s . . ................................ 1,350 2 9 64 3. 7 340 2 6 460 2 5 285 3.0 179
T u rp e n ti n e , p a in ts , e t c . . .  
M is ce llan eo us . . . . . . . . . . . . .
N o t sp ec if ie d .........................

2.373
2,541

341

5.1
6.4
.7

118
230

16

6.9
13.4

.9

1.124
825

93

8.4
6 .2
.7

794
821
114

4.3
4.4
.#

227
419

79

2 4
1.7
3. 5

88
218
34

2 5
6.2
1.0

T o ta l............................ 46,954 100.0 1,717 100.0 13.303 100.0 18,602 100.0 9, 484 100.0 3,493 100.0

■ In cl udes  355 ca ses u n d er 6 u n k n o w n  yea rs .
So ur ce : In d iv id u a l po iso n re port s (p hone in qu ir ie s  and  t re a te d  ca ses)  s u b m it te d  t o  th e  N a ti ona l C le ar in g­

ho us e to r P ois on  C ontr o l C en te rs  b y  335 c en te rs  in  40 S ta te s.
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Accidental ingestions among children under 5 years of  age— Treated cases, by type  of  
substance and days of  hospi talization , reported by 336 poison control centers 1 
in  40 States,1 1963

Da ys  of hos pi ta liz at ion 1

T ype of sub sta nc e
Tot al No  d ay s l t o 3 « 4 or more Un kn ow n

da ys

N um ­
be r

Pe r­
cent

Num ­
ber

Pe r­
ce nt

N um ­
ber

Per ­
ce nt

N um ­
ber

Pe r­
cen t

N um ­
ber

Per­
cen t

Medic ine s................................... 14. 290 100 12,337 86.3 786 5.5 97 0.7 1,070 7.5

In te rn al _____ _____ ____

A s p ir in .. .. .................
O th er ............................

E xte rn al ..............................

C le an in g  and  po li sh in g  
ag en ts ......................................

Pe tro leum  pr od uc ts .................
Co sm eti cs ...................................
Pe st ic id es ...................................
Oa ses  an d va po rs .....................
P la n ts .........................................
Turp en tine , pa in ts,  e tc ...........
Misce llaneo us............................
N ot  speci fied ......... ....................

T o ta l................................

13,300 100 11,483 86.3 738 5.5 92 .7 987 7.4

7,718
5.582

100
100

6.734
4,749

87.3
85.1

404
334

5.2
6.0

48
44

.6

.8
532
455

6.0
8.2

WO 100 854 86.3 48 4.8 5 .5 83 8.4

3,411
1,773

566
1,960

25
490

1,004
603
302

100
100
100
100
100
100
100
100
100

2,766
1,149 

539 
1,613 

18 
424 
775 
520 
165

81.1
64.8
95.2
82.3 
72.0 
86.5
77.2
86.2  
81.7

189
233

4
135

1
28
85
31
16

& 5
13.1

.7
6.9
4.0
5.7
8.5
5.1
7.9

85
86
4

27

4
30
12
2

2.5
4.9
.7

1.4
4.0

.8
3.0
2.0
1.0

371
305

19
185

5
34

114
40
19

10.9
17.2
3.4
9.4  

20.0
6.9

11.4 
6.6
9.4

24,324 100 20,306 83.5 1,508 6. 2 348 1.4 2,162 &9

1 I nc lude s 102 cooperat ing  h os pi ta ls.
s I nc lud es  Dis tri ct  of  Colum bia,  C an al  Z one , a nd  m ili ta ry  b ases a broad.
• E xclude s 3,941 cases  un kn ow n as  t o  hospit ali sat ion .
4 Inclu de s so me pa tie nt s who a rc  h osplt allxed  for 1 da y for p urp os e o f observ ati on  on ly.
Sou rce : Indivi du al  case re po rts  su bm it te d  to  th e Nat iona l Cl earin ghouse for Poison Con tro l Cente rs.

Num ber  o f deaths due to accidental poisoning,  by type  of  solid and  liquid substances, 
fo r children under 6 years of  age, United Slates,' 196 3-6 2 (.excludes A rmed  for ces  
overseas)

Ty pe  of su bs tanc es 1953 1954 1955 1956 1957 1958 1959 1960 1961 1962

Morp hin e a nd  o ther  d er ivat ives .............. 5
8

69
1

13

3
13
84

1
3

4
8

72

2
11
69
1
0

4
10
90
2

11

3
9

91

3
7

106

6
7

144

1
14

128

1
5

122
B ar bi tu ric acid and d e ri v a ti v e s .. ..........
Asp ir in  a nd  sa lic ylates ...............................
B ro m id es .................. ......................... .........
O th er  ana lges ic an d soporific  d ru gs ........
Su lfo namide s................................................

8 6 11 13 14 17
Str yc hn in e.................................................... 13

4
42

6
2

47

6
1

36

3
1

32

2
1

36

5
S

33

4
1

48

2
1

38

3 3
Be lla do nn a,  hyoscin e and  a trop in e____
O th er  a nd  uns pec ified dru gs.................... 39 46

Tot al  d ru gs ........................................ 155 159
1
4

83
9

19

135
1
3

69
10

14

128 156
2
2

66
10

10
1

37

20
2

68

150
3
6

75
8

24
2

61

23
2

68

180
1
3

57
5

19
2

81

25
1

82

211 199
1
5

46
13

25
1

56

17
3

82

194
No xio us  fo odstu ils ......................................
A lcoh ol ........................................................ .. 6

1(M)
11

29

2
84
7

16
1

33

39

4
37
11

23
2

78

14

65

3
39
18

15
2

73

25
3

53

Pe tro leum  prod uc ts ....................................
In dust ri al  so lven ts .................................... .
Co rro siv e aroma tics, acids an d ca us tic

al ka lies ......................................................
Mercury  a nd  i ts  co mp ounds.....................
Le ad  a nd  its  co mpo un ds ............. ............. 52

25

34

22

47

20
1

58

Arsen ic  an d an tim on y,  an d th ei r co m­
pounds................................................... .

Ff uo rlde s.............. .....................................
O th er  an d unspec ified sol id an d liq ui d 

su bs ta nc es ................................................. 67 59 84

Tot al  su bs tanc es .............................. 445 390 358 394 374 422 456 445 448 425

1 1950 inclu des Alaska;  1960-C2 in clud es  A laska a nd  Ha wa ii.
Sou rce : Vita l S ta tis tic s—Spe cia l R ep or ts , Aocid ent  Fa ta lit ie s,  Nat io na l Vita l Stat is tic s Divis ion , years 

in di ca ted.
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Number of  deaths due to accidental po isoning— B y type  o f solid an d liquid substances, 
all ages, United S tates, ' 1953-62 (excludes Arme d Forces overseas)

T y p o  of  su bst an ce s 1963 1954 1955 1956 1957 1968 1959 1960 1961 1962

M orp h in e  a n d  o th e r op iu tn  d e ri v a ti v es. 31 33 40 56 41 28 60 60 56 73
B arb it u ri c  aci d an d  d e r iv a ti v e s . ____ 337 345 411 323 326 220 298 289 33V 401
A sp ir in  and  snl icivlii tes . 98 117 105 108 124 119 149 188 182 174
B ro m id es____  _____  ____ . . . 16 13 6 5 10 3 7 7 4 6
O th er an al ge si c and  sop or ifi c d ru g s____
fiiil fonp.nddi»N

82 91 100 125 111 S6
1

117 160 169
1

267

S tr y c h n in e .. - - - . . . . . .  - 21 14 17 7 16 9 5 6 6 8
B el la donna, hyo sc ln e and  a tr o p in e ........ 4 3 2 1 1 4 2 1 3 1
O th er an d  un sp ec if ie d d ru gs___________ 75 85 75 71 79 79 130 126 122 164

T o ta l d ra g s ...................... ......... . . . . . 664 701 756 696 706 549 768 836 882 1,094
N ox io us  foods  tt li t s  ......... . . . . .   - - 4 8 7 4 8 5 4 7 6 10
A lcoh ol____  . . . _____  _____ ____  . 221 199 223 226 265 222 360 357 409 235
P otr o le  u m  pro d u c ts    _. _ „___ . . . .  - 116 94 76 98 72 83 64 43 53 47
In d u s tr ia l s o lv e n ts _____ . . ____ - . . 47 45 44 43 40 41 37 35 40 51
C orr os iv e ar om at ic s,  a ci ds,  a n d  c anst lc 47al kal ie s _ . . .  . . .  . _______. . . . 63 47 51 00 30 57 55 56 50
M er ci tr v  and  it s  co m p Min ds  _. 9 7 10 7 11 8 11 9 8 .3
Lea d ar id  it s  c o m p o u n d s ., - ___ - 65 41 64 47 51 70 93 98 77 90
A rs en ic  a n d  an ti m o n y , an d  th e ir  com-

47 31 32 49p o u n d s ------------------------ --------------------- 52 37 41 58 37 39
F lu o r id e s ,. ___ _  . . . .  - - __ __ 6 2 6 1 5 3 2 7 8 5
O th er a n d  uns pe ci fi ed  sol id  a n d  l iq u id 220 200 239 202su b st an ce s ......... ......... ........... ................... - 144 158 153 182 157 252

T o ta l subs  la n c e s .. .  . _____ . . . . 1,391 1.339 1,431 1,422 1,390 1,429 1,661 1,679 1,804 1,8 33

' 1850 in c lu des A la sk a;  1850-(K In cl ud es  A la ska  a n d  H aw ai i.

Sour ce : V it a l S ta ti st ic s—S pe ci al  R ep o rt s , A cc id en t F a ta li ti e s , N a ti o n a l V ita l S ta ti s ti c s  D iv is io n , yea rs  
In d ic a te d .

St . L ouis City-C ounty Acc iden t P rev entio n P rojec t, St . Louis, Mo.

Since June  1, 1961 the St. Louis City-County Accident Prevention P roject has 
been collecting information abou t accidents admitted to 26 hospitals in this area. 
The projec t is sponsored by the  United States Public Health Service, St. Louis 
City Health Division, St. Louis County Health Department, St. Louis Safety 
Council and the Health an d Welfare Council of Greater St. Louis.

Da ta for th e first full year, June  1, 1961 to  May 31, 1962 have been recorded 
and analyzed. The attac hed statistica l highlights have been prepared for dis­
tribu tion to organizations or individuals tha t can use them. The information 
is made available to serve as a basis for planning and conducting accident pre­
vention programs in the St. Louis area.

Collection of the kind of information contained in tlu's r eport is made possible 
through the cooperation and partic ipation of th e 26 hospitals listed below:
St. Louis Children’s Hospital 
Homer G. Phillips Mem. Hospital 
St. Louis City Hospital 
St. Louis County Hospital 
St. Anthony’s Hospital 
Lutheran Hospital
Alcxian Brothers Hospital 
St. Mary’s Infirmary 
Normandy Osteopathic Hospital 
Barnes Hospital 
Deaconess Hospital 
Christian Hospital 
DePaul Hospital

St. Mary’s Hospital
Bethesda Hospital
Firmin Desloge Hospital
Cardinal Glennon Mem. Hospital
Park  Lane Hospital
Missouri Baptist Hospital
Peoples Hospital
Incarnate Word Hospital
St. Josqsh’s Hosp. of Kirkwood
Faith Hospital
St. John’s Hospital
Jewish Hospital
St. Luke’s Hospital
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GENERAL INFORM ATIO N ABOUT HOSPITALIZED ACCIDENTS

The re were 6240 accident cases admi tted to  the  26 repo rting hospi tals in S t,  
Louis  C ity and St. Louis Cou nty .

The  six hospitals  repor ting  t he  la rges t numb er of accid ents were—

Ho spita l Numb er of 
accidents

Percent of 
total

St. Louis C ity ......................................................................................................... 1.659 27
St. Joseph’s ....................................................................................................... 753 12
Homer G. Phil lips............................ ........ ............................... ........ 665 11
Deaconess .............................................................................................................. 407 7
A lex ian Brothers .......................................................... 318 5
Ch ris tia n....................... . ................... . .......................................... ........... . 315 5

An average of 519 acc ident victims were adm itte d to  hospita ls each month.  
More accidents were repo rted  in March (681) than in a ny oth er month.

Acciden ts which occurred in the home remained numerically consis tent from 
mon th to month , bu t acc idents  outside the home, falls in part icula r, showed 
definite seasonal trends. 200 more  accidents were reported du ring  the six month 
period  from December 1961 thro ugh May 1962 th an from Ju ne 1961 to November 
1961. Falls accounted for  alm ost a ll of the increase.

Persons injured by falls gre atly exceeded the num ber  injured by moto r ve­
hicles. Of the total 6,240 a cciden ts reported, falls con stituted the larges t single 
cause—2,662 or 43%.  Moto r vehicles accounted for 1,203 or  19%. Accidents 
from all other causes combined reached a tota l of 2,027 o r 33%. In 4%  of the 
acc iden t r epor ts the specific cause was listed as “unknown” .

In  the age group 65 yea rs or  ove r 82% of all accid ents  were caused by falls. 
From this  age group  838 persons were injured by falls—529 of which occurred 
inside the  home.

191 accidents were reporte d th at involved machinery. Of these, 76 occurred  
in the  home, 76 in industr ial pla nts , 27 were caused by power mowers, a nd 12 by 
oth er types of m achinery.

47%  of all accidents reported occurred in or  arou nd the home, and if motor 
vehicle were excluded, the n 58 % were  home accidents.

29%  of all hospi talized  acc idents  were in the 1-4 and 65 an d over  age groups.
Poisoning is the ma jor  cause of all  accidents in the  1-4 age group.
Of the tota l repo rted  acc idents  for whom the  sex was repor ted, 3,701 of the 

cases were male and 2,520 were female.
Among children  5-14  yea rs of age falls occur most  frequently in these places: 

Home,  school or school grounds , and  places for recreation  o r sports.

HOSPITALIZED HOME ACCIDENTS, JU NE  1, 1961, TO MAY 31, 1962

In  one  year a tot al of 2919 rep ort ed  accidents occurred in or  a round the home. 
This represents  47% of all acc idents  adm itte d to the 26 par ticipat ing hospitals.

Home accidents were broken  down into the following categories by number 
and perc ent of total:

Cause of acc ident Number Percent of 
total

Fa lls ......................................................................................................................... 1,645
373

56
Poisonings 1............................................................................................................. 13
Bu rns....................................................................................................................... 112 4
Blow from ob ject .................................................................................................... 109 4
Ma chinery.............................................................................................................. 106 4
Others..................................................................................................................... 496 16
Un know n................................................................................................................ 78 3

To tal.............................................................................................................. 2.919 100

* On ly poison cases that requi red hospl tal iia tlon wero Included In this  flgure.
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56% of all accidents t hat  occ urred in o r around the  home were caused by falls. 
More females tha n males had acciden ts due to falls, especially those  occurr ing 
on the  same level, such as slipp ing on throw rugs or floors.

Falls  in the home occurred mo st frequent ly in the age group 65 years  and  over 
with 63. The  next larges t num ber  were in the  age groups 5-14 with 278 and  
1-4 with 209.

48% of all home accidents hap pen ed to persons in the  1-4  and 65 and  over 
ago groups.

298, or  37 % of the accidents in the  1-4 age grou p that were admitted to hospitals 
were caused by poison. Poison is the  major cause of all ac cidents among chi ldren 
from 1—4 years.

The re were 18 home accidents th at  involved moto r vehicles in the  garage or 
yard.  Twelve of these were in the 1-4 and  5-14 age groups.

In children under  1 year  of age the  two leading causes of accidents were falls 
from one  level to another  and ho t substances.

The larges t number of acc idents involving  hot subs tances occured in the  1-4 
age group with 50. Reports  show  that  in many of these  acciden ts po t handles 
were turned  ou t over the edge of the  stove where young children could reach 
them  and pull  the  hot  sub stance  down over them.

Accidents th at  occurred in or aro und the home were a lmost as high for males 
as fo r females—-1422 males and  14S2 females.

HO SPITA LIZ ED  NO NH OM E AC CIDE NT S, JU N E 1, 1901, TO MAY 31, 1962

There were 3321 hospi talized acc iden t cases reported th at occurred in non­
home situations.

Non-home accidents were classified under the following categ ories :

Ca us e o f ac ci de nt

Mo tor  ve hic le .. ..
Ka ils ......................
Blow  f rom obj ec t
M ach in e ry -. ___
B um s__________
Poiso nin g i_____
O th e rs ......... ........
U nknow n.............

T ota l. ........

N um be r Pe rcen t of  
to ta l

1,185 36
1.017 31

190 0
86 3
71 2
71 2

536 15
165 5

3,321 100

i On ly po tio n cases re qn iring  hos pi ta liz at ion we re Inc lud ed in  t his  f igure.

The  largest number of hosp italiz ed moto r vehicle accidents occurred in the 
25—44 age group with 331 ou t of 1185.

For the  age group 15-24 the larges t n umb er of non-home acciden ts (261) were 
caused by motor vehicles—85 of the  persons injured were drivers of the vehicle.

Person's in the 25-44 age grou p had  the most  non-home accidents or  856 as 
compared with 711 for those 45-64 and  659 for  those 5-14 yea rs of age.

69 males and  2 females were inju red  in  non-home fires. The g rea ter  num ber of 
males inju red  by non-home fires is accounted for  by the  firemen and others in­
volved in the Rals ton-Purina , and  Gaslight Square fires.
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T ab le  1.— Sum mary of  inp at ient  accidental in jury  reports by place of occurrence 
and type of  accident, Ju ne I, 1963, through M ay  31, 1963

(а) Place  of occurrence:
Home accidents_______________________________________________ 3,07 5
Non-home acciden ts___________________________________________ 3,13 6
Place  unknown______________________________________________  708

To ta l..................        6,919

(б) Type of accident:
Fal ls................................ ............................... ..................... _....................... 2,95 5

Home........................................ . ..........................................................  1,787
Non-home_______________________________________________ 842
Place unknwon__________________________________________  326

Non-falls other titan  motor  vehicle_____________________________  2.0S3

Home__________________________________________________  1,168
Non-home_______________________________________________  682
Place unknown__________________________________________  233

Motor vehicle_______________________________________________  1,673

Home__________________________________________________  53
Non -hom e_______________________________________    1,577
Place unknown__________________________________________  43

Type unknown______________________________________________  208

Home__________________________________________________  67
Non-home_______________________________________________  35
Place unknown__________________________________________  106

To tal...............................................................................   6,919
Source: Accid ental  Injury re|x>rts received from partic ipating hospitals during  12-inonlh report period.
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[From the  Consumer  Repo rts, March 1964)

Candy Aspirin

TH ESE PILLS, DESPITE “ SAF ETY CAPS,”  ARE  THE  LEA DIN G CAUSE OF CHILD 
POISONINGS

Most  major promoters  of regula r aspirin also sell children ’s candv aspi rin— 
sweetened,  flavored tab let s conta ining one-fourth as much acetylsalicyl ic acid 
as a regular aspirin  pill. In recent months the  drive to develop tihs  ma rke t 
seems to have intensi fied; TV commercials for the  chi ldre n’s versions have  now 
become common. CU’s medical consu ltants have long opposed these produc ts 
on the  grounds th at  medication should not  be made att ract ive to children too 
small to understand its hazards.

Many kinds of inedicins (antibiotics, antiep ilept ics, antih istam ines,  bar­
bitu rates , sulfonamides, salicyla tes, laxatives, and vitam ins) have been com­
pounded in special forms to make children  think they  are candy or liquid con­
fections. But  no other can dy medicine has the  unenviab le record of child ren’s 
aspirin—no doub t because none combines a potenti al leth al effect with such wide 
availability .

The first candv aspir in, manufac tured  in 1932, was sold by prescr iption only, 
and comparative ly litt le of it  was used. Before World War II, only abo ut 20% 
of total aspirin fata litie s were in pre-school children.  Bu t then, in 1948, dru g­
stores  s tart ed selling can dy aspirin without a presc ription; and by 1951 the  pro­
portion of aspirin dea ths  occurr ing in pre-schoolers had reached 80%. A review 
of accidental poisonings for all ages, reported in 1959 by the  National Clearing­
house for Poison Control Cente rs, showed that  aspirin  accoun ted for a fou rth  of 
the  cases, “most of them  small children who swallowed candied aspir in.”

Although candy aspi rins  are now generally  bot tled  with some sor t of “safety 
cap,” supposedly too difficult for a small child to remove, the records of poison 
control  centers  still at tr ib ut e an overwhelming prop ortion of accidental aspirin 
poisoning to  the fa ct t hat  pre-school children  have helped themselves to  medicated 
candy.
CU’s alternative

Parents  can avoid this  th re at  to thei r small children by simply not  having candy  
aspirin  in the house. With  a litt le effort, as CU has  pointed out, unflavored 
aspirin  can be made pa lat ab le by crushing it  into a spoonful of jelly or honey. 
Any medicinal tas te th at mig ht linger in the  child’s mouth  can be washed away 
with at  least  three or four  ounces of water, milk, or fru it juice—an amo unt  of 
liquid th at  ought to be taken with every dose of aspir in anyway to pre vent 
possible irri tati on of the stom ach.  (Buffered aspirin , frequently adve rtised as 
preventin g stom ach i rri tat ion , is no be tte r in this  regard than p lain aspir in.)

Aspirin deserves far more respect as a po tenti ally haz ardous  medicine than most 
people give it. Where child ren are concerned the margin between an effective 
dose and an  overdose m ay be ra the r narrow. In Milwaukee, Wis., early la st y ear, 
for example, the death s of two toddlers were at tri bu ted to aspirin given to them 
for relief of resp iratory  ailm ents . One child had been given only half a baby 
aspirin, the mother reporte d, every three  hours for four days , bu t he’ had :dso been 
taking a cough remedy th at  contained acetylsalicyl ic acid (aspirin). The oth er 
child was repo rted  to have  received half an adul t aspi rin tab let  every thre e or 
four hours for four days.

For the safe adm inistration of aspir in both  the am ount and the frequency of 
dosage mus t be taken into  consideration . CU ’s medical consultants agree with  
the  Food and Drug Adm inis trat ion’s label require ment recommending th at 
aspirin be administered no more tha n three times in any  24-hour period,  and  in 
doses spaced at  lea st thr ee hours a par t.

In s etting up the  proper  size of the  dose for children, however, CU’s consultants  
disagreeing with tlie FDA, consider  weight to be a be tte r indicat ion than  age. 
For  example, children  weighing less tha n 30 pounds, for whom the dose would 
be a pt  to be less t han a tab let , should never  have asp irin  except under a  d octor ’s 
direc tion;  children weighing 30 to 60 pounds should be able to take  one r egu lar 
aspir in tab let (5 grain s); child ren weighing over 60 pounds  should be able to ta ke  
the  typical adu lt dose of  two regular t ablets—limi ting  dosage times, of course, as 
indicated above.
What about liquid substitutes/

CU’s objections to the candy aspirin  pill a pply  even  more strongly to flavored 
substitutes. The chance  of tak ing  a dangerous overdose is even greater with an
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easily swallowed liquid. Moreover, some of the liqu ids adv erti sed  for use in 
place  of asp irin  are of ques tionable  effectiveness.

Liquiprin  and  Dropsin, for exam ple, contain salicy lamid e as  t heir active in­
gredient. Although in lab ora tory studies this  su bstance  r elieved induced  pain as 
well as aspirin  did, it proved no b et te r tha n a placebo in contro lled clinical s tudies 
of effectiveness aga inst  na tur ally occurring pain.  Aspirin, on the other hand , 
worked well in the clinical tes ts. Salicylamide also fared poorly in stud ies of it s 
effects in lowering fever.

Other flavored liquids, Tylenol an d Tempra, contain  ace taminophen as the ir 
active ingredient. In  pain-relieving and fever-lowering effectiveness, thi s drug 
is comparable to aspirin , bu t the re hav e been reports of  k idney dam age in people 
who used it regu larly  in large doses  over a prolonged period . Although  there is 
no reason to  suspect such serious  side effects from occasional small  doses, CU’s 
medical consul tants suggest th at  its  chief value  for children is as an  aspi rin 
substitute  for those who are allergic to  the more common pain  killer. For  such 
special use acetam inophen can  be bought in unf lavored  tab let  form.

R epo rt  on  A Clini ca l Co n fer en c e  on  Aspir in  P ois oni ng  of th e  P ed ia tr ic
Con fe rences F rom th e  B a b ie s’ H os pita l U nit , U nit ed  H os pita ls  of
N ew ar k, N .J .

sa li cy la te  po ison ing 

Case I
(By E. Garcia,  M.D .’)

Case I (S.K.) is a 3-month-old Negro male adm itte d on April 5th,  1964, with 
twite llings of extremities and dys pnea a few minu tes prio r to  admission.

Two weeks prio r to  admission, the pa tient had  a cold and began coughing. 
No medication  was given until  the nig ht prior  to  admission  when he developed 
hyperpy rexia. One-half table t of Anacin and 6 doses of 1% grains of aspirin 
were given every two hours (approxim ately  10 grains in 14 hours).

Eig ht hours pr ior to admission he was seen a t Newark City  Hospita l Emergency 
Room where he received a penicillin inject ion. A few minu tes before  admission, 
however, he sta rte d having non-pro jecti le vomiting and twitc hings involv ing all 
extre mities and dyspnea. He was rushed  to Babies’ Hospital Emergency Room 
and admi tte d to the  ward.

For  one week he had been hav ing  semi-w atery, yellowish, non-mucoid, non- 
bloody stools 6 to  8 times  a day , which  spontaneously cleared two days  prio r 
to admission.

Family History: Non-con tributory.
Past Personal  His tory : The firs t of a set of twins,  the  boy was born full-term 

of spontaneous  delivery,  a t City  Hospita l. The  birth weight was 5 lbs. 12 oz. 
Growth and development were norm al, and the  p ati en t had  no feeding  problem, 
the  only allergy being to orange  juice. He had one polio shot.  On admission 
the  child was found  to be fully developed,  well fed and nursed. The baby  was 
highly febril e—104° F;  the  pulse ra te  was 160, resp iratory  ra te  60 to 80 per 
minute. He was hyperpneic , with  twitchings of all extremitie s and  he had a dry 
cough. Th e conjunc tiva was pale; the re was flaring of the  alae nasae, and a 
slight mucoid nasal discharge noted. The th roat  was minimally injec ted. The 
neck was supple and t he cervica l nodes  very sho tty.  The  h eart was tachycardic , 
and the  lungs clear.

Hospita l course: This  10J^ pou nd infant  was admi tted hyperpneic, hvper- 
pyrexic, slightly  d ehydrated and  tachycardic. The  lungs were clear  upon auscul­
tat ion  a t th at  t ime, bu t due to  the  clinical picture and the infi ltra tion over the 
righ t lower lobe on x-ray, a pre sum ptiv e diagnosis of pneum onia was made.

However , salicylate  poisoning was  also enterta ined based on the  his tory  of 
salicylate  inges tion of app rox ima tely  10 grains with in 14 hours , hyperpnea, 
hyperpyrexia and a strongly positive ferric chloride te st  for salicyla tes in the 
urine. COj was 30 vols.%  with slig ht elevation  of sodium chloride.  White  blood 
cou nt a nd  differential  revealed a sh ift  t o the left.

Int rav eno us fluids in the  form of 1 /6M sodium lactate , saline and  dextrose w ater  
and  I.V. penicillin were sta rted. The pa tient was kept in a croupe tte  und er 
oxygen and high humidity  for several days.

i Resident in Pediatries, Babies’ Unit,  United Hospitals of Newark, Newark, N.J.
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About 11 hours af ter admission, the liver  was felt  to be three finger breadth s 
below the  righ t costal marg in, and the cardiac rate was ove r 200 per  minute. 
Anticipa ting  an impending hear t failure, he was digitalized and placed on the 
“serious” list. Only two doses  of digoxin were given as liver  receded and cardiac 
rat e slowed down the following day. At this time, his resp iratory  rate  was be­
tween  50 and 70 per minu te with a blood sali cyla te level of 37.3 ntg.% and blood 
pH  of 7.3. Electrolytes  remained within  normal limits and COj continued to 
rise with adminis trat ion of 1/6M sodium lactate . Ionosol MB was admin istered 
int erm itten tly . Fluids were based  on ISO cc./kg. body weight per (lay. In the 
afte rnoon of the second hospi tal day , the infant had a nothe r episode of tw itchings, 
which  was controlled with phenobarbital . The twitch ings were regarded as due 
to  rapid hydration . A spinal ta p was negative.

On the third  hospital day, the  sa licylate level in the  blood was 43 mg.%, on the  
fou rth  day 30 mg.% and  the fifth day 5mg.% . By tha t time the urine had become 
nega tive . Interes tingly, the inf an t was tachypneic with  crepitant  and sub- 
crep ita nt rales over both lung fields; chest x-ray revealed  a  segmental  right  upper 
lobe pneumonia. He, likewise, looked shocky with hemoglobin  of 10.0 gm. The 
nigh t before, he had two tar ry  stoo ls which were strongly positive for occult blood. 
In  view of the pallor and the downhill  course of the  patient,  100 cc. of whole 
blood transfusion was given in spite  of the  12.3 gm. hemoglobin—a value which 
could have been due to hemoconc entration  since tiie child s till looked d ehydrated 
in spile  of continuing I.V. fluids through a cutdown. Since he persistnently 
refused fluids by mouth,  I.V. fluids were administered  for one week. At this  
time he was aler t, well hydra ted  and was sucking vigorously. During the first, 
hospita l week, he had 3 to 4 episodes of twitchings, controlled  by phenobarbital . 
Serum calcium was repeatedly  clicked and was normal.

On the ninth hospita l da y, he was found to be in hypotonic deh ydratio n, having 
had 8 to 10 bouts of loose stools  the  nigh t before. Sodium chloride 3% was 
adm inistered , computed a ccording to deficit. With in these days , he had one b out  
of twitch ing, bu t the  cause was not d eterm ined.  Plasmanate 5 % was administered 
three times  because of the  low pro tein . Eventua lly, COj a nd  serum elec troly tes 
becam e normal.

On the  12th hospital day , examination of the stool revealed E. coli type 0110- 
B14. Coly-Mycin was imm edia tely sta rted and treatm ent con tinued for nearly 
two weeks. A repe at stool culture one week after the  Coly-Mycin  was sta rted 
showed persistence of pathogenic  E. coli. Neomycin was then added  to the 
regimen.  Oral alim enta tion in the form of banana  and apple sauce was resumed 
on the  16th hospita l day  and full stre ngth formula on the  21st hospi tal day.

Th e pneum onia cleared on the second hospital week. The patient continued 
to improve  and was discharged on the  lfith hospita l day still receiving neomycin. 
The  thi rd stool cultu re t ake n s hortly  before discharge was la ter  reported  negative.

Case II
(By L. S. Joaquin, M.D.»)

Case II is a 13-year old  white male who was admitted for the  first time because 
of vomit ing. The  pat ien t was app arently well and in good hea lth unti l abo ut 
24 hours prior to admission  when he vomited  about 6 to 7 times . The vomitus 
consisted of food, and the episodes of vomiting commenced one hou r af ter having  
inges ted cupful of candle wax.

The following morning the pri va te physician was consulted and  he noticed 
th at  the pat ien t was dizzy, flushed and brea thing deeply. Urina lysis done at  
th at  time  showed a strong ly posi tive acetest and negative tes -tap e for glucose. 
The  docto r advised the pat ien t to  ta ke  2 oz. of sweetened fluids every 15 minutes, 
but the  pare nts noticed th at  he was  becoming irra tional and drowsy'. The physi­
cian was again consulted, and th is time he advised hosp italiz ation .

Family History: Asthma and othe r forms of allergy are p resent on the mother’s 
side, bu t no othe r familial illness.

Pa st His tory : The patient was bom of a 7% months’ ges tation with a birth 
weight of 5H lbs. in a  normal  s pon tane ous  delivery. The pa tte rn  of growth and 
developmen t was normal and  he had no othe r serious illness. His height is 
5 '6 ";  weight is 132.5 lbs. The pa tie nt  is known to be allergic to feathers, grass- 
weed, pollen, chocolate, terr amycin and  sulfas.

Hospi tal Course: Upon admiss ion, the pa tie nt  was conscious, coherent, co­
ope rative, afebrile bu t with a  flushed face. The pulse rate  was 90, and  respiratory 
rat e 20 per minute; the blood pressure 120/70; and tem per atu re 100°F.

> Re sident in Pediatrics , Babies ' Un it,  Un ited Hospita ls of New ark, New ark, N J .
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The  privat e physician suspected  salicyla te intoxication alth oug h the  pa tient 
denied having take n any aspirin. A st at  urina lysis was strongly positive for 
salicy late with 2+  for acetone and 1 +  for albumin; sta t blood salic ylate level 
was 42.5 mg.%.  CBC was normal. The  blood chemistry showed a BUN of 
16.7 mg. ; sodium 142; potassium 3.9; chloride 106; CO j 38 vol.%. lonosol MB 
was given intraveno usly  along with sodium bicarb onate  in doses of gm. every 
two hours, as indic ated  by the urin e pH . About 12 hours af ter treatm ent, a 
suicide note  was found by the mo the r and the  pa tient late r admi tte d taking 80 
5-grain asp irin  tab lets (total 400 grains.)

The  pa tie nt  responded well to the rap y and, at  present, is completely  ratio nal, 
coope rative and aler t. He has con tinu ed to receive supportive the rap y and  is 
now a ttending  school.
Discussion by C. Prentiss B 'a rt f,  M.D.3

These two  cases illustra te the  prob lems of sa licylate intox ication: I) in which 
the salic ylat e was given for therapy by the par ent  and  2) an at tempt  a t suicide. 
In reviewing  the lite ratu re we find th at acetylsa licylic  acid, because  of its wide­
spread use, att ract ive tas te  of the  “baby” aspirin, and easy avai labi lity , is the  
most  common childhood poison and  presents  a p art icu lar  t hrea t of families with 
young children. A seminar on the  sub jec t of salicylism from the  University  of 
Colorado revealed th at  the  compounds commonly causing intox icatio n are 
sodium salicy late, methy l salicyla te (oil of Wintergreen) and acety lsalicy lic acid 
(aspirin.) (1) Ease of avai labil ity is evidenced by the  fac t th at  more  aspirin  is 
consumed in the  United  St ates  th an any  other drug. Salicyla tes were responsible 
for 541 fata liti es (7.7% of the death s due  to  accidental poisoning) between 1952 
and 1956. Of these, 380 fatali ties  occu rred in children unde r five yea rs of age. (2) 
Of 3,926 poisonings reported from 29 Poison Control Centers acety lsalicy lic acid 
was listed as the  cause in 983 patients  and  “baby” aspir in accounted for 62 per 
cent of t he  ingestions, and “adu lt” aspi rin for 10.9 per cent. (3) Other  series of 
sta tist ics  have shown an even higher ra te  of poisonings due to the “flavored” 
typ e of aspir in. (4)

The  Nat ional Clearinghouse for Poison Control Cente rs of the  U.S. Publ ic 
Hea lth Service has repor ted 96,000 eases of ingestion incidents dur ing 1961-1962. 
Of the  cases classified as  acciden ts 86 per cent  involved children und er five years 
of age, with aspir in as th e most freque ntly  ingested substance. 11 was noted that  
the  proportion of aspirin ingested  increased with the  older age groups. (5)

Review of the  da ta  collected by th e Boston Poison Info rmation Center (6) 
revealed th at  62 of 94 chi ldren shared  the acetylsalicylic acid with playmates  and  
th at  “f lavored” vari ety tablets  were t ak en  in 84 episodes. In 73 cases ingestion 
followed the  use of acetylsal icylic acid to tre at ano ther member  of the  family. 
One-th ird of the involved children  were  ju st  recovering from or affected by illness, 
generally an tipper respira tory disorder. All children, with b ut one exception, had 
previous exper ience w ith acetylsal icylic acid, again usually  the “fla vored” variety. 
This medication was used for v irtu ally  every illness or indisposition suffered by t he  
family members with or withou t fever. Parents frequently  admi tted that, they  
encouraged acceptanc e of the medication by presen ting it to  the children  as 
“c andy.” Child ren often explained th at  they were “playing doc tor ,” “having a 
tea  pa rty ” or “acting just like mom my or daddy when they felt ba d,” thereby  
showing th at  ingestion was not acciden tal bu t pa rt of the physical and human 
environmen t in which a  child is unable to  d istinguish or remember the  difference 
between  candy and medicine. The importance of increasing parental awareness  
of developmental patterns  and abilit ies and the  need for ins tructio n in accident 
prevention  is very clear.

Unfortunate ly, the  toxic ity of the salicylates  is underestimated both by the  
laity  and t he  physician in general. Too  o ften proper  th erapy is delayed because 
of im proper evaluatio n of the seriousness of the problem.

We should also  note  here th at  many cases of salicylism are n ot d ue to accidental  
ingestion but the result of the  administ  ration  of what were considered to be th era ­
peut ic doses. Segar reported 43 cases of salicylism in children under  6 years  of 
age; 11 of these due to accidental ingestion, while 32 were the result  of misguided 
the rapeut ic efforts by an adult. (7) This places a burden upon the doctors who 
prescribe s alicy lates  for infants. It seems th at  a bette r subtitle  for today’s dis­
cussion could be “Iatrogenic Deaths” because  this is wha t is real ly happening. 
Therefore when considering accidental  ingestion, one must  tak e into account not 
only the  tod dle r who has found a bottle of acetylsalicylic acid bu t also that  an 
overdose may have  been administered by  a n adult. I t has been not ed th at  the

•Attending in Pediatri cs, Babies' Un it,  United  Hospit als of Newark, Newark,  N J .
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la tte r was more likely t o be the case in the infan t, while poisoning  in the  2 to 4 yea r 
old is usually the  r esu lt of accidental ingestion.
Clinical manifestations and  physiology

The physiology and excre tion of salicyla te meri t reviewing. The excretion  of 
sidicylates  is slow, the  half-life of salicy late in the body being about 20 hours. 
Eigh ty per cent is ex creted throu gh the kidneys a nd the  remaining 20 per  c ent  is 
excreted in other ways. This means th at  if, due to dehydra tion  for example, the 
urine  excretion is decreased, the  rate of excretion of salicy late will be even  less 
than  50 per cent in 20 hours.

Since aspirin is rou tine ly given every four  hours , it  is easy to  see how it can 
accum ulate in the body. Therefore, t he  tota l dosage th at  the  child has tak en ove r 
three or four days or a week is the  significant  amount in making a presump tive  
diagnosis of salicylism. This is illus trated in  Case  I.  This  10-pound ba by had a 
tot al of 10 grains or 120 mg. per kg., an  a mount  well up in the  toxic range. The 
toxicity was enhanced b y dehydration  due to  fever, diarrh ea and vomiting. These 
symptom s common in sick children decrease the  efficiency of the  kidneys, the reby 
increasing the  a ccumulation of salicylates in the  body.

Now it  is found that  if t he  urine is alkal ine up to a  level of pH 7 the excretion  of 
salicylates is ten times as rapid as when the pH of the  urine is 6. But  due to 
metabolic acidosis the  urine is ordinarily  acid. The re is an initi al resp iratory  
alkalosis and a compensating  loss of bicarbona te. This leads to the  phase of 
metabol ic acidosis due both to the loss of bicarbona te and to the accumula tion of 
ketones and of metabolites . Another toxic effect of salicylates  is an actua l 
increase  in the metabolic  ra te:  with toxic doses, th e metabolism  is increased to the  
point where a  fever may result  from the aspirin itself . Therefore, this  is a para­
doxical effect of overdosage of aspirin and one which migh t very  easily be ove r­
looked. Case II  illustra tes this. The patient was a 13-year-old boy who had a 
tem perature of over  100° by mouth  and, as far as we know now and in retrospect, 
had no infection at  all.

I t is claimed th at  the  basa l metabolic rate  may be increased by as much as 100 
per cent by a toxic dose of salicylates. Diarrhea may also be caused by toxic  
doses of sal icylates. When we realize how often babie s with  diar rhea  are dosed 
with  aspirin, i t becomes readily ap parent  how often aspirin adds to their  difficulties.

Then there is the  fac tor  of dehydra tion due to add itional  wate r loss from the  
lungs, accompanying t he  increased metabol ism. The effect  on the blood-clotting 
mechanism is dem ons trated in attempted suicides by teenagers who occasional ly 
die from a cerebral hemorrhage. This is re lated t o a failure of the clott ing mech­
anism.  Aspirin is chemically similar  to  the coumarins with a similar  ph ar­
macologic effect; therefore Vitamin K is considered pa rt  o f the rout ine tre atm en t 
of salicyla te in toxication .

Outline o f Clinica l Managem ent of Sil icyla te Poisoning
I. Imm edia te

1) Eva luat ion of severity of intoxication
2) Appraisal of s ta tu s of dehyd ration
3) Dete rmination of acid-base imbalance

Test urine  with Phenis tix paper and Nit razene  paper
4) Determ inat ion of e lectrolyte  imbalance
5) Draw blood for the  following laborato ry tes ts:

salicy late level 
COr combin ing power 
Plasma COj con tent 
pH
serum elec trolytes

II . Pending labora tory report
1) Star t int raveno us fluids (5 per cent  glucose in % physiologic  saline)
2) If deh ydratio n is severe hyd rating solution should  be given at  t he  r ate 

of 8cc.’/sq.m. bod y surface per minute for 30 t o 45 minutes
3) After th at time, slow down hyd rat ing  solut ion to 2 cc./sq.m ./min.
4) Correct bicarb onate  anti potassium deficits as indicated

(average require ment: 5 mEq NaIICOj/kg. and  2 mEq K/kg . for 12 
hours)

5) In presence of clinical acidosis and acid urine— NaH COj should be 
given in init ial  h ydratin g solution

II I.  In life- threatening intoxication—consider peritonea l dialysis with 5 per cen t 
album in solu tion or dialysis w ith artific ial kidney
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IV. Administer v itamin K a nd B complex, the  route  of adminis trat ion  depending 
on the condition of the  pa tie nt  

V. Maintenance management
1) Test each urine  voided with Nitrazene paper
2) Perodic (frequent) determ ina tion of:

blood COa-combining power  
blood COj co ntent 
blood pH

As regards other symptom s which occurred in our case of  a tte mpted  suicide— 
the  boy complained of deafness, an  interesting symptom, inasmuch as ringing 
in the  ears is a  frequent sign of  excessive aspirin . This boy actual ly complained 
of deafness.

On admission  we obtaine d a sal icy late  level of 11 mg.% in the  blood of this 
patient.  Using the  extrapola tion metho d of Done (8) it was computed th at  this 
level was approximately  t hat  reached at  20 hours after his ingestion of the  salicy­
late ; we were then able to ca lcula te t hat  he probably  h ad a level close to 100 mg .% 
at  the  peak —which would have been 2 hours after he took the salicy lates .

The toxic  dose is considered to be in the  range of 75 to 150 mg./kg., which our 
first pa tie nt  had.  In  the second case, SO 5-grain table ts—roughly 370 mg./kg.— 
were taken,  which is a fata l dose. Vomiting saved his life.

I t is of inte res t to note th at  in a toxicology tex t, (9) aspi rin is graded  No. 4 
in a classification of toxicity , where 6 is an extremely toxic sub stance  and  1 is 
nontoxic. In this scale aspir in is given a ratin g of 4; in o ther words, it is very 
toxic. Surprising is the universal  use  and  availabi lity of a substan ce th at  is so 
highly  toxic.

I t behooves us all to  be aware of  the  fact  th at  babies a re ge ttin g sick a nd  dying 
every day because of aspirin  given to them  by thei r parents and, in some cases, 
as p rescr ibed by doctors.
Laboratory studies by John Stirling, M.DJ

The  action of aspirin  in the  body is very complicated. It  t ends to ac t on all 
the  systems: on the  nervous system, the "gastrointestinal tra ct,  the resp iratory  
and geni to-urinary systems.  There fore, when the  pat ien t (ad ult  or child) is 
brough t into the hospital , he ten ds to  have a var iety  of symptoms which may  
make t he  d iagnosis somewhat diff icult.

The over-al l action  at  first is one of stimu lation, especially in adu lts.  Late r, 
aspirin ten ds to exert  a generalized depression. Once salicylate  poisoning is 
suspected, the diagnosis is comparatively  easy  from the  laboratory finding. This 
depends up on the  reac tion of ferric chloride with salicylate , giv ing a purple-colored 
compound—ferric sa licylate—which can  be measured.

In the  pediatr ic office, the  phenostix , used for the  dete rmination of phenyl­
ketonuria, also conta ins ferric chloride, and can be used as a rout ine screening 
tes t for salicy lates . Most  children ten d to pass, rather rapid ly, through the  
initial stim ula tory stage following inges tion of this  compound anti, therefore , by 
the time  they  come to the  ped iatr icia n they are usually in a state of generalized 
depression . I t should be borne in mind  th at  children, unde r thre e years of age, 
seem to be much more sensit ive to  this action  of a spirin  tha n adul ts.

In the  early stages of salicy late poisoning there  is prolonged hyperventila tion, 
due to stim ula tion  of the resp iratory cente r. This leads to  a resp iratory  alkalosis, 
which may  be aggravated by a metabolic alkalosis because of the  vomi ting  which 
often  occurs. Therefore , the re is a real  problem in ascer taining and correct ing 
an elec troly te and  acid-base imbalance which may shift rapidly.

As the process continues ketone bodies  are produced, resu lting in an uncom ­
pensated metabolic acidosis. Urine pH at this st age  is ttsually acid. Determ ina­
tion  of blood pH, PCO}, CO}, the  carb on dioxide-combining power, and the use 
of a  nomograph  make possible  an accur ate  determinat ion of t he  acid-base balanc e. 
If  any two of these are determined, the others  can always be dete rmined. In  
other"words, if you oan pick up a CO r combining power and if you ha ve th e facilities 
to do a  total  CO} content,  then the  pH can be dete rmined. If you can obtain  the  
pH and  one of the others, then you will be able to  tell whether the child is in a 
resp iratory  alkalosis or a metabolic acidosis.

Ideally," the pH should  be done on unexposed arte rial  blood b ut  capilla ry blood 
is sufficiently accurate.  The reason for this  is th at  as the blood passes through 
the lungs it' th rows off carbon dioxide, so th at  a pH of venous blood would be 
inaccura te.

< Pathologist, Babies’ Unit, Uni ted Hospita ls of N ewark , Newark, N J.
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I t is also well to determine carbon dioxide content,  because this is impor tan t 
with regard to therapy . Thus, adminis tra tion of bica rbonate would not be ad­
visable  when there is a high serum bicarbona te. Ordinarily, we ge t by with this 
because a st at e of metabolic acidosis is usual ly present by the  time  the child is 
hospital ized.

Other labora tory  tests of importance  are proth rombin dete rminations if the  
child shows any hemmorrhagic tendencies,  and liver func tion tes ts if hepa tic 
damage is suspected . The im portant thing, however, is dete rmination of the  acid- 
base balance.
Questions and comments

A Voice: Dr. Stirling, you said th at  ear lv in this  case the  COj c onten t may be 
elevated. The n, what would the urine pi 1 be?

Dr. Stirl ing:  Generally , when the child  is in a respira tory  alkalo sis the  COj 
content  ten ds to be low. Also, th e pH o f th e blood will be up , and compensatory 
biochemical processes coming into  play result  in an alkaline urine.

A Voice: My reason for asking is th is: suppose this  happens dur ing  the night, 
and a plasma pH determina tion cannot be done;  an d by the  t ime the  child is sick 
enough to need trea tment, he is beyond  thi s stage. Would it help to  get the  pH 
of the urine, and  if the urine were  acid,  then would i t be  perfectly  safe to go ahead 
with the bica rbonate therapy?

Dr. St irling: This has some pitfa lls but as a general rule  i t would apply.
A Voice: Do you  th ink  there would be a ny  danger in giving sodium bica rbonate 

to a child whose urine is acid?
Dr. Stirling: Offhand 1 would say no, bu t one mus t bear  in mind th at  urinary 

pH does not  always reflect plasm a pH.
Dr. Barlin: I think that  some partic ula r cases may have  a markedly elevated  

pH and still have  an acid urine  with  the  pa tient excre ting acid metabolites. 
This is the  reason why—due to the  complexity of this combination of respiratory  
alkalosis  and metabolic acidosis in any one pati ent—the re is no way one can be 
really sure what  the  condition is, by ju st  simple measurement. For tunately, 
almost all of the  younger children  go ra ther  rapidly into  a metabolic acidosis. 
Also, for tunate ly, since there are two factors at  work—a metabolic  acidosis and 
a respiratory  alkalosis—the pH  is rarely  too  far from normal in any  given patient. 
It  is the exceptional case where t he  pH  goes way down or way up du e to t he differ­
en t factors operating. I thin k th at  in any  one pa tient you can not  rely on any 
one m easure; you have to have  al l measures.

Chairman: In  tha t respect, how much help will th e salicy late level be in deter­
mining the sta tus of t he patient?

Dr. Barba: I thin k the  sal icyla te level is of the  biggest help with regard to  the 
kind of thera py  to institute.

If  you use the nomograms in order to  extrapolate  retrospective ly to  w hat  the 
presumed sta rting  level was, and if th is  is reasonably within limits compatible 
with life, the n you can tr ea t the  pnti ent effectively and conservatively with intra ­
venous thera py . However, if you ext rap ola te back and get an unusually high 
level, and  the level continues to be high, then this might just ify using dialysis or 
trans fusio n, depending on the age of the  child.

Dr. Ward: We might focus on one of the  points in the  case of t he  13-year-old 
boy:  we te sted every  sample of urine with the  pH paper, and found t hat  we were 
sta rting  off with a level of pH 5.4 at the outset. We were giving h im bicarbona te 
by mouth in what I think is pro bab ly a conservative  dose (M grain every two 
hours).  We could have given thr ee or  four times  as much. I t  would  probably 
have  been bet ter.

We found  t ha t it took nearly  24 hour s to  ge t his p H rip to  7. In  other words, 
from a t heoretical point of view, we un dertreated  him. We could have  given him 
a good dea l more bicarbonate;  and  he probab ly would have excreted  the sa licylates 
even faster, which in this case was no t a critical problem. However, if you are 
dealing wi th a case which is more toxic , where the  child is in coma, you want to 
achieve a maximum excretion of salicyla tes with the  bicarbonate. You would, 
there fore,  use bicarb onate  in the range of 5 mEq/kg. , given over  a period  of 12 
hours.

Dr. Barba: One o ther imp orta nt po int  that  I would make rela tes to the  occa­
sional case (based on the Henderson equation ) where the  C 0s : bicarb ona te ratio 
is 1:20. With this hyperventila tion, COj is blown off, so th at  the plasm a COj 
level is reduced,  and the kidneys compensate for this by eliminating the  bicar­
bon ate . Th e bicarb onate  then goes down, bu t more slowly. Since this is a 
slower ope rating factor, the pa tie nt will h ave  an eleva ted pH.
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Due to the toxic effects of salicylates, which will a t times cause  a depression  
instead of s timulation, the  p at ient ’s re spira tion sudd enly  may become depressed, 
and, in that  case, he will rapid ly reaccumulate  the COj. The  kidneys can not 
possibly compensate for this  quickly, and severe resp iratory  acidosis will ensue— 
in fact, very, very quickly. The only  possible remedy in this  cr itical situ ation is 
to p ut  the  pat ien t on positive  pressure th erapy so th at  he is vent ilated and  there by  
helped to blow off the  COj,  combat ing the resp iratory acidosis. I think th at  in a 
severe case of salicyla te poisoning, you should always have the  in term itt en t 
posit ive pressure breath ing  app ara tus  available for imm edia te use.

Chairman: Are th ere  a ny  fur the r comments?
A Voice: Dr. Finberg has  advocated the  use of diamides, and  I would like to 

find ou t whether th at  advo cacy  has found any  ferti le ground, and  if it  has, I 
would like to speak aga ins t it.

Dr. Barba: My com men t is based on the  few reports  I have read ab ou t this, 
though I have never used it : there  was one encouraging, and  several discouraging  
reports.

The  work conducted at  Kings County Hosp ital in 1954 showed th at  diam ides  
would alkalinize the  urine of dogs poisoned with salicylates and thereby increase 
the excretion o f salicy lates . The  publication  of these  results  was delayed, un til  
fur the r exper imentation proved  that  this was life-saving.

Rats poisoned with salic ylates were then treated with alkali  or with alkali  plus  
diainide. The alkali alone worked much bet ter . The  diamides produced  an 
acidosis.

So, I believe th at  while diamides would elim inate  the  salicy lates faster, as 
Dr.  F inberg said, if a ch ild is just bet ween life and  de ath , I th ink  there  are  reasons 
to  suppose that  this  tre atmen t might be dangerous. Therefore, I would ra ther  
use dialysis, the in term itt en t positive  pressure, and sodium bicarbonate.

Dr. II'aril: I t might be worth pointing out that  in the  peritoneal dialysis , 5%  
albumin is recommended in the  solution. I think  that  would be very sensible 
because  the a lbumin will bind the  salicy lates and make the ir excretion much more  
effective.

The other  thing which has  no t beep brought up is the effect of salicyla te poison­
ing on potassium. The  whole process works so as to depress potass ium, which 
was observed in our case.

Chairman: I think th at  as  pedia tricians we have tremendo us responsibilities to 
sec th at  such a toxic sub stance  as salicy late is n ot so easily available, especially 
those abominable baby-aspirin table ts.

Dr. Stir ling: May f ask about the  use of Tha in (tri s hydroxym ethyl ) amino- 
methane here?

Dr. Barba: Yes, Tham, has been used; the  difficulty with Tham is th at  it  
occasionally prec ipita tes a resp iratory arre st, so th at  you have to be able again  t o 
ma inta in adequa te prolonged re spira tory exchange artific ially .
Summary

Two cases of salicylate poisoning are presented in: 1) a 3-month-old infant who 
received aspirin  in the rapy ; 2) an adolescent boy who att em pte d suicide.

I t  has been emphasized th at aspirin is highly toxic. The  toxic manifes tations 
include resp iratory  alkalosis, metabolic acidosis, increased basal metabolic ra te  
with resu ltan t fever and  dehydration, proteinu ria,  hypoproth rombinemia,  hypo­
kalemia, diarrh ea, tra ns ient  "deafness, coma, epistaxis anti  a tenden cy to  hem­
orrhage. The toxicity is enhanced by slow excretion, which is fur the r retard ed 
by acidosis or deh ydratio n. Accordingly, on a q 4 h dosage schedule  th e drug 
may accum ulate  to  toxic levels, even though  individual doses may not have ex­
ceeded genera lly accepte d therap eut ic amounts . Aspirin is far  from innocuous, 
and the  harmful effects mu st be balanced against the  a nticipated benefit.

The tre atm en t of s alicylat e in toxica tion is discussed, with app ropriate emphasis  
on the correction of e lectrolyte  and acid-base imbalance.
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Mrs. Sullivan. Thank you.
After the revised version of H.R. 1235 was introduced containing 

this new section on flavored aspirin for children, I again went, the 
rounds of the executive dep artment, as 1 had in previous Congresses, 
trying to get admin istration suppor t for the omnibus bill approach 
to  all of the inadequacies of the Food, Drug, and Cosmetic Act.

I failed again—the White  House and HEW  strategists decided 
against my approach in favor once again of the piecemeal approach— 
bu t I received a great deal of news coverage on the aspirin section 
and a year or more later,  this proposed child safety  bill came up, 
containing several other major provisions of H .R. 1235, on labeling 
and modification of the exemption of foods, drugs, and cosmetics 
from the Hazardous Substances Labeling Act, and also including 
for the first time in an adminis tration bill a provision on flavored 
aspirin, although, as 1 said, it. is only a halfway adoption of section 
14 of my bill.

Naturally,  I support this bill as far as it goes. But I am truly 
distressed at how little the administration has asked for, and how 
timid ly it has asked for it. The witnesses you are going to hear 
this morning will undoubtedly be eloquent in telling you it goes too 
far—as they  would, I am afraid, of any bill which interfered with 
them in any way.

I don’t think the moderation evidenced in this administration bill 
will achieve consensus. So why not light for what is needed, such 
as a complete ban on flavored aspirin plus the other provisions on 
H.R . 1235 as listed in the bill’s t itle as follows and I quote the bill:

A bill to protect the  p ubl ic hea lth by amending the  Federal Food, Drug, and  
Cosmetic Act so as to  amend certain  label ing provisions  of the food, drug, and cos­
metic chapters to assure adequate  informatio n for consumers, including caut ionary 
labe ling of ar ticles where need ed to prevent acciden tal injury ; proh ibit  wortliless 
ingredients in special die tary foods; require new thera peuti c devices to be shown 
safe  an d efficacious before t hey are marketed com mercial ly; require  all antib iotics 
to  be certified: require  cosmetic to be shown safe before they  are marketed com­
merc ially ; clarify and  stre ngthe n existing inspec tion autho rity; make add itional 
provisions of the a ct appl icable to  ca rriers; prov ide for adm inis trat ive  subpenaes,  
an d prohib it the use of carc inogenic color addi tives in anim al feeds.

Mr. Chairman, I have a big file of letters th at  I received from all 
over the country after the  flavored aspirin ban in my bill was widely 
publicized, and T will read excerpts from four or five of them to give 
you an idea of the kind of people who have been writing me on this 
subject.

One is from the  c ity of New Rochelle, N.Y ., from the supervisor o f 
arts in the city schools there. This gentleman, Mr. Mortimer H. 
Slotnick, says:

How we can tolera te such  bui lt-in  booby tra ps  is beyond  comprehension. As 
th e fa the r of a baby  who consumed a  bott le’of ta sty  orange-flavored baby aspirins, 
I can sta te with the  greate st emphasis th at  dangerous medicines should tas te
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bitt er or sour or just  bad. The good Lord smiled on our baby and we discovered 
the deed in time and pumped her out with no bad effects.

Then Dr. John Ambach of Louisville, Ky., writes:
For several years I  have disparaged the use of baby aspirin in the home and this 

“peculiar” behavior was prompted by case after case of children eating the aspirins, 
and in some instances rather severe aspirin intoxications that  required very 
strenuous hospital measures to overcome.

And Mr. and Mrs. Clarence L. Hurst of St. Louis wri te:
I have heard  the stories th at mothers tell, t ha t is: They were sure the aspirins 

were on a high shelf, and the child could not reach them, and I have heard that 
they were sure the  baby could not get the safety top off the bo ttle; of course, other 
explanations in addition. Despite this , the children were still being poisoned and 
rathe r routinely.

We have for the last several years used acetaminophen derivatives and until 
recently dipyrone derivatives for reducing fever in children and have done 
beautifully w ith these products.

Thanks' a million for t rying to  discontinue the baby aspirin. Last week our 3- 
vear-old nephew was taken to the hospital  here af ter eating a number  of them. 
Luckily he ju st s tayed over night and he survived, but many of them don’t.

Dr. William B. Mcllwainc II I,  a pediatrician from Petersburg, 
Va., said:

The enclosure—
A newspaper account of my bill—

interests me a great deal as I am heartily  in favor of prohibiting the  sale of flavored 
aspirin for children. At least three or four times a week, I am told, t he hospital is 
engaged in washing out some child's stomach, and I personally feel it is a very 
dangerous drug in the flavored form.

I have received similar lett ers  from other pediatricians. The 
chief of pediatrics at  the Presbyterian Medical Center in San Fran ­
cisco, Dr.  Lester  A. Luz, says:

I have jus t recently read in the San Francisco Chronicle of your efforts to 
abolish the distribu tion of candied aspirin for children. As a pediatrician I wish 
to commend you for your action. I sincerely hope you will succeed in your 
project.

On the other  side of this issue, I  heard from several people, in fact 
four from mothers who say “How foolish can you get? Aspirin lias 
saved my child. Why would you outlaw i t?” Of course I do not wish 
to ban all aspirin, but  I think  we should ban the candied flavored 
aspirin as a leading killer of children under 5, when plain aspirin can 
be given the child with a l ittle ingenui ty and imagination, and with 
little chance of the child accidental ly ingesting any in the mistaken 
belief it is candy.

Thank you Mr. Chairman.
Mr. R ogers of Florida. Thank  you very much, Mrs. Sullivan, 

for a very excellent statem ent. I appreciate very much your thoughts 
and know that  you have given a great deal of time to this subject over 
the years.

Any questions?
Mr. Satterfield. No questions, Mr. Chairman.
Mr. Springer. Mrs. Sullivan, this  is an excellent stat eme nt and 

I  know how long you have been very much interested in this subjec t 
before the committee and it is im portant that we do take cognizance 
of it.

Do you have anything agains t H.R . 13886?
Mrs. Sullivan. Only that  i t doesn’t go far enough.
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Mr. Springer. But you are not opposed to anyth ing in the bill at 
present time?

Mrs. Sullivan. No; I am not.
Mr. Springer. You are not opposed to any feature in H.R . 13886.
Mrs. Sullivan. That is right.
Mr. Springer. Your only thinking about it  is th at you believe th at 

it  ought  to do more or contain more safety  features; is ti iat correct?
Mrs. Sullivan. Tiiat is correct.
Mr. Springer. Would you support the bill if it came to the floor?
Mrs. Sullivan. Yes; I  would.
Mr. Springer. Thank you, Mr. Chairman.
Mr. Rogers of Floria. Mr. Mackay.
Mr. Mackay. No questions
Mr. Rogers of Florida . Thank you very much, Mrs. Sullivan, 

We appreciaet your  presence here this morning.
Mrs. Sullivan. Thank you.
Mr. Rogers of Florida. Our next witness is Mr. C. Joseph Stetler, 

who is President of the Pharmaceutical  M anufactu rers Association.
Mr. Stetler, the committee would be glad to hear  you now, and if 

you would like to please ident ify those with you for the record.

STATEMENT OF C. JOSEPH  STETLER, PRESIDENT, PHARM ACEUTI­
CAL MANUFACTURERS ASSOCIATION; ACCOMPANIED BY ROD­
NEY MUNSEY, COUNSEL; AND DR. HART VAN RIPER,  VICE
PRESIDENT FOR MEDICAL AFFAIRS, GEIGY PHARMACEUTICALS

Mr. Stetler. Mr. Chairman, I would like to have with me Dr. 
Ha rt Van Riper and Mr. Rodney Munsey.

Mr. Rogers of Florida. Thank you.
Mr. Stetler, Mr. Chairm an and members of the committee, it is a 

privilege for us to appear before you today to present the views of the 
Pharmaceutical .Manufacturers Association on title  I  of H.R. 13886, 
a bill, as you know, entit led, “The Child Safety Act of 1966,” and 
several related measures.

With your permission I would like to file for the record our complete 
statement that  was submitted to the commit tee ami 1 will present an 
abbrev iated version, if 1 might.

Mr. Rogers of Florida. Without objection your  complete state­
ment will be made par t of the record at this point anil we will beglad 
to have your comments.

(Mr. Stetler’s complete statement follows:)
Statement of C. J oseph Stetler , P resident, P harmaceutical 

Manufacturers Association

Mr. Chai rman  and m embers o f th e committee, it is a privilege to appear before 
you today to  present the  v iews of th e Pharmaceut ical Manufactu rers  Association 
on Tit le I of H.B.  13886, 89th Congress, a bill entitl ed “The Child Safety Act 
of 1966,” and several rela ted  bills.

My name is C, Joseph Ste tler. I am the  Pres iden t of the  Pharmaceutica l 
Ma nufacture rs Association, a tra de  association composed of some 140 m anufac­
turers producing abou t 95 per cen t of the  drugs  sold on presc ription or  promoted 
to  t he  medical profession in t his  coun try.

Our  member firms conduc t extens ive research and develop, manufac ture  and 
dis tribu te products which prolong and  save lives. During  t he  p ast  thi rty  years,
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the  U.S. pharmaceutical ind ust ry has become the  world’s lead er in developing 
new medicines. Of 604 major new drugs which have been made avai lable  since 
1941, nearly two- third s orig inate d in this  coun try with only a rela tive  handful 
coming from oth er than private indust ria l research. New drugs have been a 
major fac tor in bringing abo ut an  astonishing reduct ion in morbidi ty and m orta lity .

The  Nat ional Health Edu cat ion  Committee has estim ated  th at the  decline 
in morta lity  rates since 1937 has add ed almo st nine billion dolla rs to  the  nationa l 
economy each year. More than  fou r million Americans living  tod ay would be 
dead  if 1937 dea th rates had  con tinu ed.  The decline in the  num ber  of mental 
hospi tal pa tie nts in the last  nine yea rs has saved  approxima tely S4 billion in 
ins titu tion al cons truct ion costs aloni'.  More t ha n half of the hosp ital beds used 
for care of tubercu losis pa tients  in 1956 a re now avail able for other purposes, 
and  many tuberculosis facilities hav e been converted  to other uses, for lack of 
TB  pat ien ts. Equally imp ortant  is the  role drugs have played in the  vir tua l 
elimination of poliomyelitis throughou t the world.

Although drugs may not be solely responsible for these resul ts, they unques­
tion ably deserve a substantial degree of credit. One stat isti c alone dram atizes 
what has happened . Of the  more than  775 million prescriptions w ritt en in 1964, 
it  is est imated th at  70 per cent  could not have  been filled in 1950, for  the simple 
reason th at  the  d rugs prescribed were  not then in existence.

This r evolution is att rib uta ble  to many factors . One is the  enorm ous research  
program of the  pharmaceut ical ind ust ry.  Since 1950 its ann ual  research and 
development expenditure has increased eight-fold. In 1966 alone, it is estimated 
such expenditure s will amount to  ab ou t S350 million—bringing to ta l industry 
resea rch to  well over $2 billion since  1950.

We appear today to offer our  comments concerning the provis ions of II.R . 
13886, H.R . 14557; H.R. 14632, 11.R. 15269 and II.R.  15301 as they rela te to 
limitat ions on child ren's aspir in, safe ty closures on reta il drug conta iners , and 
caut ionary drug  labeling. In order to simplify our  sta tem ent , we have addressed 
our  remarks to 11.R. 138S6 recognizing, of course, th at  th e o ther bills have one or 
more like provisions.

1. LIMITATION ON QUANTIT Y OF CH ILD BE N’s  ASP IRIN IN RETAIL PACKAOE

Section 2 of the bill would au tho rize t he  Secre tary of the Depar tment  of Hea lth, 
Edu cat ion  and Welfare to limit  by regulation the quantity of aspi rin  or aspirin- 
containing produc ts in a  retail  con tain er if the produc t was prepared in a  dosage 
form intencled for children.

It  is presumed from the tes timony  previously presented on this  proposal  th at  
this  section is intended to app ly solely to “children ’s aspirin.”  As w ritte n, how­
ever, the  section would embrace not only the specially  formulated prep arat ions 
we think of as "chi ldren’s asp irin ” bu t would also include all oth er aspir in- 
containing produc ts and other forms of salicylic acid which car ry children’s 
dosage recom mendations  on the ir labels. Present Food and Drug Regula tions 
require , incidenta lly, th at  all aspirin  tablet s include in thei r labeling dosage  direc­
tions for ch ildren  down to thre e year s of age.

To our knowledge no p arti cular prob lem of child abuse of these other products 
has been shown to exist, nor did President  Johnson in his Consumer  Message 
of March 21, 1966, request action  wi th respec t to these  prep arations.  He asked 
Congress to  “Limit  the  am ount of child ren’s aspir in available in r eta il packages.” 
Commissioner Goddard  in his sta tem en t before the  House Interst ate and  Foreign 
Commerce Com mittee on June  24, 1966, clearly indicated th at he considers 
the  problem to be one centered on aspirin that  is “ colored and f lavored  to  ease th e 
paren t’s t ask to  give the  medicine to  a feverish and  fretful child.”

In  order to properly focus t he  bill, we recommend the  following amend ment in 
H.R.  13886: In  line 11, page 2,

Strike the word “in tended” and  i nsert  in place thereof “specifically formulated 
and labeled.”

Further,  thi s section in its pre sen t form would give the Secretary power to 
establ ish bv regula tion a limit  on the  aggregate quan tity of “c hildren's aspi rin” 
in each container. As indicated by earlier testim ony, scientific opinion is ap­
parent ly avai lable to establish the  qu an tit y of aspir in or salicylic acid which is 
likely to cause  death or serious in jury to  children of ten der  age. Th us  we believe 
the limi tation, as established by scientific evidence, be writ ten into  the sta tu te  
rat he r t han left  to the  regulatory discretion  of the Secretary of Health, Education , 
and  Welfare.
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2. SAFETY CLOSURE ON RETA IL DRUG CONTAINER S

Section 3 of the bill wou ld au thor ize the Secre tary of t he  Department of Hea lth,  
Education, and  Welfare to  require, by regulation,  th at  reta il containers for any  
dru g prod uct designated by him be secured by a “sa fety closure.”

Ind ust ry is in sym pathy with  the  objectives of thi s proposal  as evidenced by 
its continued att em pts to  develop, on its  own initi ative, closures which would 
effectively preven t acc identa l poisoning. However , the  criteria  of the bill are so 
bro ad th at  they cover  every  form of con tainer and  produc t, including bot tles , 
tube s, jars , ampul, s, etc., whether they are for prescription or over -the-counter 
drugs . Also covered would be the conta iners  which the  reta il pharmacist  uses in 
dispensing drugs p urs uant to  a  physician’s order.

Withou t so ne  indication  of the types  of “safety  closures” envisioned for the  
var ious produc ts and containers marketed, it is not  possible to determine how this  
require ment would affect the  pha rmaceutica l industry in term s of cost of goods 
and investment in man ufactur ing e quipment, Nor  is it possible to e stim ate how 
this provision would affect  the  ultimate cost and ava ilab ility of p roducts  to the  
consumer. Under the wording  of this section, Industry could be faced with 
constan t change of e quipment and package requ irements  in order  to conform to 
the  opinion of FDA. Thi  - prospect is par ticularly  troublesome since at the 
pre sen t time no one in ind ust ry or government has been  able to devise a really 
effective or satisfactory closure.

As writ ten,  the  bill would give the  Secretary  vir tua lly  unlimited autho rity  to 
impose, by regulation , a s afe ty closure requ irem ent whenever he determ ines such 
is necessary witho ut any corresponding dete rmination th at  the drugs affec ted 
hav e been frequently involved in accidental poisonings.

Fina lly, and very frankly,  we do not believe that  our indu stry , with a high 
degree of exper tise in this  field, should be subjecte d to loose regula torv  autho rity  
in the Food and Drug Adm inist ration, wiiich is not par ticu larly conversan t with 
the  subjec t.

Since there are no completely  s atisfactory answers avai lable at  this time to the  
“ safety closure” quest ion, we would recommend th at  Congress first require a jo int  
gove rnment- industry  study with result s to  be considered by this  committee  before 
broad legislation of thi s t yp e is enacted.

3. DRUG LABELING REGULATION

Section 4(b) of the  hill would amend Section 502(f) of the  Food, Drug  an d 
Cosmetic Act  to provide, among othe r th in s—

(а) Th at drug  labe ling be required to bear  “a dequate  warnings” against 
a “substant ial and  reasonably  foreseeable risk of causing accidental injury ” ;

(б) That drug labe ling be required to bear ins tructions  for first-aid tre at ­
ment “when necessary or app ropriate” ; and

(c) The vesting of au tho rity in the Secre tary of HEW to promulgate  drug  
labeling regulations rega rding specific drugs or classes of drugs (with out 
< pp ortu nitv  fo r hear ing) on “such other info rmation relat ing to the foregoing 
matters and to  side effects, contraindications, effectiveness and oth er m atte rs”  
in order  to carry  ou t the purposes of the ame ndm ents . The  regula tions 
auth orized could also include the designation  of ma tte rs to  be included in or 
omi tted  from labeling and emdd r ela te to specific drugs o r classes of drugs.

The  preamble  to Il. lt . 13836 sta tes  the purpose of the proposed legislation to  be 
“T o p rote ct ch ildren and  others from accidental dea th or inju ry by amending * • • 
with respec t to aspirin  intend ed for ciiildren, safety  closures, on drug containers 
and cautionary labeling of conta iners.”

In our opinion the  regu lation prom ulgating au tho rity regarding side effects, 
contraindications, effectiveness and  other ma tte rs included in section 4(b) of tins 
bill is not related to tha t stated  purpose. This is an  entirely separate issue witl t 
diffe rent  implications and should be considered in connect ion with other pending  
bills. In any event , we oppose the drug labeling  p rovision in Section 4(b) first, 
because  of the extent  of contro l, over all drugs, which this  p rovision would give 
the  Secre tary in connect ion with every piece of prin ted matter that  falls within 
the  broad purview of the term  “label ing.” The  p rovis ion is in effect a “blank 
check ” to  issue regu lations prescribing the exact words th at  must be used in 
labeling, and  the  wings th a t cannot be said, abo ut accid ental  injury,  first-aid. 
side effects, cont raindica tions, effectiveness “a nd othe r ma tte rs.” Authorizat ion 
would be gra nted  to  prescribe the exac t manner and form of statements  in labeling 
on these subjects.
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I t  would appear th at  thia  regulation-making au thor ity  is broad  enough to  

auth orize the  Food and Drug  Administ ration to  issue a regu lation for an entir e 
class of drugs, sta ting precisely th e words to  use to  describe a drug’s effectiveness, 
side effects, cont raind ications, risk of acc idental inju ry, and  first-aid instructions . 
I t  would also authorize F.D .A. to  say th at  no other language  on any of these 
subject s could be included in  any  labeling. All th e S ecre tary  would  need to do, as 
a basis for issuing such a  regulation, would be to  make th e broad a nd  vague  finding 
th at  such a requ irement is necessary for the  safe and  effective  use of a drug  or 
class of drugs.

There has been no need establish ed for such a sweeping grant of regu lato ry 
autho rity . The phrase “o ther  ma tters” could be interp reted to  mean whatever  
the  Food and Drug A dminis trat ion wants i t to  mean. To make the proposal even  
more objectionable, affected manufac ture rs would not even be ent itle d to  an 
adm inis trat ive  hearing on the merits of any regulations enac ted.  Even the 
Federal Hazardous Substances Labeling Act which  deals w ith much  narrower issues 
embraces the  safeguards of Section  701(e) of the Federa l Food, Drug and Cosmetic 
Act.

Complete  info rmation regarding effec tiveness, c ontr aind icat ions and side effects 
is alre ady  required by the  Food, Drug and Cosmetic Act in the labeling  of all 
drugs. To grant F.D.A.  the  aut hor ity to  unilateral ly dic tat e w hat  th ey  are , may  
grant the  power to tha t agency, at  its  whim, to require any and  all well establ ished  
drugs to  be precleared at  any tim e throug h the  new drug provis ions of t he  Act.

We oppose in its present form  the  requ irement th at  drug labeling  be requ ired 
to  bear  ade qua te warnings again st substan tial  and  reasonably  foreseeable risk of 
causing accidental inju ry as being  too vague and  uncerta in. At the  present 
time,  drug manufac turer s have a du ty imposed by law to warn against known or 
reasonab ly foreseeable dangers of a product. The duty does not,  in general, 
however, extend  to unknown side effects where the  manufacturer  has exercised 
all reasonable efforts to determ ine  the  nature  and  effects of the  prod uct.  Nor  
do the courts usually constru e the  duty to warn to  extend to harmful effects to 
the  idiosyncra tic or allergenic indiv idual. No cases have  found a manufacturer 
liable for failure  to warn of the dangers resulting  from misstise.

I t  certa inly could be a rgued th at  every untoward  in cide nt repo rted  to a manu­
fac turer (whether substa nti ate d or not) is notification of a “reasonably foreseeable 
risk.” Mu st label warning be included for each such report?  Drugs bv the ir 
very na ture  have certa in propensi ties for causing untoward  effects. A drug  
manufacturer  may do the  fine st job  known to science in the development of a 
drug, ye t it is a  f act that  some person somewhere, sometime and at  some dosage 
level will suffer some side effect from the drug. The “risk of causing accidental 
inj ury” is foreseeable, the  typ e of injury may or may no t be foreseeable. We 
recommend, therefore, th at  the  provision be deleted or, in the alte rnative , th at  
it  be amen ded to read:  “ Against a known or reasonably foreseeable in jury  causing 
prop ensi ty of the drug  in a sub stan tiid  number of users when the drug is used 
according  to the  directions for use * *

Many  of the sta tem ents ju st  made  apply equa lly to  the requ irem ent for “in ­
cluding instructio ns for first-aid tre atm ent ’ even  thou gh th at  requirement is 
limi ted to  situations “when necessary or app rop ria te.”  A new duty would be 
imposed by this  language, a violation  of which may con stit ute  negligence per se, 
although the  guidelines proposed in the  bill are general in cha rac ter and lack 
definite stai tdards. There is no requ irement tha t risks for a sub stantial number 
of people be involved. In add ition, the possible numb er of pe rmuta tions or com­
binatio ns of f irst-aid  instruc tion s for either accidental misuse, or even proper use 
is v ast,  and at  t he  very leas t th is requ irem ent would foster litigation .

The  contention th at  has  been  made th at  the  situ ation is analogous to  the  
Federal Hazardous Substances Labeling Act is erroneous. Hazardous substances 
are confined to inflammable, corrosive, irr itant or toxic chemicals and far more 
precise treatm ent , expurga tive or antidota l in characte r, is usual ly avai lable  to  
avoid continuing injury from conta ct of the subs tanc e with body tissue. Drug 
side effects on the oth er hand, are  not generally subject to first-a id treatm ent . 
Persons should be directed onlv to  con tact  a physician imm edia tely.  Indeed , 
drugs were included within the  Federal  Hazardous Substances Labeling Bill when 
proposed but were deleted p rio r to  passage of the  Act.

A need has not been estab lished t o grant  the  autho rity  to  the  Secretary  of Health 
Edu cation, and Welfare which is set forth  in Section 4(b) of this  bill. In our 
opinion, therefore, the provis ion should be deleted from this  bill.
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We are grateful for the oppor tunity to present our views to  the Committee on 
the pending bills. If there are questions we will be happy to attempt  to answer 
them.

M r. Ste tl er . As I men tio ne d,  I am acc om panie d tod ay by Dr . 
H a rt  Van  Ripe r and  Mr. Ro dn ey  Munsey. I would ju st  like to very 
brie fly ide nt ify  them for  th e comm itte e.

Dr . Van  Riper is a p hysic ian . He is a bo ard cer tified pedia tric ian . 
He has  had extens ive exp erie nce  in pr iva te  pra cti ce  and  for  ma ny 
ye ars was medical di recto r of the  Na tio na l Fo un da tio n for In fan tile 
Pa ralysis.  He is presen tly  the  vice president, for  medical affair s of 
Ge igy  Pharm ace uti cal s.

Mr.  Munsey  is an at to rn ey  a nd  is a m em ber of (lie lega l s taff  of the 
Ph armaceu tic al  Man ufac ture rs Asso ciat ion.  He has been  very acti ve 
for m an y years  in work inv olv ing  the Foo d, Drug , an d Cosmet ic Act.

We ap pe ar  he re tod ay to comm ent, as I said , con cerning the pro vi­
sions of sev era l bills th at  are  before the  comm itte e as they rel ate  to 
lim ita tio ns  on ch ild ren ’s aspir in,  saf ety  closures  on re ta il dru g con ­
tainers,  and cauti on ary drug  label ing.

I n o rde r to simplify o ur st  at ement I will a ddress  my r em ark s t o II.R . 
13886, recognizing  tha t the  o th er  bills have one or m ore like prov isions. 
Fi rs t, with respect to the  lim ita tio n on the  quan ti ty  of ch ild ren ’s 
aspir in in ret ail  package s, sec tion 2 of the  bill wou ld autho rize the 
Se cretary of the  Dep ar tm en t of He al th , Ed ucati on , an d Welfare to 
lim it by reg ula tion  the quan ti ty  of aspi rin or asp irin -co nta ining  p rod ­
uc ts in a ret ail  conta ine r if the  prod uc t is pre pared  in a dosage form 
inten de d for children.

I t  is presum ed by  us fro m the tes tim ony previo usly presen ted  on 
th is proposal th at  this sec tion  is  in ten ded to app ly solely to “c hild ren’s 
aspi rin .” How ever , as wri tte n the section  would embra ce no t only 
the specif ically  formu lated prep arat ions  t hat  we th ink  of as “c hildren’s 
aspi rin ,” but would also inc lud e all oth er asp irin -co nta ining  products 
and othe r form s of salicy lic acid  which ca ny  ch ild ren ’s dosage recom­
men da tio ns  on the ir labe ls.

Incid en tal ly,  presen t food  and  dru g reg ula tions req uir e th at  all 
asp irin tablets include  in thei r labelin g dosage instr uc tio ns  for  chil­
dren  dow n to 3 yea rs of age.

To  our knowledge no pa rt ic ul ar  problem  of child  abuse of these 
othe r prod uc ts has  been  sho wn to exist , nor  did the  Pres iden t in his 
con sum er message of M arch  21 requ es t act ion  wi th res pect to these 
preparati on s. In  th at  message  he asked Congress to “Lim it the  
am ou nt  of child ren ’s aspir in ava ilab le in re ta il packages. ”

We also not ed th at  when Com mis sioner  Go ddard  appea red  before 
th is comm itte e on Ju ne  24 th a t in his  tes tim ony he clearly ind ica ted  
th a t he cons iders  the  pro blem to be one cen tere d on asp irin s th at  a re 
“colored and  flavored.”

There fore, we would suggest  wi th res pect to  sec tion 2 of th at  an 
am endm ent is in ord er to mo re pro perly  focu s th at sect ion on chil­
dr en ’s asp irin . I t  could  be done  on line  11, page  2, by  str iki ng  the 
word “ inten ded” and  inserting  in lieu the reo f the  words  “specifica lly 
form ula ted  and  lab ele d.”

One o ther  th ing  in t his  pa rti cu lar sec tion  t ha t we wou ld com ment on, 
and th at  is the  proposal to  give  the  Secre tar y of HEW  power to 
es tab lish by reg ula tion  a  lim it on the  ag gregate qu an ti ty  of “c hildre n’s 
as pi rin ” in  each con tain er. As ind ica ted  in ear lier  te stimon y b y F DA
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scientific opinion is apparently available to establish the qua ntity of 
aspirin or salicylic acid which is likely to cause dea th or serious inju ry 
to children of tender age is accidenta lly ingested.

Thus, we believe the limitation, as established by scientific evidence, 
could and should be written  into  the sta tute rath er than  left to the 
regula tory discretion of the Secretary of HEW, who would turn the 
decision over, I am sure, to the Commissioner of Food and Drug.

Now, then,  with respect to the safety closure provisions. Section 3 
of the bill would authorize the Secretary of the Department of Health , 
Education, and Welfare to require by regulation tha t retail containers 
for any drug product designated by him be secured by a “safety 
closure.”

I woidd like to say, and say emphatically, that industry is in sym­
path y with the objectives of this proposal as evidenced by its con­
tinued attempts to develop on it s own init iative closures which would 
effectively prevent  accidental poisoning.

However, the criteria of this section of the bill are so broad that 
they  cover every form of conta iner and product, including bottles, 
tubes, jars, ampoules, et cetera , whether they are for prescription or 
over-the-counter drug products.

Also covered would be the containers which the retai l pharmacist 
uses in dispensing drugs pursuant to a doctor’s order.

Without some indication of the types of “safety closures” tha t are 
envisioned for the various products and containers marketed, it is 
not possible to determine how this requirement would affect the 
pharmaceutical industry in terms  of cost of goods and investment in 
manufacturing equipment.

Nor is it possible to estimate how this provision would affect the 
ultimate cost and availability  of products to the consuiner. Under 
the wording of this section, industry  could be faced with constant 
change of equipment and package requirements in order to conform 
to the curr ent  opinion of the Food and Drug Administration.

This prospect is parti cularly troublesome since at the present time 
no one in indust ry or Government has been able to devise a generally 
acceptable or a really effective or satisfactory so-called safety closure.

As written , the bill would give the Secretary virtually unlimited 
auth ority  to impose by regulation a safety  closure requirement  when­
ever he determines such is necessary without any corresponding de­
termination tha t the drugs affected have been frequently  involved in 
accidental poisonings.

Finally, and very frankly, we do not believe that  our industry, which 
has a high degree of expertise in this field, should be subjected to 
loose regulatory  authority in the  Food and Drug Adminis tration, which 
is not particu larly conversant with the subject.

Since there are no completely satisfactory answers available at 
this time to the “safety closure” question, we would recommend tha t 
Congress first require a s tudy, possibly a joint  Government-industry 
study, which we would be happy to participate in, with the results 
to be considered by this committee before broad legislation of this 
type is enacted.

Our final comment would be with respect to section 4(b) of the bill 
dealing with the drug-labeling regulations. This section would amend 
section 502(f) of the Food, Drug, and Cosmetic Act to provide 
among othe r things, tha t drug labeling be required to bear “adequate 
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warnings” against a “subs tanti al and reasonably foreseeable risk of 
causing accidental injury” ; second, tha t drug labeling be required to 
bear instructions for first aid treatment “when necessary or appro­
pria te” ; and third, the vesting of autho rity in the Secretary of HEW 
to promulgate drug-labeling regulations regarding specific drugs or 
classes of drugs (without an opportun ity for hearing) on “such other 
information relating to the foregoing matters and to side effects, 
contraindications, effectiveness, and other matt ers” in order to carry  
out the purposes of the amendments. The regulations authorized 
could also include the designation of matters to be included in, or 
omitted from, labeling and could be related to specific drugs or classes 
of drugs.

'Phe preamble to II.R.  138S6 states the purpose of this proposed bill 
to be to protect children and others from accidental death or in jury 
by amending the Federal Food, Drug, and Cosmetic Act with respect 
to aspirin intended for children, safety closures on drug containers, 
and cautionary labeling on containers.

In our opinion the regulation promulgating author ity regarding side 
effects, contraindications, effectiveness and other matters included 
in section 4(b) of the bill is not  related to t hat  stated purpose.

This  is an entirely separate issue with different implications and 
should be considered in connection with other bills now pending before 
this committee and which, incidentally, include an identical provision.

In any event, however, commenting on this specific provision at  
this time, we do oppose the drug labeling provision in section 4(b), 
first, because of the exten t of control over all drugs which this pro­
vision would give the Secretary in connection with every piece of 
printed mat ter tha t falls within the broad purview- of the term 
“labeling.”

The provision is in effect a blank check to issue regulations pre­
scribing the exact words t ha t must be used in labeling, and the things 
that canno t be said, about accidental injury, first aid, side effects, 
contraindications, effectiveness, and other matte rs. Authorization 
would be granted to prescribe the exact manner and form of sta te­
ments  in labeling on these subjects.

It  would appear that this regulationmaking auth ority is broad 
enough to authorize the Food and Drug Administra tion to issue a 
regulation for an entire class of drugs, stating precisely the words to be 
used to describe a drug’s effectiveness, side effects, contraindications, 
risk of accidental in jury, and first-aid instructions.

It  would also authorize FDA to say tha t no other language on any 
of these subjects could be included in any labeling. All the Secretary 
would need to do as a basis for issuing such a regulation would be to 
make the broad and vague finding that  such a requirement  is necessary 
for the safe and effective use of a drug or class of drugs.

There  has been no need established for such a sweeping grant of 
regula tory authority . The phrase “other matt ers”  could be inter­
preted to mean whatever the Food and Drug Administration wants it  
to mean. To make the proposal even more objectionable, affected 
manufacturers would not even be entitled to an admin istrative hearing 
on the merits of any regulations enacted. Even the Federal Haz­
ardous  Substances Labeling Act which deals with much narrower issues 
embraces the safeguards of section 701(e) of the Food, Drug, and 
Cosmetic Act.
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Complete information regarding effectiveness, contraindications, 
and side effects is already required by the Food, Drug, and Cosmetic 
Act in the labelings of all drugs. To grant FDA the authori ty to uni­
latera lly dictate what t ha t wording should be may g ran t the power to 
tha t agency at  its whim to require any and all well-established drugs to 
be precleared at  any time through the new drug provisions of the act.

We oppose in its present form the requirement tha t drug labeling 
be required to bear adequate  warnings against “substantial  and 
reasonably foreseeable risk of causing accidental inju ry” as being 
too vague and too uncertain.

At the  present time drug manufacturers have a duty imposed by 
law to warn against known or reasonably foreseeable dangers of a 
product . The duty does not, in general, however, extend to unknown 
side effects where the manufac turer has exercised all reasonable efforts 
to determine  the nature and effects of the  product.

Nor do the courts usually construe this duty to warn to extend to 
harmful effects of an idiosyncratic or allergenic individual. No cases 
have found a manufacturer liable for failure to warn of dangers result­
ing from misuse of a drug.

I t certainly  could be argued that every untoward incident reported 
to a manufacturer (whether substa ntiat ed or not) is notif ication of a 
“reasonably foreseeable risk .” Must label warnings be included for 
each such report? Drugs by then- very nature  have certain propensi­
ties for causing untoward effects.

A drug manufacturer may do the finest job known to science in the 
development of a drug. Yet i t is a fact that  some person somewhere, 
sometime and at some dosage level will suffer some side effect from 
the drug. The “risk of causing accidental iniury” is foreseeable. 
The type of injury may or may  not be foreseeable. We recommend, 
therefore, that the provision be deleted or, in the alternative, tha t it 
be amended to read: “Against a known or reasonably  foreseeable, 
injury-causing propensity of the drug in a substant ial number  of users 
when the  drug Is used according to the directions for use.”

Many of the statements made previously would apply equally 
to the proposed requirem ent for “including instructions for first-aid 
trea tment ” even though th at  requirement is limited to situations 
“when necessary or appropriate.”

By this language a new du ty would be imposed on the manufac­
turer, a violation of which may constitu te negligence per se, even 
though the  guidelines proposed in the bill are general in character 
and lack definite standards.

There is no requirement tha t risk for a subs tantia l number of 
people be involved. In addition , the possible number of permutations  
or combinations of first-aid instructions for either accidental misuse, 
or even proper use, is vast, and at the very least this requirement 
would foster litigation.

The contention has been made tha t the situation is analogous to 
the Federal  Hazardous Substances Labeling Act, and tha t in our 
opinion is erroneous. Hazardous substances are confined to flam­
mable, corrosive, irritant, or toxic chemicals, and far more precise 
trea tment, expurgative or antidota l in character, is usually available 
to avoid continuing injury from contact  of the substance with body 
tissue.
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Drug  s ide effects, on the other hand, are not generally subject to 
nonprofessional first-aid trea tment. Persons sliould be directed 
only to contact  a physician immediately. Indeed, drugs were in­
cluded within the Federal Hazardous Substances Labeling Act 
when proposed but  they were deleted prior to the passage of the act.

Finally, and of obvious practica l importance, is the fact tha t the 
proposed labeling, insofar as prescription drugs are concerned, would 
not come to the a ttention of the  consumer and often woidd not come 
to the a tten tion  of the physician.

Therefore, in our opinion the need has not  been established to gran t 
the authority  to the Secretary of HEW which is se t forth in section 
4(b) of the bill, and in our opinion it would not be effective for the 
purpose intended. We, therefore, would recommend tha t this pro­
vision be deleted.

Mr. Chairman, I say again we are grateful for the oppor tunity  to 
appear before you and your  subcommittee and between the three of 
us we will try to answer any questions.

Mr. R ogers of Florida. Thank you very much, Mr. Stetler.
What would be your atti tude on the proposed ban of candied- 

flavored aspirin—recognized baby  aspirin, not so many in a bottle, 
bu t a ban on it  being flavored?

Mr. Stetler . You mean as proposed by the last witness?
Mr. Rogers of Florida. Mrs. Sullivan.
Mr. Stetler . I would like to speak on t ha t briefly. Then I would 

like to ask Dr. Van Riper to comment. I think tha t in considering 
a proposal of th is type the committee should take cognizance of the 
good which obviously comes from the use of baby aspirin. I think in 
th is  connection you would be interes ted in the attitudes of medical 
groups such as the American Academy of Pediatrics, the AMA, the 
Acatlemy of General Practice, and the Food and Drug Administration 
itself, I  think all of these are on record in favor of the continued use 
of baby aspirin.

Through the use of this p rodu ct you insure the  proper ingestion by 
children of aspirins. It  alleviates a great deal of suffering and pain 
and is curative . I think that good value and the testimonials in favor 
of baby aspirin have to be weighed against the occasional bad effects 
and bad results.

I think also the committee would have to look very carefully at the 
statistics that have been quoted with respect to aspirins and determi­
nation whether they refer to aspirins, salicylic acid, and other  types 
of products ; what the deaths  are actually caused from; and to get a 
very specific breakdown on just  which of these products are the culprit.

I would like to have Dr. Van Ripe r comment on that.
Dr. Van R iper. Mr. Chairman, as a physician and a parent I 

would agree with the Congresswoman from Missouri that it is possible 
to crush an aspirin and give it to a child. At the same time it can 
be a serious struggle, I assure you.

Aspirin of itse lf is bit ter and, irrespective of how you may mix it  
with jelly, or preserves, or what not, it is difficult to give to a well 
child let alone one who is feverish and irritable and difficult to handle.

I have recently been in communication with those of the Academy 
of Pediatr ics a nd the Pediatrics Research Group who, as a committee, 
are in favor of the continuation of the availability of flavored aspirin 
for pediatric usage.
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Mr. R ogers of Flor ida. As I  understand it, Mrs. Sullivan doesn’t 
suggest that there not be dosages of baby aspirin; simply that they  
not be candy-flavored. Th at  is what I understand is her proposal.

Mr. Stetler. I think our comments would re late themself to the 
flavored aspirin specifically.

Mr. Rogers of Florida. Dr. Goddard, who testified at  the last  
hearing, said:

In  1965, for example, where  the  type of aspirin involved in a ccidenta l ingestion 
was re por ted,  90 perce nt of t he  cases involved children’s aspirin.

In  other words, the re were approxim ately  12,500 cases where  a  d ifferent iation 
could be made in th e dosage form  ingested. Of these 12,000 cases where  the re was 
knowledge of the  dosage form, 10,854 involved the  children’s aspirin.

I notice tha t you sta ted  that  there was no hearing required in the 
labeling provisions, I believe, of section 4(b). Do you presently have 
hearings in these situations?

Mr. Stetler. As a ma tte r of fact, under section 2, 3, or 4(b) there 
is no provision for hearings, as provided in section 701(e) of the Food, 
Drug, and Cosmetic Act. At the present time there a re opportunities 
for hearings under 701(e) for in terested pa rties concerning many par ts 
of the Food, Drug, and Cosmetic Act.

We think this is a very appropriate  provision. We think it should 
apply. We should have that opportunity whenever anything as 
broad as this, in the way of regulatory author ity, is proposed for a 
Federal agency, including FDA.

One instance I noticed in the FDA, June 24 testimony. The 
comment was made w ith respect to the proper qua ntity of children’s 
aspirin in a container t ha t a provision had not been made for a hearing 
under  701(e) because it was a scientific mat ter and that under the 
closure provision i t was no t provided for because it  was a practical 
matt er.

I suppose everything falls within a scientific or a pract ical category. 
If that  argument is a good one it could apply  I  suppose to most any­
thing  under the Food, Drug , and Cosmetic Act.

Mr. Rogers of Florida. Does this change the present law in relation 
to these hearings or similar matters?

Mr. Stetler. No, it would not specifically, but it provides FD A 
with a greatly expanded auth ority for labeling on all drugs without 
hearing. By virtue of this  new provision, which would, I presume, 
supersede the  present provisions of the Food and Drug Act, the FDA 
would be given greater authority  without the necessity for pro­
viding a 701(e) hearing.

Mr. R ogers of Florida. Under present authority  you are entitled  
to a hearing under the labeling provisions?

Mr. Stetler. Th at is correct.
Mr. Rogers of Florida . And under the Hazardous Substances 

Labeling Act as well?
Mr. Stetler. That is right,  it is provided for in the Hazardous 

Substances Labeling Act b y specific reference to 701(e).
Mr. Rogers of Florida. Do you have any objection to putting 

instruc tions for first aid trea tment on drugs where it would affect a 
substantia l number of people, along with the directions tha t they  go 
ahead and see a doctor, of course call a doctor  immediately, but  in 
the meantime until the doctor arrives give some f irst aid treatm ent?

What would be your feeling on that?
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Mr. Stetler. Let me say first of all th at in our testimony today we 
are directing our comments to prescription drugs, to drugs tha t are 
provided in accordance with a doctor’s order, a doctor’s prescription.

The type of drugs we are talking about are no t susceptible to having 
their labeling include antidotal or first-aid instructions. This infor­
mation for prescription drugs depends on the  age, the sex, the condi­
tion of the nealth of the individual. Thus the proposal wouldn’t be 
proper even if you were trying to d irect it to a substantia l number of 
people.

Even if i t was conceivably possible that you could p ut  this kind of 
labeling on a prescription drug product, i t would not come to the atten­
tion of the consumer.

You asked one very specific thing and tha t is, is there someplace 
for a warning even to the exten t t ha t in the event of misuse or overuse 
see your physician.

We think tha t would be abo ut the only type of appropriate, cau­
tionary provision th at could be p ut  on a prescription drug product.

Mr. Rogers of Florida. Wh at abou t those tha t are not  prescrip­
tion drugs, such as aspirin.

Mr. Stetler. I think at the present time, and I am not fully con­
versant with this, that there is a requirement by virtue of a previous 
food and drug policy provision that there be a cautionary warning 
statement regarding children, on all aspirin products.

Is tha t correct?
Mr. M unsey. Yes.
Mr. Rogers of Florida. I am not saying warning. I am saying 

first-aid treatment, along with the requirement tha t you say a doctor 
should be called and advised immediately.

Why would it be bad to have a first-aid treatment set forth on the 
label there?

For instance, if you have a child and he takes too many aspirin, 
say, or some other drug that you buy over the counter and you can’t 
get the doctor there for a while. Maybe you are in a place where you 
can’t even get him to a hospital. I would think  it  would be helpful 
to the paren t to have some idea of how to proceed to give first aid 
if it were to affect a subs tantia l number of people.

I can unders tand you can’t do it for every individual sit uation where 
there may be an allergy involved or something like this, bu t for an 
overdosage or for some reason like this. What about tha t?

Dr. Van R iper. Mr. Chairman, I think first of all it would probably 
be difficult to get an adequate statement on even the average package 
of, let us say, children’s aspirin.

Let us also consider that it  is not always the well child tha t consumes 
aspirin accidentally. I t may be the sick child, and I would ven ture a 
guess that there are more children who die of aspiration pneumonia as 
a resul t of vomiting and of emesis than  are actually killed by over­
dosages of children’s aspirin. This is always a danger.

We have throughout the Uni ted States  today poison control centers 
of which the public, I think, are becoming more and more aware so 
that  every health office, every hospital in every community, has a 
list  of drugs and can immediately advise the caller as to the treatm ent 
in event of overdosage or suspected overdosage.

Drugs are strange things and w hat  one might give for the  treatm ent 
of overdosage of a particular  prod uct might be contraindicated in 
another . I think sometimes a little  knowledge is a dangerous thing.



CHILD SAFETY ACT AND PERSONNEL TRAINING 97

Mr. Rogers of Florida . I would agree to that and I understand 
that , bu t now on hazardous substances you pu t this, don’t you?

Dr. Van R iper . Yes.
Mr. Rogers of Florida. How can you do it on that  when you 

couldn’t do it  on a drug?
Dr. Van R iper. Mr. Chairm an, those are usually  very much 

larger containers.
Kir. Rogers of Florida. I don’t think it takes tha t much printing, 

does it? As I have seen on some of them, they jus t say give warm 
water or milk or something to vomit, o r something like this.

Dr. Van R iper. I don’t think  tha t warm milk;-----
Mr. Rogers of Florida. I don’t know what it is.
Dr. Van R iper. We are going to have to do sometliing tha t pro­

duces nausea to make the child vomit.
Mr. Rogers of Florida. Musta rd water or milk, but the point I 

I am trying to make is tha t you  put i t on hazardous substances, don’t 
you, and I don’t think it takes up that much of the label, as I can 
recall.

We can inspect them, but, as I  recall, it doesn’t take up tha t much 
area.

Mr. Stetler. Mr. Chairman.
Mi-.Rogers of Florida. Yes.
Mr. Stetler. I don’t think  we would like to take a strenuous posi­

tion on the illustration you gave. We have directed our comments 
on this really to prescription drugs, which present an entirely different 
situation.

I think tha t one of the future witnesses scheduled to testify  repre­
sents the Proprietary  Association and this type of product is exactly 
what  they  are concerned with. I think possibly they may be in a 
position to reflect their views on tha t more particularly or specifically 
than we are.

Mr. R ogers of Florida. Tha nk you very much.
Any questions?
Mr. Satterfield. No questions.
Mr. Springer. Mr. S tetle r, I would like to analyze this bill a little 

bit because everybody on this committee is not a lawyer.
Let us begin with title I  on page 2. Do you have a copy of the bill?
Mr. Stetler. Yes, sir.
Mr. Springer. Section 2, as I  understand it, would be a limitation 

on the  number of aspirin in a  package. Is t ha t subs tantia lly correct?
Mr. Stetler. Yes.
Mr. Springer. Let us go now to section 3. This has to do with 

safety  closures and the auth ority of the Administrator to fix the size 
of the closures tha t go on the bottle?

Mr. S tetler. That is right.
Mr. Springer. Is that true?
Mr. Stetler. That is r ight.
Mr. Springer. Wha t does section 4 do? I want to take (n) first, 

403(n) in  section 4.
Mr. Stetler. That deals strictly  with-----
Mr. Springer. Gaseous propellant.
Mr. Stetler . That is right . We haven’t commented on tha t, 

incidentally.
Mr. Springer. All right. Have  you any objection to that?
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Mr. Stetler. I t doesn’t affect us particu larly. We haven’t 
objected  to it.

Mr. Springer. Now, le t us go on then to 502(f). This has to do 
with a labeling and this is r ath er complicated, but it  says “Unless its 
labeling bears (1) adequate  directions  for use.” Now “such adequate 
warnings against use in those pathological conditions or by children 
where it s use may be dangerous to hea lth.” That is one.

Second, “agains t unsafe dosage or methods or duration  of adminis­
trat ion or  application.”

Thi rd, “or against a substanti al and reasonably foreseeable risk of 
causing accidental injury, in such manner or form, as are necessary for 
the protection of users, including instructions for first aid  treatm ent.”

Now, over on page 4 I would continue t ha t as a four th where it says 
“and (3) such other information relating to the foregoing matte rs and 
to side effects, contraindications, effectiveness, and othe r m atters  as 
may be required by or pur sua nt to regulations (applicable to the 
labeling of such drug) prescribed by the Secretary.”

Now, that would be four instances as I count them where he would 
give wha t they call adequate directions. Is tha t true?

Mr. Stetler. Yes, sir ; and if I may just  comment on tha t for one 
moment. This section does provide for an amendment to section 
502(f) of the act. It  should be pointed out tha t some of the wording 
that is repeated is currently in the Food and Drug Act. This is not 
all new authority.

In  other words, star ting  with lines 18, 19, 20, 21, and 22 up to where 
you star t “ or against a subs tanti al and reasonably foreseeable risk 
of causing accidental in jury ,” tha t language is cu rrently  in the Food 
and D rug Act.

Mr. Springer. Beginning then with the words “ or against unsafe 
dosage”?

Mr. Stetler. Tha t is in the act already.
Mr. Springer. All tha t then, down to the bottom of the page?
Mr. Stetler. What is that?
Mr. Springer. Start ing with  the words “ or against unsafe dosage” 

is what  is in the act?
Mr. Stetler. No; s tart ing with line 18. All of tha t is in the act. 

The new verbiage s tarts  on line 22 with the words “ or against a sub­
stantial and reasonably foreseeable risk of causing accidental  in jury.”

There  are then some more words tha t are in the act. All of 
the language under (3) on page 4 is new. Everything under (3) 
there is new, from line 1 down to line 14 beginning with the word 
“Provided.” Then it  picks up the present section of the Food and 
Drug Act.

Mr. Springer. All right. Th at is new.
Mr. Stetler. That is all new.
Mr. Springer. Your only objection to this is t ha t this is wi thout 

hearing?
Mr. Stetler. Tha t plus the fact that it would require a manufac­

ture r to include in his labeling some information and material which 
we think is impossible or impractical.  Even if language could be 
devised it would lay him open to produc t liabi lity vulnerability, and 
extend the food and drug author ity into an area where there is no 
need for it, no cause for it, would give tha t agency the authority to 
sta te with  specificity what can and cannot be in labeling. At the
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prese nt time the manufacturer has some discretion in tha t regard 
and has some leeway to negotiate or confer with Food and Drug 
in this matter.  To require labeling against “reasonably foreseeable 
risks” and the inclusion of antidotal or first aid information is not 
in our opinion necessary or appropriate.

Mr. Springer. Let us go on to (c) then on line 20. Now, there 
is a new paragraph.

Mr. Stetler. 1 might say, sir, that we comment on noth ing fur ther 
in the bill. In other words, our comments really stop with line 19 
on page 4. Anything else in the bill we have not  directed any  of 
our attent ion to and have no objection to these other provisions.

Mr. Springer. All right. You say you have no objection from 
there  on.

Mr. Stetler. That is right. Our comments relate  strictly to the 
items ending on line 19, page 4 of the bill.

Mr. Springer. All right.
Now, I would like to come if I may while I am on it  to this beginning 

at  line 22 and extending through line 19 on page 4.
Would you have any objection to this language as used if you had 

hearings?
Mr. Stetler. Yes, sir; we still would for the reasons tha t I men­

tioned. Even if a hearing were provided, I doubt  tha t tha t would 
make it any easier for a manufacturer to anticipa te or predict some 
untoward result tha t might come from the misuse of a prescription 
drug  product and to be able adequately to ident ify th at  risk in a way 
which would be helpful or available to a consumer.

Also with respect  to the first aid information, as we have said before, 
even with a hearing I doubt tha t we would be able to perfect language 
which would be adequate .

Mr. Springer. I want to be sure the  committee understands what 
you are talking about.

Beginning with line 22 on page 3 le t us see if we can find ou t from a 
legal point what this means—“or agains t a substantial and reasonably 
foreseeable risk of causing accidental injury, in such manner and form, 
as a re necessary for the protection of users, including instructions for 
first aid treatment when necessaiy or appropriate; and (3) such other 
information relating to * * * side effects, contraindications, effec­
tiveness, and other matter s as may be required by or pursuant to 
regulations.”

Are you saying in  essence tha t tha t language is so indefinite t ha t 
you couldn’t abide by  the Secretary’s regulations? Th at is in essence 
what you are saying. Is that  correct?

Mr. Stetler. Th at is the main thing, yes, sir.
Mr. Springer. I jus t want to be sure we understand what your 

objection is.
Mr. Stetler. Yes, th at  is the main point, and, secondarily, if he 

were to promulgate regulations, even though they  are vague and 
difficult of compliance, merely by virtue of this provision being in the 
law our product liability vulnerability  would be substan tially increased.

Mr. Springer. I want to pin this down even closer.
“Against a substantial .” That is one.
Mr. Stetler. Right.
Mr. Springer. Second, "and  reasonably foresseable risk of causing 

accidental injuiy.” Those a re really the  meat of wha t you are tf Iking 
about there, isn’t that right?
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Mr. Stetler . Th at is right.
Mr. Springer. Those two tilings, that it first would have to be 

substantial,  and then the second, it would have to be a reasonably 
foreseeable risk on the pa rt of the company? Is that correct?

Mr. Stetler. Th at is correct.
Mr. Springer. I take it tha t tha t would be a question of judg­

ment. I don’t know how the adminis trator and you are going to get  
together on this, but he is talking about, first, th at  injury  would have 
to be substantial, and the second, it would have to be reasonably 
foreseeable on your part.

Mr. Stetler. And, as we point out on page 9 of our testimony, this 
language at  least lends itself to a very loose decision whereby any 
report to a manufacturer of an ontoward incident might be interpreted 
as notice of a reasonably foreseeable risk in the  future, whether or not 
tha t reported incident was substan tiated or not.

Mr. Springer. What you are bothered by here, 1 take it, is the 
indefiniteness of this language?

Mr. Stetler. Right, vague and indefinite.
Mr. Springer. Let us just see if we can contrast this.
What is the present law. Define it in a  few words if you can, or 

your  attorney can do it , simple enough so tha t th is subcommittee can 
unders tand it.

Mr. Munsey. If you are referring, sir, to the wording “against 
reasonably foreseeable risk of causing accidental injury” and first  aid 
there are no provisions directly  related to accidental injury  except 
those that, are included as contraindications, side effects, and warnings.

It  would depend on which class of drugs-----
Mr. Springer. I am not try ing to find out what the Secretary or the 

Administra tor say, bu t what is the law.
Mr. Munsey. In section 502(f) there is nothin" in the cjr ren t 

law on this subject. In prescription drug advertising the sta tute  
refers to contraindications, side effects, and warning.

Mr. Springer. But there is no law on this subject presently. Am 
I right?

Mr. Munsey. Yes, sir.
Mr. Springer. Whatever there is, is pursuant to regulation of the 

administrator, is th at correct, or does he have any regulation on this?
Mr. Munsey. He has regulations on information regarding warn­

ings, contraindications, and  side effects, nothing in regulations covering 
generally warnings of this type.

Mr. Rogers of Florida. Will the gentleman yield?
Mr. Springer. Yes. I don’t want to lose my thought though.
Mr. Rogers of Florida. As I understood it, you made the stat e­

men t that presently in the law there is wording something like “against 
a known or reasonably foreseeable injury  causing propensity of the 
drug in a substantial number of users when the drug is used according 
to the directions for use.”

Mr. Stetler. Tha t is what we have suggested.
Mr. Rogers of Florida. But tha t is not in present law?
Mr. Stetler. No, it  is not.
Mr. Rogers of Florida. This is what you suggest.
Mr. Springer. Would you repeat tha t which you suggest?
Mr. Stetler. This is on the bottom  of page 9. It  begins with 

the last fine on page 9.
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Mr. Springer. What is the suggestion of what I am talking about  
here? What is your suggestion? .

Mr. Stetler. It  is that  the provision be deleted or, in the alter ­
native, that it be amended to read: “ against a known or reasonably 
foreseeable injury causing propensity of the drug in a substantia l 
number of users when the drug is used according to the directions 
for use.”

Mr. Springer. Let me ask you this.
Suppose on page 3, line 24, we were to add the words “ based on 

actual  experience records.”  Would you still object?
Mr. Stetler. Actual experience records could be a single case, 

I presume.
Mr. Springer. “ Records” isn’t one.
Mr. Stetler. Well, depending on how t ha t is interpreted. I think 

we would be much safer and I really think it would be more appro­
pria te if it related itself to a situation where there was a substantial 
number of cases documented and where it is not  an overt or an 
obvious misuse of the drug.

Mr. Springer. Let me ask you this.
You are using language here and I want to see if we can pin it down 

so tha t the committee can get an idea. You use the words “against 
a known or reasonably foreseeable injury  causing propensity  of the 
drug in a substantial number  of users when the drug is used according 
to the directions for use.”

Let us ask this. We had 125 young children, under 5, die la st year. 
Is that substantial?

Mr. Stetler. Of course that statist ic relates to aspirin, bu t iust 
using the same stat istic, I suppose it would be substantia l depending 
upon the  extent of the usage of the drug product th at we are concerning 
ourself with.

Mr. Springer. Suppose tha t it was used—I don’t know—say 5 
million times. Is tha t a substant ial number?

Mr. Stetler. It  could be interpreted to be substan tial, yes.
Mr. S pringer. It seems to me tha t 125 deaths would be substantial , 

bu t I am just thinking as a judge, which I was once. I would be 
inclined to believe tha t 125 was a substant ial number  of deaths 
regardless of what drug you used. If you had 125 people die it would 
be subs tantial. Anyway, I think I go t wha t you are talking about.

Now, if 1 may just run very rapidly through the rest, the exemptions 
provided from lines 14 through 19 are in the present law; is t ha t right?

Mr. Stetler. This is on page 3.
Mr. Springer. Page 4, line 14 through 19.
Mr. Stetler. Tha t is correct.
Mr. Springer. That  is correct; so there is no change in that?
Mr. Stetler. No; tha t is starting with “provided” on line 14.
Mr. Springer. Let me ask you this. I know you are thinking in 

terms here of his power to suspend immediately any drug that he so 
saw fit to do. This is one of your problems that bothers you, isn’t it?

Mr. Stetler. Yes, sir.
Mr. Springer. And without  a hearing. I don’t know whether this 

is comparable or not, but we had thalidomide here a  few years ago and 
1 guess that had not already  been marketed  in this coun tiy. It had 
been marketed in a good many other countries, bu t had not been
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marketed in this country. Suppose it had been marketed. Are you 
objecting to taking i t off the market without a hearing?

Mr. Stetler. No; he has the authority  under present law in tha t 
situation.

Mr. Springer. In tha t s ituat ion already to take it off?
Mr. Stetler. That is right.
Mr. Springer. You are talking about these instances where you 

have an accepted drug, an accepted  drug, and removing i t without a 
hearing.

Is tha t your point?
Mr. Stetler. That is right, because of deficiencies in labeling which 

would now7 be required by this verbiage.
Mr. Springer. Let me ask you this, and this has alw ays bothered 

this committee.
Any time you get anybody off in a hearing we think due process 

operates someplace. We have to make up our minds when does due 
process begin and when we deal with these drugs this is a touchy 
matter  on what is your right.

Suppose that we had a provision here tha t you must  suspend for 30 
days, bu t at the end of the 30th day he mus t gran t you a hearing 
within 5 days.

Mr. Stetler. That we must do what?
Mr. Springer. I am tiying to get something here where due process 

begins. You are objecting to suspension. I am talking about 
suspension, giving an order to suspend, and tha t is what you think he 
can do under this section 502(f). Right? You th ink he can suspend 
immediately, don’t you, without hearing?

Mr. Stetler. He can effectively stop us from marketing our 
product under this provision.

Mr. Springer. Suppose we had language at  tha t poin t that  he 
could suspend for 30 days, but th at  he must give you a hearing within 
5 days thereafter?

Mr. Stetler. No, sir; I don’t think tha t would take care of the 
problem. Having once been suspended, the damage may have been 
done and such a procedure would not really be adequate in our opinion.

Mr. Springer. Well, l  am t rying to get something here, and if you 
have a dangerous situat ion and he sees it, tha t you can keep on 
marketing this-----

Mr. Stetler. If there is really a dangerous situat ion, in other 
words, if there is a product on the marke t which is really causing 
dea th or harm he has the author ity at  the present  tune to proceed 
agains t that  product and to effectively take it off the  market.

We are  really talking about here-----
Mr. Springer. The labeling.
Mr. Stetler. The labeling; that is right, a much less serious 

situation.
Mr. Springer. Can you in the next few days see if you can think 

of something here whereby just ice can be done and yet we can protect  
the public interes t if you feel tha t your rights are being infringed sub­
stant ially,  tha t we can come up with  some language which preserves 
due process?

We have very great hesitancy in this committee abou t cutting off 
anybody from due process and you feel in this instance they are cut­
ting off due process because immediately you are being suspended
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wi thou t a hea ring and  no thing  fu rth er  is said  except wha t the bu reau ­
cr at  concludes  o ught to be done  a t thi s very moment.

1 would suggest , if possible , y ou come up w ith some kind  of language 
here by  which he does have  some au thor ity  in this  labeling field, bu t 
he doesn ’t cu t off yo ur  due  process, and you are  say ing  h ere  he ough t 
no t to  h av e it  a t all. He ha s to  have a policy .

Think  ab ou t th at  for a few days  and see if you can  come up wi th 
lan guage  or a suggestio n or  am endm ent whe reby bo th  of these shal l 
be met?

Mr. Stetl er . We will be gla d to do th at .
(The  inform atio n req ueste d, when sup plied,  will be fou nd in the 

co mmitt ee  files.)
M r. Spr inge r. Tha nk  y ou, M r. Ch airma n.
Mr. R ogers  of Flo rida. M r. Mack ay.
Mr. M ackay. Th an k you, M r. Ch airma n.
I would  like to  point  to page  4 of yo ur  tes tim ony whe re you say:
As indicated by earlier test imony, scientific opinion is app are ntl y available  

to estab lish the quantity  of a spirin  or salicylic acid which is like ly to cause dea th 
or serious  inju ry to children of ten der age. Thus we believe the  limitation, as 
estab lished by scientific evidence, should be wri tten  into the  statut e rather than 
left  to the regulatory discretion  of the  Secretary  of Health, Edu cat ion , and 
Welfare.

Do y ou  h ave a rec om me ndation?
Mr. Stetler . As to the  ex ac t num ber ?
Mr. M ackay. St atut or y langua ge.
M r. Ste tl er . N o, sir ; we do not . Th ere  is some  difference  of 

opinion obv iously  and I  am  sure it  will be expre ssed  befo re th is com­
mitt ee  the next  few days  in the se hea ring s, bu t I th ink in the final 
analy sis  when  you liste n to th a t scien tific evidence  an d opin ion it 
will re la te  itsel f to a specif ic numb er.

We a t PM A are  no t recom mending  a specific numb er.  Wh en we 
referr ed  to previous testimon y, fra nkly we were ref err ing  to the 
tes tim on y of Dr . Pa lmisa no  when he appea red  with  Dr . Go ddard  
when they  talked ra th er  spec ifica lly ab ou t num bers. I th ink  oth ers  
will be ve ry  specific on th a t too , bu t we would like to see it in the  
st at ute  because if it  is susce ptible  to de ter mi na tio n, and finalized 
in the st at ute , we are  no t subje cted  to changes in the reg ula tions 
from  da y to day .

Mr . M ackay. If it  can be de ter mi ned I would ce rta inly  like  to see 
it  in the st at ut e,  bu t we nee d som e help. You have a lo t of profes­
sion al com petenc e in yo ur  associ atio n and  I think  it  is rea son abl e to 
ask  you  to give us som eth ing .

Mr. Ste tl er . I migh t on ly  say th at  we have no t com mented 
specifically on this  because we know the re is going to be su bs tant ia l 
testi mon y on this po int  from  othe r witnesses th at  will follow.

Mr . M ackay. Wi th ref ere nce  to the sa fe ty  closure on re tail drug  
conta ine rs,  we hav e ju st  ha d some extens ive  hearings con cerning 
autom obile  safet y and meth od s of arr iving  a t sta nd ards . Ce rta in ly  
we wan t to achieve the  ma xim um  mea sure  of safety in these closures  
th a t we can  get.

Ca n yo u see any pro ced ures that  mig ht be defined by  st at u te  
which would  serv e the  pu rpose of ach iev ing  such sa fe ty  stan da rd s 
and at  th e sam e time pr otec tin g yo ur  indu st ry  from  wha t you sug­
ges ted  migh t be a friv olous appli ca tio n of the law  by  th e Adm inis ­
tra to r?
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Mr. Stetler. Very frankly, if we saw a  development where there 
was a safety closure wliich would he effective to do what we know is 
intended by this section of the bill we would have no objection to 
that  au thor ity being given to Food and Drug Administration. How­
ever, for the last 5 to 10 years  there have been some very intensive 
efforts by packaging ins titutes, packaging associations, by the PMA 
Production and Engineering Section, by our companies jointly and 
individually, and a really effective device in our opinion is not avail­
able.

We would like to see therefore some more study on this in a joint 
effort before au thority is given to Food and Drug to  have them desig­
nate  something which in their  opinion is an adequate safety closure 
but probably would not be, at least at the current stage of develop­
ment.

Mr. Mackay. Having raised two children of my own, I don’t 
believe anybody has the ingenuity to provide a package tha t can’t be 
cracked open by a determined  child.

Mr. Stetler. We are willing to admit some failure on that score.
Mr. Mackay. With reference to No. 3, drug labeling regulation, 

here again I would think it would be the duty  of Congress to protect 
you from unreasonable and arbitrary requirements. On the other 
hand, you certainly can’t write into a st atute a great deal of the detail, 
but you can set up procedures.

J take it that you really just don’t favor any legislation in this 
area beyond what is on the books now. Isn’t that  right?

Mr. Stetler. Actually, there is rather broad authority  on the 
books right now. To our knowledge there hasn’t been any problem 
or any identifiable inadequacy because of insufficient regulatory 
authority  at the moment. Certainly the authority  of the Food and 
Drug Administration is broad in this area. We don’t think it needs 
to be broadened, and certainly not in the specifics tha t are refened to 
in section 4(b) of this bill.

Mr. Mackay. Can you tell me whether the Food, Drug, and Cos­
metic Act. provides for a Council to be appointed by the Administra­
tion?

Mr. Stetler. Sorry, sir.
Mr. Mackay. Whether the present procedure calls for an Advisory 

Council?
Mr. Stetler. Are there provisions in the Food and Drug Act for 

Advisory Council?
Mr. Mackay. Yes.
Mr. Stetler. There is an overall Advisory Council tha t is provided 

for and has been appointed . To my knowledge that group has met 
three times. I don’t think it has gotten down to specific issues of 
this type. Food and Drug in addition has called in scientific advisers 
where they have a specific problem with respect to a certain drug or 
classification of drugs, bu t to my knowledge there has been no Ad­
visory Council authorized or employed in this kind of an area.

Mr. Mackay. Wouldn’t you think the appointment or addit ion of 
such Council would greatly strengthen this bill and protect your 
indust ry? .

Mr. Stetler. I think frank ly as far as 4(b) is concerned there are 
basic defects which would not be taken care of either by an Advisory 
Council or by a hearing procedure.
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Mr. Mackay. In the Traffic Safety Act, Mr. Rogers of Florida set 
up a fine Advisory Council representative of various industries that  
are in terested, anti the  public similarly. The law requires the Secre­
tary  before fixing any standards to meet with this Council and really 
use that Council as a sounding board.

Mr. Stetler . 1 should say I don’t want my remarks interpre ted as 
being against advisorv councils. As a matter  of fact, we have ap­
proached Food and Drug on various occasions with specifics where 
we thought this would be quite proper. I only mention with respect 
to 4 (b) t ha t there are some pre tty  basic defects tha t I  think would be 
hard to cure in tha t manner, bu t I am n ot opposed to the theory or 
the idea of an Advisory Council.

Mr. Mackay. You have suggested one amendment to the bill 
there on page 4.

Mr. Stetler . Yes, sir.
Mr. Mackay. You have suggested that  if we limit by sta tute the 

qua ntity of aspirin tha t would strengthen the bill.
Mr. Stetler. With respect to tha t section 2 on limitations on 

children’s aspirin, we have suggested two things, one, that  the lan­
guage be focused strictly  on children’s aspirin, that is, the flavored 
aspirin, and not apply to all aspirin or aspirin-containing products; 
secondarily, t ha t the quan tity limitations be specified in the  sta tute .

Mr. Mackay. Is it the assumption  tha t if you didn’t pu t a limita­
tion on the large and family size a child wouldn’t get very far into 
that  because it  t asted so badly?

Mr. Stetler . Actually looking at  the identified problem it ap­
parent ly is the children’s aspirin, so there is no need to put package 
limitations on a lo t of other products. Also, if you get to the 5-grain 
aspirin table ts you would soon have such a small number of table ts in 
each package that you would increase the cost and limit the availa­
bility of these products to the general consuming public.

Mr. Mackay. Finally, your feeling abou t the safety closures and 
the labeling is tha t this is ju st not  good legislation, isn’t tha t right?

Mr. Stetler. Certainly  not appropriate on the safety closures a t 
this time; too broad as far as 4(b) is concerned; yes, sir.

Mr. Mackay. Thank you very much.
No further questions, Mr. Chairman.
Mr. Rogers of Florida. Dr. Carter?
Mr. Carter. 1 have been extremely interested in this bill since I 

have seen many, many cases of poisoning from drugs. Certainly I 
favor legislation tha t will be fair to industry and also will protect 
the people.

Safety closures, as you say, have not been developed a t the present 
time. You have none which would be effective. About how many 
children’s aspirin do you think you would want to marke t in a con­
tainer or would you feel you would be willing to market according to 
the law which may be passed?

Mr. Stetler. As I say, we are not making a specific recommenda­
tion. I gather that some of the testimony presented will indicate a 
figure between 25 and 35 and there is a slight variance of opinion as to 
what is a dangerous dosage as far as a child is concerned that consumes 
a whole package. I think the recommended quan tity by the people 
who actually are producing this product will be something like 30 or 35 
with the realization that it cotdd go down to 25 and stall be sensible.
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Mr. Carter. And these are tablets containing 1% grains, isn’t t ha t 
true?

Mr. Stetler. Th at is correct.
Mr. Carter. Manv, many times these children get drugs which 

have been prescribed for their parents. Do you think the present  
bill would require labeling of such drugs prescribed for older people or 
with precautions on what to do in case the child ingests such pills?

Mr. Stetler. Actually the 4(b) labeling provision would apply to 
all drugs, no t just  aspinn  or children’s aspirin, and it would require 
first aid instructions and identification of possibly foreseeable risks, 
a rathe r vague and indefinite area and one in wfiich, as far as pre­
scription drugs are concerned, it is very difficult to indicate on the 
package what should be done except to refer the patient to a doctor.

Also the other point is that with respect to  prescription drugs—tha t 
is what you are talking about—this labeling would probably not be in 
the hands of the family because the patient would have the container 
that  is used by the pharmacist to provide the prescription product.

Mr. Carter. Yes, sir.
Mr. Stetler. So it would be lost in the  distribution  system.
Mr. Carter. And you think that  perhaps medication by the 

parents  in many cases might cause great difficulty, for instance, if they 
tried to purge their  child or if they tried to cause him to vomit by 
giving him mustard water or such things as tha t.

Mr. Stetler. We thin k this has to be decided by the doctor in 
each case.

Mr. Carter. One alarming thing tha t I have noticed about children 
is tha t so many times they eat or drink almost anything that is avail­
able. The commonest thing in my area, which happens to be back 
in the rural area, in the country, is ingestion of kerosene or almost any 
available solvent. They are not particu lar about what they  take. 
That constitutes a great problem.

We see aspirin ingested commonly, too.
Thank you very kindly.
Mr. Stetler. Thank you.
Mr. Rogers of Florida. Mr. Stetler, would you furnish fi r the  

record, if you can, what the medically recognized first aid trea tme nt 
would be for an excessive dose of aspirin taken by a child. If there 
are different ones depending on age or o ther factors you may supply 
tha t, too.

Mr. Stetler. Yes sir; we will supply such language.
(The information referred to, when supplied, will be found in the 

committee files.)
Mr. Rogers of Florida. Let me ask you one last question.
Hasn ’t the industry pret ty much decided, on a vtluntaiy basis, 

the number of aspirins in a baby bet tie of aspirin?
Mr. Stetler. 1 believe at the present time this is packaged in a 

box of 50, ai d this was based on a discussion or decision ef several 
years ago, by doctors, industry , and Government.

Apparently the tl.ir kii g on that has < bar ged se mew hat.
Mr. Rogers of Florida. Thar k you very much. The committee 

appreciates the benefit of your testimony.
Mr. Stetler. Thai k you, sir.

 



CHILD SAFETY ACT AND PERSON NEL TRAINING 107

Mr. Rogers of F lorida. Our next witness is Mr. Richard Fisher, 
Director of Public Affairs of the Glass Conta iner Manufacturers  
Inst itute.

Mr. Fisher, the commit tee will he pleased to  have y our testimony.

STATEMENT OF RICHARD E. FISHER, DIRECTOR OF PUBLIC
AFFAIRS, GLASS CONTAINER MANUFACTURERS INSTITU TE;
ACCOMPANIED BY RICHARD C. PILSBURY, VICE PRESIDENT,
GLASS CONTAINER DIVISION, MANAGER, MARKETING PLA N­
NING , OWENS-ILLINOIS GLASS CO.; ALBERT S. JOHNSON, JR. ,
SALES MANAGER, PLASTICS, GLASS CONTAINER DIVISION,
OWENS-ILLINOIS  GLASS CO .; AND GERALD B. RILEY, GENERAL
COUNSEL, GLASS CONTAINER  MANUFACTURERS INS TIT UTE

Mr. F isher. Thank you, Mr. Chairman.
I would like to introduce myself. My name is Richard  E. Fisher. 

I am director  of public affairs for the Glass Container Manufacturers  
Ins titu te, Inc., of New York City, N.Y.

I would like to also, if I  may, sir. introduce my associates who are 
with me a t the table: Mr. Richard  C. Pilsbury right here, vice presi­
dent of the glass container division, manager of marketing planning of 
Owens-Illinois, Toledo, Ohio, and on my left is Mr. Albert fe. Johnson, 
Jr., sales manager, plastics, glass container division, also of Owens- 
Illinois. Further, sir, I would like to introduce legal counsel who is 
Mr. Gerald B. Riley. He is a partner of Fuller, Seney, Henry & 
Hodge, general counsel for GCM3 or Glass Container Manufac turers 
Institu te, from Toledo, Ohio, also.

Mr. Rogers of Florida. Fine. Thank you very much.
Mr. F isher. Thank you, sir.
Mr. Chairman, as spokesman for the Glass Conta iner Manu­

facture rs Insti tute  may I first express our appreciation to you and the 
members of your subcommittee for this oppor tunity  to share with 
you our interest in and concern about tha t part  of H.R. 13886 which 
will vitally affect both the  consuming public and the members of our 
institute.

Our presence here today is prompted by the fact that  collectively 
our members manufacture more than 90 percent of the  glass containers 
and most of the closures which are used in packaging aspirin and other 
drugs covered by the bill.

Our comments will be l imited to tha t portion of H.R.  13SS6 which 
relates to safety closures, and specifically to those amendments which 
would permit the Secretary to hold a drug or device adultera ted if he 
has by regulat ion “required the  ret ail container to be secured by a 
safety closure, unless such container is so secured in conformity with 
such regulation.”

B y  passing on to this subcommittee knowledge accumulated over a 
period of manv years relating to the manufacture of safety closures 
we hope to point out the importance of the contemplated legislations 
being written in a liberal and workable manner.

The safety  of children is everybody’s business, bu t nowhere has it 
been given greater priority than in our industry. One of the largest 
markets for our products is found in the packaging of baby foods, 
where the union of the closure with the container hi such a manner 
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as to prev en t contam inat ion or deter ioration  of the  pro duc t is a vita l 
con sidera tion .

Since  th e tur n of the c en tury  we have  been ma nufac tur ing  con tainer s 
and closures  fo r the  packaging  of drugs and hav e been concerned  with  
the  pro blem of dev eloping pro per  safe ty closures. Our effor ts in this 
field hav e been accel era ted  since the  middle 1950’s.

In  1955, through the  combined effor ts of the  Food and  Drug Ad­
mi nis tra tio n, the  Am erican  Medical Associa tion , the American  
Academ y of Pedia trics,  mem bers of the prop rie tary  dru g industry, 
and oth ers , certa in guide line s were establ ished for the  pro tec tion  of 
the American publ ic, and especially children , again st inc idents of 
illness and de ath  due  to the con sum ption of ove rdoses of asp irin  and 
othe r drug s.

Fro m survey s conduc ted  it was  determ ined th a t the  prim e prob lem 
was the  edu cat ion  of the Ame rican  peop le as to the  need for saf ety  
in the  han dlin g of the  dru gs. While the  chi ld’s ab ili ty  to rem ove  the 
closure of a package w ould ap pe ar  from the  records to have con tribu ted  
to only  a small portion  of these u nfor tuna te inc ide nts , we ha ve worked 
dil ige ntly to perfect bet te r saf ety  closures .

Eve ry  new saf ety  concept, deve loped by or prese nte d to our  mem­
bers has been  tho rou ghly evalu ate d and tes ted . Public surveys hav e 
been carried  out by ind ividual mem bers  of our  in sti tu te . We bring 
to thi s sub com mittee a reco rd of which we feel we c an be j us tly  proud.

We  have  att ac he d to ou r statem en t, ma rke d as “ Ex hibi t A,”  (p. 114) 
a pic tor ial  re presen tat ion of some of the  sa fety closures cons idered and 
dev eloped  since  the ea rly  1920’s. Fro m the  packages shown  in th at  
pi ctu re  a numb er have  been  selec ted which we have  with us for  the 
purpo se of il lus tra tin g s ome of the problems wh ich mus t be cons idered 
in determinin g wh eth er the safet y closure involved meets  the ma ny 
req uir em ents of the  con sum ing  publ ic.

A gre at va rie ty of exc elle nt saf ety  closures  ha ve  been deve loped. 
Some of these are  in clu ded in the  sam ples wh ich we have bro ught with  
us. However, we have  in ten tio na lly  included a numb er on which 
extens ive  work was don e but which were no t pu t in to  comm ercia l use 
bec ause of the ir failu re to meet, in one res pect or anoth er,  the  v ario us 
req uir em ents of a n effective sa fe ty  c losure.

Ou r purp ose in discuss ing  th ese  is to pro vide the s ubcomm ittee  with  
concrete illu strations of the  ma ny, complex pro ble ms  which are  
involved in deve loping an  effec tive saf ety  closure. No tw ith sta nd ing  
our emphasis upon these problems, we wish to ass ure  you th at  ad equa te 
sa fe ty  closures have bee n develop ed and are on the marke t today.

Eac h closure before you  he re h as a  built- in sa fe ty  feat ure  of suffic ient 
me rit  to wa rrant evalu ation , yet  no one closure pro vid es a complete 
ans wer for all dru g produc ts nor  for all segm en ts of the  consum ing 
publi c under all possib le conditio ns.

The refo re, to meet the  va rying  requ ire men ts of diffe rent  produc ts 
an d of dif ferent classes of consumers,  a  v ar ie ty  of safety c losures,  m ade  
of a va rie ty of ma ter ial s an d inc orp ora ting di ffe ren t saf ety  fea ture s, 
has been  developed.

Mr. Chairman, at  thi s tim e we should be ve ry  b ap pv  to m ake  these 
exhib its  ava ilab le to yo u and the  memb ers  of the com mittee if you 
shou ld so desire to look  a t them  as I  proc eed  to des crib e each of them .

Mr. R ogers of  Flo rid a. T hat will be all right.
Mr. F ish er . Th an k you.
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Exhibit 1 is a closure with a combination lock concept. The con­
struction of the closure and the container finish require that  unique­
shaped wires be affixed in a multiple manner on the interna l par t of 
the closure. The finish of a container is that portion of the container 
including the opening and othe r projections to which the closure 
attaches . Should these locking wires be moved or disturbed or 
damaged when the closure is on, the closure cannot be properly re­
applied and thus the safety feature is lost.

Exhib it 2 has an intrica te closure which would defy the atte mp t of a 
small child to remove it. An adul t of limited intelligence and dexterity  
might, have equal difficulty in orienting the multiple par ts in the 
manner  necessary to remove and  reapply the  cap. The ability  of this  
type of closure to seal the package in such a manner as to prevent 
contamination and deterio ration  of the qual ity of the medication 
must be given carefid consideration.

Exhib it 3 again involves multiple  parts. In any such closure the 
possibility of malfunction of any component part  after  repeated 
removal and reseal must be thoughtfu lly appraised.

Mr. J ohnson. Mr. Chairm an, this particu lar closure does have a 
malfunction. Unfortuna tely, I cannot remove it to demonstrate it 
to the committee. I am sorry.

Mr. F isher. Exhibit 4 has a  two-piece assembly with an outer shell 
spinning freely over the inner threaded par t until a plastic locking key 
is fitted into the appropriate position. Manufacturing  and handling 
problems in the packaging mus t be carefully checked. The problem 
for the consumer lies in the possibility of his losing or not having the 
locking key available when th e need for the medication is urgent.

Exhibit 5 would appear to be very functional and adequate. It  is 
composed of two parts : a continuous thread or screw-on cap and a 
detached safety ring containing grooves into which notches on the 
cap m ust be seated. A young child would have difficulty in removing 
the closure, ye t if an impatient parent should discard the safety ring, 
which can be easily done, the safety feature is lose and the closure 
becomes a conventional cap with no safety feature whatsoever.

Exhibit 6 represents a continuous thread safety closure utilizing the 
advantages available in flexible materials by incorporating a spring 
action between the two-piece construction so that top pressure must 
be applied to lock the parts together before removal or reapplication 
of the closure.

The closure on exhibit 7 is removed by pressing it downward and 
then turning it to disengage the lug on the closure from the locking 
bead. The cap construction and corresponding container finish lend 
themselves well to a plastic vial-type package.

Exhibit 8 also requites downward pressure and has a similar locking 
feature coupled with a screw- ty pe thread.

Exhibits 9, 10, and 11 were market tested and used in the early 
1950’s. All were found acceptable by the public.

Mr. Pilsbvry. Exhibit 9 has a revolving rim or shell which must 
be pulled up to engage the upper cap and then it can be removed. 
Exhibit 10 has a similar outer  shell which must be pushed down to 
engage it and then backed off. And exhibit 11 is a plastic snap cap 
which can be thumbed off when the thumb is pushed up between an 
interrupted head just underneath the top of the container and snapped 
back on. I t could only be removed if the thumb is in the right 
position.
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Mr. F isher. And a consumer preference was shown very definitely for th at  one. exhibit 11.
Exhibit No. 12 features a plastic continuous thread closure with a 

built-in lug which must be fitted into flat areas in the locking bead before removal or reseal.
Exhibits 13 and 18 are  improvements of the basic concept of exhibit 

11. As improved, the cap must be oriented to the flat in the  glass bead 
before thumb pressure is applied. The top of the closure is contoured 
to minimize the possibility of removal by a child with his teeth.

Mr. P ilsbury. The same thing here, a small tab which must be 
oriented to the flat side of the container and  then it  can be thumbed up and off.

Mr. F isher. Exhibit No. 14 is a one-piece continuous thread closure 
with a locking tab and corresponding cam action glass bead stop. 
To remove, the locking tab is lifted with the thumb over the glass 
bead stop while at the same time turning the  closure counterclockwise.

Exhibits  15 and 17 are opened by placing the top of the  closure down 
in the palm of the hand, applying pressure and turning the container 
simidtaneously. Problems in the areas of manufacturing, packaging, 
and produc t protection must  be given special a ttention.

Exhibit 16 has a safety dispenser which permits the removal of only 
one table t at a time. Some children, intrigued by the mechanical 
functioning of the closure, conceivably might trea t it as a toy and 
dispense one tablet after another.

Exhibit 19, which is the  la st one we have, requires the application 
of pressure to the center of the closure, which causes the sides to 
flare open and permit its removal. You heard it snap. To reapply, 
pressure must be exerted around the edge of the top of the closure.

Mr. Chairman, if the subcommittee members would like to examine 
any of these here in this hearing we would be very pleased to submit them.

Mr. Rogers of Florida. The demonstration is sufficient.
Mr. F isher. Thank you.
The subcommittee has probably noted that many of the closures 

considered have a continuous th read of screw-type feature as one of its 
component parts. Applied tightly , only an adult can remove it.

A reverse thread on a screwcap has been tested. It  was found that  
a child of tender years does not  realize th at the normal way to remove 
a closure is to turn it counterclockwise, and the very closure which 
miojht provide difficulty for the adult is easily removed by the child.

We nave told only a small p art  of the story of the development of 
safety closures from the 1920’s to the present. The purpose of this 
limited discussion was to illustrate the many problems which arise 
and the many tests which mus t be applied to determine whether a 
closure will, in the hands of the public, achieve the desired results.

When the tests have proven the product to be adequate  it  has been 
marketed. When the closure has not met the standards it has been 
shelved. There are excellent safety closures available on the marke t 
today which meet the varying needs of the consumer.

Up to this point we have either completely ignored or touched with 
a light brush the manufacturing problems involved in  the making of 
the closure and the container and the problems of the packer of the 
drugs on his filling line. These problems cannot be ignored.
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A closure safe in the hands  of the adul t and the child mus t still 
be capable of being handled in commercially available automatic 
equipment. I t must  be adap table  to quality control testing proce­
dures. I t  must lend itself to good manufactur ing practices to insure 
proper  standards  of cleanliness and sterility. Its  design must be com­
patible with packaging problems, and its  specifications and tolerances 
mus t conform to the container finish to insure product protection and 
safety function.

In short, it  mus t be possible for our industry to manufacture the 
closure and container, and for the packaging industry to use our 
product on its assembly and filling lines.

The conclusions drawn from this history of research, development, 
testing, and improvement of safety  closures are these: No one safety 
closure has been perfected which is suitable for all products  and which 
will be absolutely  foolproof in the hands of the different segments of 
the consuming public.

A number of different closures are needed to meet the ir varying 
requirements. That closure which is satisfactory for the arthr itic 
grandparent caring for  the 2-year-old child might leave something to 
be desired for the protection of an inquisitive, energetic 5-vear-old.

A closure with a two-part safety  feature effective in the hands of 
paren ts with average or high intelligence might be lef t on the shelf by 
other  parents, the safety lock and seal unused—a safety closure lying 
beside an open bottle. The benefits of the closure safe in design which 
does not lend itself to the requirements of manufacturing or packaging 
will never reach the consuming public.

During  our materials and methods research and engineering de­
velopment over a period of years certain guidelines have become 
clearly evident and must continue to be applied as tests of an  effective 
safety closure.

We wish to share this information with you. Time and space pre­
vent a full-blown discussion of these guidelines, and no atte mp t has 
been made to list them in the order of their importance. Those 
guidelines may be summarized as follows:

1. Consumer educational program: The closure construction con­
cept must  be such tha t all consumers can be educated to accept and 
know how to  use and reuse the sa fety  feature.

2. Closure construction should not require unusual strength or 
dexterity, either  to remove or reapply the closure.

3. Closures should be easily replaceable in such a manner  as to re­
establish the original safety feature.

4. Prod uct protection: Closures should seal properly to retain  the 
strength and puri ty in the container . They should effectively pre­
ven t contamination and loss of potency of the medication. The re-
Suirements of the various types of medicines necessitate differing 

osure qualities. For example, the sealing requirements for a dry 
product,  such as a tablet, differ from those for a liquid type medicine.

5. The safety feature should not, in and of itself, appear to be a toy 
th at  would stimula te an enthus iastic youngster’s interest.

6. Consumer economic interest : The cost of medicines and drugs 
to the marginal income group is of g reat  concern to this Congress and 
to our in dustry. We need a safe closure a t a nonprohibitive cost.
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7. The closures should no t be so involved in design that  consumers 
would be encouraged to discard the closures or the ir safety component 
at the time of the original removal.

8. The closures should be capable of being handled in commercially 
available automatic equipment.

9. The closures mu st be adaptab le to qual ity control testing 
procedures.

10. The closures should be adaptable to normal cleaning and 
maintenance in accordance with good manufacturing practices to 
insure proper standards of cleanliness and s terility to avoid contami­
nation.

11. The closures should be designed to perm it the utilization of 
sometimes necessary packing such as cotton inserts.

12. Multiple components to the safety feature  should be avoided 
if at all possible. ( 'losures should be of a design simple enough to 
perm it positive, uniform assembly for 100 percent safety function. 
The components required for proper function mus t be within com­
mercial manufacturing tolerances. In other words, the complexity 
of the device must be consistent  with possible packaging, manufac­
turing, and assembly standards to insure 100 percent function in the 
hands of the consumer.

13. Design of the closures and containers should be such as to avoid 
any possibility of fracture of either component during assembly or 
capping operations.

14. The closures mus t be made of a material that  can be handled 
with known converting equipment.

15. The closures must  be of a design which lends itself to known 
mold or tooling designs which will allow for release from those molds 
or toolings in the converting operation.

16. The safety closures must be manufac tured of a material tha t 
will retain original dimensional stability  after conversion.

17. Closure specifications and tolerances must be compatible with 
the  specifications and tolerances of the container finish to insure both 
product protection and safety  function.

18. To insure proper use by the adult the closure must have con­
venience appeal to the adu lt designed into the construction concept. 
It  must be used as intended to be effective.

Commissioner Goddard and his counsel Mr. Goodrich, during their 
appearance before this subcommittee on June 24, 1966, expressed the 
opinion tha t no hearings would be required in connection with the 
issuance of regulations under  the proposed legislation.

It  was their view tha t the issue of whether a practical safety  closure 
is available is simply “a practical mat ter tha t involves inspection and 
tests  which have never really been subject to hearing procedures and 
which have been under the history of th e Administra tive Procedure 
Act thus exempt from hearings.”

We would agree that  the selection of a proper safety closure is a 
practica l matter ; we have learned from experience that it does not 
follow th at it is a simple ma tter—to the contrary, it is a complex one. 
We believe that Commissioner Goddard, after due reflection, would 
join with us in our thinking.
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The foregoing guidelines do no t tell the complete stoxy of all tha t 
must be considered in passing upon the acceptabil ity of safety closures, 
nor do they contemplate the additional requirements which may pre­
sent themselves in the future.

We believe the members of this subcommittee will well understand 
our objections to H.R. 13886 as presently drafted. Implied in the 
provisions of that bill is the  right of the Secretary to define a safety 
closure and to determine which closure or closures will be used for a 
part icula r drug.

As interpreted by Commissioner Goddard and his counsel, Mr. 
Goodrich, no hearings would be required under the bill as proposed, 
and rules and regulations would be promulgated accept ing or rejecting 
safety  closures now on the market or developed in the  future under the 
provisions of the A dminist rative Procedure Act.

Interested  persons would be given a limited opportuni ty to object 
to the rules as announced. Public hearings and the right to present 
evidence would not be required if in the opinion of the  Secretary they 
were not warranted . Judicial appeal from the regulations would be 
available only on very limited grounds.

Both the general public and the members of our inst itute  have a 
great stake in the decisions which might be made relating  to safety 
closures. We earnes tly recommend that if the powers contemplated 
are delegated to the Commissioner, t o Dr. Goddard, relevant sections 
of the  Food, Drug, and Cosmetic Act, subsections (e), (f), and (g) 
of section 701, be written into the bill, thus  insuring any interested or 
affected party the right to make timely objections, to participate in 
public hearings, to olfer evidence, and, if deemed necessary, to test  
the  final order bv judicial process.

We trus t you will not infer from the foregoing that we agree that, 
the  provisions of the proposed act pertaining to safety  closures are 
necessary or proper in any legislation to be enacted at this time.

To the  contrarj', it is our deep conviction that such action is at the 
least premature. We recommend that  that  portion of the bill be 
deferred until this subcommittee or its agents, working in partnership 
with the industries involved, have had an opportunity to make a full 
stud y of the problem. We pledge our full cooperation to this sub­
committee. Our knowledge and the personnel of our members are 
en ti re ly  a t yo ur  d isp osal.

We believe the record demonstrates that  the members of our 
inst itute are and have been fully aware of the problem which this 
legislation seeks to resolve and through dedicated effort have provided 
a varie ty of safety closures which meet th e varying needs of the public. 
We have no intent ion, of course, to rest on our laurels, but will con­
tinue in the future, as we have  in the past, to devote  our energies and 
resources to  the cont inuing improvement of safety closures.

In closing, I would like to thank you, Mr. Chairman, and the  
members of your subcommittee for permitting us to appear and 
testify. We trust tha t the views expressed will be helpful in your  
consideration of this important legislation.

(Exhibit A referred to  follows:)
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Exhibit A

P ictorial  R epr ese ntation  ok Saf ety Closures Considered and D eveloped
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Mr. Rogers of Florida. Thank you very much, Mr. Fisher.
We appreciate the testimony you and your associates have given 

us and the demonstration which has been helpful.
As I understand, under present law the Secre tary does not  have 

this authority  to set the regulations for safety  closure. Is th at  
correct.

Mr. F isher. Th at is what  I unders tand; yes, sir.
Mr. Rogers of Florida. So that if such an auth ority were to be 

conferred upon the Secre tary you would want the hearing provisions 
as now included in the Food and Drug law included in this act?

Mr. Fisher. Yes, we would.
Mr. Rogers of Florida. Any questions?
Mr. Satterfield. No questions.
Mr. Rogers of Flor ida. Dr. Carter?
Mr. Carter. I have some questions.
How expensive would the safety closures be on the  affected class of 

medicine?
Mr. Fisher. Your question was how expensive would they be?
Mr. Carter. How expensive in relation. Well, of course tha t is 

relevan t, but  is i t possible tha t the safety closure in mam7 cases may 
cost as much as the medicine itself? Isn ’t t ha t true? For instance, 
in the case of children.

Mr. F isher. Th at may  be quite true. The economics of this of 
course are merely something tha t I  would simply have to guess at .

Mr. Carter. Yes, sir.
Mr. F isher. Because I  ain not familiar with the cost of any given 

amount of medicine unless of course we know wh at it is.
Mr. Carter. You are certainly familiar with the cost of your 

product. I am sure.
Mr. F isher. Of what, sir?
Mr. Carter. Of the cost of your product.
Mr. Fisher. Oh, yes, indeed.
Mr. Carter. What would be the price of one of those, any one of 

them which you have there, of your safety caps?
Mr. F isher. I believe th at  this would have to be based on an 

estimate which would involve the gross and the closure and  the con­
tainer  combined, and this would be very difficult to arrive at as a 
guesstimate right here. We could, of course, provide this informa­
tion for you.

Mr. Carter. You couldn’t give the cost of any  one of those con­
tainers with the safety cap that  you have there?

Mr. F isher. One of these by itself? Could we possibly work this 
out?

Mr. Pilsbury. We could give you a range, Doctor, if tha t would 
be helpful.

Mr. Carter. Yes, sir. I believe one gentleman agreed that per­
haps the container with  the cap would, possibly, in some cases cost 
more than the medicine which i t contained.

All right, sir.
Mr. Pilsbury. You will encounter a wide variation  in closure and 

container costs, depending on the complexity of the closure t ha t is 
involved.

Mr. Rogers of Florida. Perhaps you could furnish for the record 
some figures showing the various bottles with the various enclosures.
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Mr. P ilsbvry. Be very happy to do that.
(The information requested follows:)

Supplemental Statement of Richard E. Fisher , D irector of P ublic Affairs, 
Glass Container Manufacturers I nstitute

Mr. Chai rman, on August 15, 1966, I appea red before this Subcommittee as 
spok esman for the  Glass Con tain er Manufac turers Insti tu te to  express the  views 
an d concern of our members as to  th at  portion of H.R . 13886 which relates to 
safety  closures. I t is not our  p urpose in this  supplemental sta tem en t to  review 
the complexity of the many problems  involved  in t he  developmen t, manufacture  
and use of safe ty closures; instead, we offer additional information sought and 
requested by members of the  Subcommittee  which we trus t will be helpful during 
th ei r delibe ration of the proposed legislation, especially th at  section  which would 
■delegate carte blanche power to  the Secretary  to  define and regulate safety 
closures.

On August  15 we brought to th e hearing room 19 safety  closures and  containers, 
explaine d the natu re and function  of each closure and demonst rated its app lication 
and removal and the  problems involved in its manufac ture  and  use.

Some of the  exh ibits were pro totypes;  others had been sold upon the  m arket in 
limi ted qua nti ties ; some arc being sold commercially tod ay in vary ing quantities .

Members of this Subcommit tee inquired as to  t he  cost of p roducing the  units  
exhibited and expressed a concern th at  t he  increased cost of the  packaging if the  
more complicated and expensive c losures were used might resul t in  t he doubling of 
the cost of th e medication to  the  general  publ ic. We were req uested to  prepare a 
supp lementa l repor t on the  actual or estimated costs of the  exhibits presen ted 
phys ically at  the  hearing  and shown on the  pictu re atta che d to  o ur sta tem ent  as

Cost stud ies have been made as to  closures not now being commerc ially manu­
facture d. We have assumed optim um  conditions  of manufac ture  and' sale in 
order t o arrive at  the  lowest  possible price which the  consuming public  would be 
required to  absorb. The cost figures arrived at  and the assumptions  on which 
those figures are pred icated are set for th in Exh ibit B a ttache d hereto.

This Subcommittee’s concern th at  the proposed legislation would result in 
sub stantially  increased cost to  the p ublic is well suppor ted in fact. If  the  num ber 
of children ’s aspirin per containe r is cut  in half, two conta iners  a nd  tw o closures 
are requ ired. Packaging and tra nspo rta tio n costs will be increased. If  there  is 
super imposed upon these items a complicated, expensive  closure which requires 
special handl ing and fundamen tal changes in productio n and packaging lines, it is 
well within  the  realm of pro bab ility th at  the  cost of the  con tain er and closure 
could exceed the  cost of the medication.

At the  hearing on August 15 we were also requested  to consider  and report  our 
views on the  desirability  of having a stu dy  commission o r pane l appointed with 
powers and  duties similar to those  of the  Nat iona l M otor Vehicle Safe ty Advisory 
Council.

We have  carefully studied the  information developed in the  hearings before 
this  Subcommittee. We are impressed by the accom plishments of the govern­
ment-medical-in dustry panel se t up  in 1955 under  direct ion of the  Food and Drug 
Administ ration to study this same problem. Every recommendation  developed 
as a result  of those conferences was adopted by indu stry  without legislation. We 
are concerned that  a  similar pa tte rn  was n ot followed in 1966 and  that  both  this 
Subcomm ittee  and the many industr ies involved have  been precip itated into a 
position where we are asked to  pass jud gm ent on legisla tion which may or may not 
be necessary and proper in the  form proposed and which if passed could well 
result in great  and unnecessary  damage to both ind ustry and the  public . We have 
noted th at  during  the  hearings mem bers  of  this  Subcommittee have asked pert i­
nen t ques tions to which answers are  not. presently available. For  example, only 
a perfunc tory  study has been made of the  circumstances and causes of incidents 
of illness and death from over-ingestion of aspirin . To what  extent, if any, were 
safe ty closures involved?

We believe  one conclusion is inescapable. Further stu dy  of the  problems 
involved, both by agents  of government and indu stry , working together, is 
manda tory before this Subcommittee should  be required to s it in judgm ent  on t he 
provisions o f II.R . 13886, especially those pertainin g to safe ty closures.

Upon fur the r study and reflection our conclusions are these:
1. No legislation  on safety  closures should  be enacted unti l f ur the r study  of the 

problem has  been made and rep ort ed  back to this Subcommittee.
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2. Consideration  of the app oin tment  of an advisory subcom mit tee with similar  
powers and duties to those set  for th in the  Nat ional Traffic  and  Moto r Vehicle 
Safe ly Act should be deferred un til  a panel or study  group composed of repre­
sen tat ives of gove rnment and  indust ry has att em pte d to resolve  the problems 
posed, following the procedures carried out so effectively  in 1955.

3. This Subcommittee should tak e affirmative action by appo inting such a 
pane l or committee to include among its membership  the  following inte rested 
pa rti es :

fa) One or  more Congressmen from this Subcommittee;
(b) Two or more rep resentativ es from the  Food and  D rug  Administ ratio n;
(c) Represen tation from the  American Medical Associat ion;
(cl) Representation from the  American Academy of Pediatrics;
(e) Represen tation from the  membersh ip of the  Pro pri eta ry Association;
(f) Representation from the membership of the  Pharmaceutica l Manu­

facturer s Association;
(g) Representat ion from the  Glass Con tainer Man ufactur ers Insti tu te

(bo th closure a nd con tainer  fie lds); .
(h) Represen tation from the  National Association of Retail Druggists 

and t he  American Pha rmaceutica l Association.
We tru st th at  the foregoing information and recom mendations requested by 

this  Subcommit tee will be help ful in i ts delibera tion.

E xhibit B
^Estimated Costs of Closures and Containers P resented as Exhibits on 

Avgust 15, 1966

The figures given herein are  estim ates only and  a re qualified as follows:
1. Th e designs o r shapes hav e not been b luep rinted or engineered ; calculat ions 

have  been made from visual examination.
2. Assembly costs have been estim ated and  included in the  closure prices. 

Any unusual  special hand ling costs  are not included in the  c losure prices.
3. Quant ity is based  upon annual requi rements of a min imum of 10 million, 

making and shipping 500 M pieces a t one time.
4. Costs  a re based f.o.b. plan t of manufacture.
5. Cost  of production molds and assembly tooling is included  in the  closure 

price  on the  basis of amorti zat ion  over a one-year  period.
6. Size of molds is based upon the  optimum req uiremen t of 10 million annu ally.
7. No consideration has been  given to possible cost of p aten t rights.
With the  foregoing qual ifica tions the costs of the  exhib its are estimated in 

appro xim ate  f igures as follows:
Exh ibit  1: $46.00 per M.
Exh ibit  2: $38.50 per M,
Exhibit 3: $59.00 to $104. per M (coat exper ts are no t in agreement) . 
Exhib it 4: $36.00 per M.
Exh ibit  5; $32.00 p er M.
Exhibit 6: $47.50 per M.
Exhib it 7: $32.50 to $40.00 p er M.
Exh ibit  8: $21.00 per M.
Exh ibit 9: $23.50 per M.
Exh ibit 10: $23.50 per M.
Exh ibit 11: $18.00 per M.
Exhibit 12: $19.00 per M.
Exhib it 13: $18.00 per M.
Exh ibit  14: $21.50 per M.
Exhibit 15: $21.50 per M.
Exh ibit  16: $66.00 per M.
Exhib it 17: $15.00 per M.
Exhibit 18: $18,00 per M.
Exhibit 19; Rep ort on closure costs uot avail able at  this  t ime.

Mr. Carter. That is all.
Mr. Rogers of Florida . Mr. Mackay.
Mr. Mackay. Thank you, Mr. Chairman.
Mr. Fisher, this presentation has been very helpful.
1 unders tand you to say tha t you do not favor any legislation at  

this time, but  if legislation is adopted tha t the sta tu te provide safe-
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guards tha t will give you notice and an opportunity  to react to what­
ever standards are set.

Mr. F isher. Yes, sir.
Mr. Mackay. On page 12 you mention certain subsections, (3), 

(f), and (g) of section 701. Do I  understand this to mean tha t these 
provisions afford jyou the protection tha t you would want?

Mr. F isher. Yes, sir, I believe they would.
Mr. Mackay. If on any further consideration you see the need of 

additional protection it  would be helpful to have yotu' suggestion on 
tha t.

As I said, we were breaking some new ground on auto safety s tand­
ards and Mr. Rogers came up with an advisory council approach tha t 
seemed to make a  lot of sense and would afford the interes ted parties 
a full opportun ity to discuss standards before they were actually  
adopted,  and I would be interested to have you review the sections 
to be sure tha t they contain  the kind of safeguards you would want.

Mr. F isher. We will do tha t, sir.
Mr. Mackay. Is i t possible to gather any accurate statistics about 

the effectiveness of the safety  cap? It  seems to me it  is a hard thing 
to get at  in an evident iary way, about the effectiveness even of this 
typ e of safety cap, as to  whether or not a child can get in the package.

Mr. F isher. Perhaps Mr. Johnson can answer that.
Mr. J ohnson. Consumer surveys were conducted on the exhibits 

9, 10, and 11 and a consumer preference was shown for No. 11. It  
seems tha t the real answer to tne safety closure is its built- in conven­
ience to the consumer.

In other words, regardless of the construction and the safety con­
cept, if i t is too involved to use by the consumer then  all the safety 
features are lost. This has been one of the very strong guidelines we 
have tried to follow.

Mr. Mackay. Thank you, Mr. Chairman.
Mr. Rogers of Florida. Thank you very much, gentlemen. Your 

testimony has been most helpful.
Mr. Fisher. Thank you, sir.
Mr. Rogers of Florida. It  is now almost 12 o’clock. The House 

will be in session and we had hoped to be able to cover more witnesses 
today . We have a number of witnesses. Unfortunately , we cannot 
meet this afternoon, but furth er meetings will be announced by the 
chairman.

If there are any persons present  who would like to  file sta tements 
for the consideration of the committee we would be pleased to receive 
those statements  a t this time, although there will be further additional 
time for testimony.

The committee will adjourn subject to the call of the  Chair.
(Whereupon, at 12 noon, the hearing was recessed subject  to the 

call of the Chair.)
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H ouse  of R ep rese ntativ es ,
S ubco mm itt ee  on P ub lic H ea lth and W elfa re  

of th e  C om mittee  on I nte rs ta te  and  F or ei gn  C om me rc e,
Washington, D.C.

The subcommittee met a t 10 a.m., pu rsuant to recess, in room 2218, 
Rayburn  House Office Building, Hon. John Jarm an (chairman of the 
subcommittee) presiding.

Mr. J ar ma n. The subcommittee will come to order, please.
As is the custom, we will hear first from Members of Congress who 

wish to present  testimony. Our first witness will be our colleague 
from Wisconsin, the Honorable Lynn Stalbaum. You may proceed 
Mr. Stalbaum.

STATEMENT OF HON. LYNN E. STALBAUM, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF WISCONSIN

Mr. Stalbaum. Mr. C hairman, 2 weeks ago I submitted a support­
ing statement during this committee’s consideration of truth -in­
packaging legislation. My testimony today is an appeal for approval 
of the Child Safety Act, which together with tru th in packaging, 
tru th in lending, and the Drug  Safety Act composes the Consumer 
Protec tion Act I introduced on May 25.

In my view, this comprehensive legislation affords the most effective 
approach toward eliminating the practices which prey on the con­
sumer’s trus t, health, and pocketbook. Admittedly, this is a large 
order, bu t it is one that must  be filled.

If I were forced to single ou t one feature of the Consumer Protection 
Act for immediate action, its child safety provisions would be the 
obvious choice. For, as President Johnson stated in his message on 
consumer interests, “Children must be our first concern. They are 
our hope and our fu ture.”

We are powerless to guard  our children against m any of the hazards 
of 20th-century life. However, thousands of young victims of 
aspirin poisoning would be alive today if the qua nti ty of aspirin in 
each container did not constitu te a lethal dosage, or if drug containers 
were secured bv safety closures. These are the simple and essential 
precautions which will spare  thousands of families needless grief if the 
Child Safety Act is passed.

Mr. Chairman, consideration of consumer measures often provokes 
the "le t the  consumer beware” line of reasoning. It  is apparent  to all 
bu t the most callous t ha t this  philosophy has no va lidity  whatsoever 
when applied to children.

119
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Th e Chi ld Safety Act  c an seal up the gapin g loopholes in the Food, 
Dr ug , and  Cosmetic  Ac t which rob  cou ntless  families of our  mos t 
precious na tio na l resource. I urge  th is comm itte e to appro ve it with ­
ou t reservatio n.

Mr . J arman. Tha nk  you  for your  views, Mr. Sta lbaum.
Mr. Stalbaum. Tha nk  you for the  oppo rtu ni ty,  Mr. Ch airma n.
Mr. J arman. We will  hear  next  from  the  Honorab le Richard  

M cC ar thy of N ew Yo rk.

STATEMENT OF HON. RICHARD D. MCCARTHY, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF NEW YORK

Mr. M cCarthy. M y nam e is R icha rd  D. McC arthy,  and I am the  
Re presen tat ive of the  39 th  Congress iona l Dis tr ic t of New York.

The C hild Safe ty Act  of 1966, which I cosp onso red,  is  one  of se veral 
con sum er prote cti on  bills referred to thi s comm itte e. While sev era l 
of the  o the r bills h av e incurre d a g re at  dea l of controversy  from man y 
sources , I believe that , it is pa ramou nt  th at  Congress ac t fav ora bly  
on the  Child  Sa fet y Act. Th ere  should be no con trover sy as to  
wh eth er or no t Congress sho idd  en ac t legi slat ion to protec t chi ldren 
from d ea th or serious  illness caused  by acc ide nta lly  swallowing poisons,  
dru gs, or oth er ha rm fu l sub stance s.

Th e Child  Safet y Act  woidd ame nd the  Federal  Food, Drug,  and 
Cosmetic Ac t and the  Fe de ral Ha zardo us  Subst anc es Lab eling Act.

Ev en  tho ugh mo st drug  manufac turer s have  act ed responsibly in 
pro vid ing  appro priat e war nings on labels , tho usa nds of trag ic acci­
de nts have occurre d wh ich  cou ld have  been avoided  by adequa te 
labeling and  packaging  of dan gerous subs tan ces. The Child  Sa fety  
Ac t would fill the  ga ps in  l aws by req uir ing  th at  drugs such  as aspir in 
in tend ed  for chi ldren m us t be package d in qu an tit ies esta blis hed  by 
the Secre tary to be a no nleth al dose so th at if acc ide nta lly  swallow ed 
cotdd  n ot  resul t in ser iou s illness  o r death .

Seco nd, this  bill would  req uir e th at  all dru gs pac kag ed in a ret ail  
conta ine r, including prescri pt ion  drugs, regard less of wheth er or no t 
they  are  intended for child ren  mus t be secure d by a saf ety  closure. 
I believe th at  thi s is one  of the  mo st im po rtan t provis ions of the  bill.  
To o often acc idents  o ccur because dru gs of al l typ es are  ea sily ope ned  
by  chi ldren.  By  req ui rin g th at  al l drugs be  secured by sa fety closures, 
a chi ld who  happens to  get  hold of a drug  c on tai ne r will no t be able 
to  open  it.

An oth er sect ion of the child  safet y bill sti pu lates th at  cauti on ary 
labels  m ust be clea rly an d rea son ably affixed to pres surized  d ispe nsers 
conta ini ng  gaseous an d othe r poiso nous sub stance s. Ca ut ion ary 
labeling would pe rta in  to handling, sto rag e, or  use, int en tio na l or  
otherwise . Th is is a sign ificant  provision because too often if these 
subs tan ces are  swa llow ed acc ide nta lly  the re are  no t any firs t aid 
dir ect ion s for im mediat e counteract ion . Th is legi slat ion adequately 
pro vid es that  ca ut iona ry  labeling  mu st include  first  aid dire ctio ns as 
are necessa ry for the  pro tec tio n of users .

An othe r prov ision of th e child safet y bill is to bri ng  a ll u npackaged 
substan ces under the  safeg uard of the  Federal  Ha zardo us  S ubsta nces 
La be lin g Act.  Also incl ude d are  art icle s bea ring or conta ining 
pes ticides .



CHILD SAFETY ACT AND PERSONNEL TRAINING 121

This amendment requires tha t unpackaged hazardous substances 
must be labeled clearly and  adequately so as to inform the consumer 
of dangers that might emanate from articles such as toys or other 
articles intended for use by children. There are m any toys which are 
decorated bv such things as jequiritv beans which are used as eyes 
on stuffed animal toys. A child who swallows or chews one bean 
could die. While this is a severe case, there are many cases of inade­
quate  labeling which causes illness attributable to allergies because 
toys or other articles for children are either not labeled at  all or  are 
not  labeled sufficiently enough to warn consumers of the possible 
dangers to children. Jn addition, hazardous substances rightfully 
include other packaged substances intended for use by children or in 
the household which fail to bear a label.

And finally, the child safety  bill bans from inte rsta te commerce 
toys and other articles for children which contain hazardous substances 
so dangerous that cautionary  labeling would be inadequate . The 
Secretary is authorized to determine banned hazardous substances, 
with the exception of chemical sets which are intended for use by 
children of sufficient ma tur ity  to read and heed the directions anil 
warning in the labeling.

I do not believe, Air. Chairman, tha t the child safety bill would 
place heavy and costly burdens on the manufacturers of drugs, toys, 
cosmetics, and other products as it amends the Federal Food. Drug, and 
Cosmetic Act and the Federal Hazardous Substances Labeling Act. 
The responsibility that  we as legislators have to do all in our power to 
protec t our children from senseless and needless injury, serious 
illness, and deal h caused by accidentally swallowing drugs and poisons 
far outweighs any argum ent against alleged stiingent standards and 
criterion for adequate and cautionary labeling and packaging.

Mr. Chairman, I urge this committee to report  the child safety 
bill without amendments ns soon as possible. I believe tha t it is a 
must bill before adjournment of the 89th Cotigress.

Thank you, Mr. Chairman, and other members of this committee, 
for the opportunity to testify before you in behalf of what I  consider 
necessary and vital legislation for the protection of our children.

Mr. J arman. Thank you, Mr. McCarthy.
Our next witness this morning as we continue hearings on these 

bills is Mr. Edvard J. Breck, president of the Toilet Goods Asso­
ciation. Our colleague, Congressman Boland, of Massachusetts is 
here with us and will introduce Mr. Breck.

STATEMEN T OF HON. EDWARD P. BOLAND, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF MASSACHUSETTS

Mr. Boland. Mr. Chairman, I am grateful for the opportunity  
of being permitted to introduce Mr. Breck. He is one of our most 
distinguished citizens in Springfield. I appreciate that  you are putt ing 
him on first. I understand what the problems are with all these 
gentlemen here. But he does come from a considerable distance, 
and I have arranged for other appointments with agencies this after ­
noon, and because of tha t, would like for him to appear first.

I am grateful to you for extending this courtesy. As I have in­
dicated, he is a distinguished citizen of our community, he is one of the 
leading citizens in this part icular association, he is president of the
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Toilet Goods Association of the United States, and at  one time, was 
the president of the Breck Toilet Goods Co., which is one of the 
greatest and most famed of the world, so it is a pleasure for me to 
introduce  Mr. Edward J.  Breck, president of the Toilet Goods 
Association of America.

Mr. J arman. Thank you.

STATEMEN T OF EDWARD J. BRECK, PRESIDENT, TOILET GOODS 
ASSOCIA TION ; ACCOMPANIED BY FULLER HOLLOWAY, COUNSEL

Mr. Breck. Thank you, Mr. Chairman. I am accompanied by 
Mr. Fuller Holloway who is counsel of the Toilet Goods Association.

Mr. J arman. All right, we will be glad to hear him.
Mr. Breck. The Toilet Goods Association, Inc., is a trade associa­

tion composed of manufacturer s of perfumes, cosmetics, and other 
toilet  preparations  which in aggregate manufacture more than 90 
percent by volume of all such products sold in the United States.

I also wish to call to your  attention tha t the National Beauty & 
Barber Manufacturers Association, representing manufacturers and 
distr ibuto rs in the beauty salon and barbershop field, has authorized 
me to advise your committee tha t it  fully suppor ts the views I  will 
express in this statement.

We wish to comment only on subsection 4(c)(1) of H.R. 13886, 
which subsection amends section 602 of the Food, Drug, and Cosmetic 
Act, the misbranding section, to include a new paragraph  (f) providing 
for cautionary labeling as follows:

(f) If because of its nature, composition, or packaging it involves a substantial 
risk of causing injury to health  during or as the resul t of any foreseeable handling, 
storage, or use by any individuals, whether intentional or otherwise, unless in either 
cast! it bears (in addition to any other prescribed labeling) (1) such cautionary 
labeling as is necessary for the pro tection of such individuals and (2), where neces­
sary or appropriate, instructions for first aid treatment. Whenever the secretary 
finds any cosmetic or class of cosmetics is subject to the provisions of this para­
graph  and in his judgment a dec laration to tha t effect will promote the objectives 
of this paragraph by avoiding or resolving uncertainty  as to its application, he 
may by regulation declare any such cosmetic or class of cosmetics to be, and it 
shall during the effectiveness of such regulation be deemed to  be, subject t o such 
provisions. Nothing in this  parag raph shall be construed to exempt any article 
otherwise subject to the requirements of this paragraph from such requirements 
by reason of the absence of such a regulation.

Cosmetics are created and produced for application to the human 
body and are not injurious to health under normal circumstances. 
The Food, Drug, and Cosmetic Act bans a cosmetic from sale if i t 
bears  or contains any poisonous or deleterious substance which may 
render it  injurious to users under the  conditions of use prescribed in the 
labeling thereof, or unde r such conditions of use as are customary or 
usual (sec. 601(a) of the Food, Drug and Cosmetic Act). There 
is no hazard to the user in the normal use of cosmetics.

Normal use of cosmetics does not, of course, include ingestion by 
children, who may, because of lack of experience, expect every sub­
stance is for tasting. It  is for this unintended use, we understand, 
th at  the proposed legislation is intended to guard against.

A survey has been made within the past 2 weeks of a substantia l 
number of cosmetic producers in order to determine the magnitude of 
incidents of injury to children because of accidental exposure to cos­
met ic products . Complaint files of these cosmetic companies revealed 
th at  reported incidents of i njury  are extremely rare.
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I t  may  be th at  such  repo rte d inc ide nts  are  spa rse  sim ply  because 
an y ex ter nal in jur y to those chi ldre n who have  experim ented  with 
cosmet ics is lu gnly unl ike ly an d any in ju iy  f rom ing est ion  is  not  l ike ly 
to be of a serio us na tur e.

The Dep ar tm en t of Hea lth . Educati on , and We lfar e, in a rec en t 
bu lle tin , ind ica ted  (table  2, p. 125) that  there  were 3,271 repo rte d 
accid en tal  ingestions, of cos metics , in 1965 am ong chi ldren unde r 5 
ye ars of age, 620 of them  rec eiv ed some trea tm en t, an d 20 of them 
were hospi tali zed  for a sh or t du ra tio n (table  5, p. 125). Th e bulle tin  
(p. 3) exp lain s with res pect to  all  typ es of s ubsta nces:

Table 5. Table 5 provides some rough indications as to  the seriousness of the  
accidents. Approximately 20 percent of the reported  cases are hospitalized. 
However, a g reat many of these may have been admitted to a hospital simply for 
observation: on the other hand, petroleum products do have a greater  hospitali­
zation rate and for a significantly greater time. Cosmetics conversely have less 
hospitalizat ion and for shorter  lengths of time relative to o ther types of ingestions.

Sound jud gm ent  mus t be exerc ised in orde r to avoid  ove rlab elin g 
with res pect to relative ly innocu ous subs tan ces and th us  ten din g to 
def eat  tlie purp oses  of ca ut io na ry  labe ling —the preven tio n of or  
alleviat ion  of injury  because of expo sure  to toxic substan ces.

As st at ed  abov e, cosmetics  are  del ibe rately  and carefu lly  made for  
ap pli ca tio n to the  huma n body. Cosmet ics are  n ot  ma de  for ingestion  
(al tho ugh many cosm etic  i ng red ien ts are  also  fo od ad dit ive s).  Th ere  
is also some  incidenta l ing est ion  by  ad ult s of cos metics ; for  exam ple,  
lipstick . Such cosmetics ar e carefu lly  compoun ded  of mate ria ls which 
are  safe for the  ind ica ted  use , considering  inc iden tal  ingestion.

Bec ause of the  na ture  of the produc t and the  rel at ively rem ote  
po tent ia l of in ju iy  inhe rent  there is grave do ub t th a t the re is an y 
need  for  cove rage  of cosmetics  u nd er  a nv  ca ut iona ry  labeling requir e­
me nts . In  an y event , to  be m os t e ffective , an y ca ut io na ry  s ta te m en t 
sho uld  be dir ect ed prec isely  a t the  po ten tia l for  ha rm ; th a t is, acci­
de ntal  chi ld exposure.

Some cosmet ics are  sold  in pressu rized con tainer s, an d hence, such  
co nta iners shou ld bea r a wa rning  with res pect to  the  ha za rd  involve d. 
Such warnings are  alr eady  custo ma rily plac ed on suc h con tainer s.

We pro pose that  sect ion 4(c )(1 ) of tne Child  Sa fety  Ac t amend  
sec tion 602 of the  Foo d, Dr ug , an d Cosmetic  A ct  to  read  as follows:
(Sec. 602. A cosmetic shall be deemed to be misbranded—]

(f)(1) If because of its na ture, composition or packaging it involves a substan­
tial risk of causing substantial injury to health during or as a proximate result of 
any reasonably foreseeable handling or ingestion by children unless its labeling 
bears in addition to any other prescribed labeling, either in conjunction with 
directions for use, if any, or on other  labeling, the cautionary statem ent:  “Keep 
out of reach of children.”

Th e balanc e of the  c lause will be exac tly  t he  same .
Wh ene ver  the Sec ret ary  finds t hat  any cosme t ic or clas s of cosmet ics 

is su bjec t to  the  provisions  of th is pa rag raph  and  in his jud gm ent a 
de cla ra tio n to th at  effect will pro mo te the  o bjectiv es of t hi s pa rag raph  
by  avoid ing  or reso lving un ce rtaint y as to  its  ap pli ca tio n, he ma y by  
reg ula tion declare, with  ap pr op riate exem ptio n provis ions for  packages 
of sm all quantit ies , an y such cosmetic or c lass of cosm etic s to  be, and 
it  sha ll du rin g the  effectiveness of such  reg ula tions be dee med to  be, 
subje ct to  such provisions. Nothing  in th is pa ragrap h sha ll be con ­
str ued to  exem pt any art icl e otherw ise  sub jec t to  the  req uirem en ts of

9
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this pa ragraph from such regula tions by reason of the absence of such 
a regulation;

(2) If it  is contained in a dispenser pressurized by a gaseous propel lant unless 
it  bears such cautionary  labeling with respec t to handling , storage, and  use of 
such con tain er as is necessary to preven t, if complied with, the  causing of injury 
to the  heal th of any  user or o ther  ind ividual during, or as the res ult  of, reasonab ly 
foreseeable handling, storage , or use thereof .

Under such provisions the maximum protection is available and 
directed at  the potential  injuries—-handling or ingestion by children 
and the hazards of a pressurized container. At the same time, a 
cautionary  statem ent should not  be required on products which can 
cause only an inconsequential injury or illness, such as regurgitation 
of the product afte r swallowing.

It  would defeat the purpose of the act to require overlabeling with 
respect to products which coidd cause only insignificant or negligible 
illness or injury.

In summary, because of the  natu re of cosmetic products  and their 
deliberate  compounding for use on the human body, their remote 
potent ial for any substant ial injury , and because overlabeling should 
be avoided, it does not really appear necessary to require cautionary 
labeling on cosmetic products.

The one potential , though remote in terms of any substantial injury, 
is the possibility of unintended use by way of ingestion by children.

Even here, the undesirable effect of overlabeling must  be weighed 
agains t the potential for rela tively inconsequential injury. Pressuri­
zation of containers is a  conta iner problem, not a cosmetic problem, 
and appropriate  cautionary warning should appear on all such con­
tainers. Weighing all factors , any cautionary labeling requirements 
should be directed as above suggested.

In addition, it seems to us that  any amendments which you pass 
ought to be uniformly applicable in all of the States. If you do 
decide to enact any part  of the proposed legislation, we urge tha t 
you also provide for preemption in tha t particular area.

Variations in requirements between the Federal law and the various  
State s can only create chaotic conditions.

Thank you, Mr. Chairman.
(The tables referred to follow:)
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T ab le  2.—Accid ental ingest ions amon g children under 5 years of  age, type  of  sub­
stance by year of  report, reported by poison control centers,1 196 2-65

T y p e  o f subst ance

1065 1964 1963 1962

N u m ­
be r

P er ­
ce n t

N um ­
be r

P er ­
ce nt

N u m ­
be r

P e r­
cen t

N u m ­
be r

Per ­
ce n t

M ed ic in es .............................................. .. 34.4X3 54.4 28.78 0 51 .3 24,3 35 51 .8 20.663 50.4

In te rn a l................... ........... ................. 30 .870 48 .7 25.446 45.4 21.5 88 46 .0 17,964 44. 1

A s p ir in .. ..................................... 16.328 25 .8 12,917 23 .0 10.808 23 .0 8.7 99 21 .6
O th e r ............................................ 14,542 22 .9 12,529 22 .3 10,780 23 .0 9.1 65 22 .5

E xte rn al------------------------------------- 3.6 13 5.7 3.334 5. 9 2,7 47 5. 9 2.599 6.4

C le an in g  an d  po li sh in g  a g e n ts ._____ 9.3 43 14.7 8,91 8 15.9 7,520 16.0 7.085 17.4
P et ro le um  p r o d u c t s .. . 3,0 73 4.9 3.014 5.4 2.601 5. 5 2.0 98 5.1
C osm et ic s.................................................... 3.271 5.2 3,05 8 5. 5 2.4 59 5. 2 2,1 79 5.3
P esti c id es ..................... . ....... ..................... 3,8 56 6. 1 3.882 6. 9 3,3 70 7. 2 3. 030 7.4
( h is e s  an ti  vap ors 87 . 1 84 . 1 64 . 1 78 .2
P la n ts ............ " ............................................ 2,0 28 3.2 1,700 3.0 1,350 2. 9 1,135 2 .8
T u rp e n ti n e , p a in ts , e t c ......................... 3.0 95 4.9 2,878 5.1 2.373 5.1 2.017 4 .9
M is ce llan eo us ............................................. 3,7 66 5.9 3,484 6. 2 2,541 5.4 2.246 5. 5
N o t sp ec if ie d.............................................. 350 .6 299 .5 341 .7 344 .0

T o ta l.................................................. 63,352 100.0 56,097 100.0 46,954 100 .0 40,775 100.0

> In clu des  97 co oper at in g  h osp ita ls  i n  1965; 99  in  1964; 102 in  1963; 73 in  1962.
So ur ce : In d iv id u a l rc jw rt s su b m it te d  to  th e  N ati onal C le ar in gh ou se  for Poi so n C o n tr o l C en te rs  (U .8 .

D ep o rt m en t of  H ea lt h , E ducati on , an d  Welfa re , P ub li c  H ea lt h  Ser vi ce , D iv is io n of  A ccid en t P re ven ti on , 
M ay  1966).

T ab le  5.— Accidental ingest ions among children unde r 6 years of  age, treated cases, 
by type of  substance and  days  of  hosp itali zatio n, reported by 34 1 poison control 
centers,1 1965

D ay s of  h osp it a li sa ti on  1

T y p e  o f s ubst ance T o ta l N o  d a y s 1 d ay  * 2 to  3 4 o r  m ore U nknow n

N u m ­
be r

P er­
ce nt

N u m ­
be r

P e r­
ce n t

N u m ­
be r

P er ­
ce n t

N u m ­
ber

P er ­
ce nt

N u m ­
ber

P er­
cen t

N u m ­
ber

Pe r­
ce nt

M ed ic in es ................................ 19,300 100 16,667 86.4 849 4.4 527 2.7 136 0.7 1,121 5.8

In te rn a l........................... 18.180 100 15.744 86 .6 780 4. 3 490 2.7 127 .7 1.039 5.7

A s p i r in 11,308 100 9.889 87 .4 473 4. 2 293 2.6 52 .5 601 5. 3
O th e r........................ 6^872 100 5^855 85 .2 307 4. 5 197 2.9 75 1. 0 438 6.4

E x te rn al_____________ 1.120 100 923 82 .4 69 6.2 37 3. 3 9 .8 82 7.3

C le an in g a n d  po lish in g
a g e n ts ........... .................... 3,677 100 2,967 80. 7 118 3.2 156 4.2 146 4. 0 290 7.9

Pet ro le um  p ro d u c ts ........... 1.857 100 1.212 65 .3 108 5. 8 166 8.9 128 0 .0 243 13.1
C osm eti cs............................... 620 100 579 93. 4 10 1.6 8 1.3 2 .3 21 3.4
P est ic id es............................... 2,021 100 1,661 82 .2 104 5. 1 64 3.2 39 1.9 153 7.6
G as es  a n d  v ap o rs ................ 42 100 26 61 .9 6 14.3 2 4. 7 1 2. 4 7 16.7
P la n ts .............................. .. 640 100 582 90 .9 20 3.1 9 1.4 5 .8 24 3.8
T u rp e n ti n e , p a in ts , e t c . . . 1,258 100 1,024 81.4 50 4.0 52 4.1 30 2.9 96 7.6
M isce llan eo us ........................ 689 100 595 86 .3 31 4.5 19 2.8 13 1.9 31 4.5
N o t s pecif ie d ......................... 182 100 142 78 .0 8 4. 4 11 6 .0 4 2 .2 17 9. 3

T o ta l............................. 30.286 100 25.45 5 84.0 ] 1,304 4. 3 1,014 3.3 510 L 7 2.003 6. 6

1 In c lu des 97 co oper at in g  h os pi ta ls .
> Exc lu de s 3,753 c as es  u nknow n as  t o  h osn ita l ten t ion.
• In cl udes  s om e p a ti en ts  w ho  a rc  hosp ita li zed  for 1 da y  for  pu rp ose  o f o bse rv at io n  on ly .
So ur ce : In d iv id u a l ca se  re port s su b m it te d  to  th e  N ati onal C le ar in ghouse  fo r P ois on  C on tr o l C en te rs  

(U .S . D e |) a rt m cn l of  H ealt h , E ducati on , a n d  Welf are , P ub li c  H ea lt h  Ser vi ce , D iv is io n  of A cc id en t 
P re ven ti on ).
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M r. J arman . Th an k you, Mr. Breck, for your  contr ibu tion to this  
hearing . Mr . Satter field?

Mr. Satterfiel d. No quest ion s, Mr . Ch airma n.
M r. J arman. Mr.  Nelsen?
Mr. N else n. Is n’t ii true  th at  as far as  ingestion is concerned,  th at  

even  in the  ins tance of sa lt,  or  any oth er food item,  if it is tak en  in 
suff icie nt quan tit ies , would cre ate  some problem ? I presume th at  
in  the  ins tance of cosmetic s you feel th at  thi s prod uc t is so nea rly  
safe in all ins tances  th a t the  effects of its  ingestion would  be no 
di ffe ren t than  would, say. sa lt or some othe r pro duct,  which in gross 
am ou nt s would be harmf id to some  degree.

M r. B rec k. T hat  is  ri gh t, yes.
Mr. N elsen. Tha nk  you.
M r. J arman. Mr.  Breck, one thing  certa inly is helpful in your  

tes tim on y, in our  consider ation of these bills, and th a t is, where you 
do  objec t, or oppose par t or  pa rts it  is ce rta inl y help fid to hav e the 
recommende d langua ge th a t you feel would cover in the  pa rti cu lar  
field of vour own knowledge, and we appre cia te th at .

M r. B reck. Yes, sir, th an k you .
M r. J arman. Mr . Mackay.
M r. M ackay. No quest ion s.
M r. J arman. Tha nk  you  ve ry much.
M r. H olloway. Mr. Ch airm an , ma y I?
M r. J arman. Yes, Mr . Hol loway.
M r. H olloway. I have  reviewe d the tes tim ony of Dr. Godda rd, 

whi le he was up here, and 1 have the h ighest  respect for  D r. Godda rd. 
I  th ink he is one of the  fin es t officials in the  Gover nm ent , and  I am 
qi ut e certa in th at  he  would like  fo r me to, or someone to, perha ps cor­
re ct  the reco rd, in one part  of his test imo ny.

And  Dr . Go ddard  is a  v er y bus y man, and  1 do n’t know who wro te 
his  sta temen t, but he ha d stat ed  in referr ing  to the Poiso n Con trol  
Cen te r clea rance bul letin, which was publis hed  this  spri ng,  th at  there 
were  3,058 reported cases of acc identa l poisoning of chil dren under 5 
by  cosme tics. I think  if we look  on tab le 2 of th at ------

Mr. J arman. T hat  was for  1964?
Mr. H olloway. 1964. If  we look a t table 2, at ta ch ed  to Mr.  

Bie ck ’s sta temen t, we find  the  figure unde r “ 1964,” and  opposite 
“C osm etics,” of 3 ,058, which  is the  same figure  Dr.  Go dd ard’s s ta te ­
men t uses, bu t t hat  table  says  it  is accidental ingestion,  am ong  chi ldren 
un de r 5 ye ars  of age, by  typ es  of substanc es. 11 does  not  s ay  anyth ing 
ab out those child ren bein g poisoned by the cosmetic.  And if we look 
over to  table 5, you will find th at  under “Cosmetics,”  opposite the  cosmetic 
line , the re were 620 cases of tre atm en ts  a fte r accidenti 1 ingestion , and 
th a t of those 620 the re w ere  579 of th e n  h ad no d  tvs in h os pi t tl, o r no 
hospita lization  wh atsoev er, an d I u nd ersta nd  from some s ight  research 
th a t the  u sual tre atmen t wo uld  have been  the  prescr ibin g of a glass  
of milk , or som ething of th at  sort, ju st to ti l ite wh atev er  n ight lu ve 
go tte n in to the  chi ld’s sto mach,  and con sequen tly,  we did wa nt  Dr . 
God da rd ’s sta temen t to be che cked aguin st the  record.

In  the  sta temen t he a lso s ugges ts th at  th ere  had been  a prob lem wi th 
resp ec t to nail harde ner s, which has  caused numb ero us injur ies.

M r. M ackay. Mr . Ch airm an , excuse  me. If  1 cou ld in te rrup t the  
wi tne ss there, 1 would like to rea lly  get clea r in m y ow n mind  abo ut  the 
defin itio n of the word “poison.”  W ha t do you th ink Dr. Godda rd
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meant when he said they had been poisoned? Does the word poison 
carry with it mortality?

Mr. Holloway. Well, Mr. Mackay, I think, insofar as Dr. God­
dard ’s statement was concerned, that whoever wrote it simply made 
an error in the use of tha t term here.

Mr. Mackay. But is the word “poison” a scientific term? Does it 
really mean something?

Mr. Holloway. As I understand the term as used by pharmacol­
ogists—they don’t like the use of the word “poison,” they  like the 
use of the word “toxic,” because there are variations, and a thing 
may be toxic a t one level and create some problems, and at  another 
level, no injiuy  whatsoever.

Mr. Mackay. For example, T think we need to  know what this table 
really means here, when it says accidental ingestions. I could see 
where there  could be many accidental ingestions tha t would have so 
bad effect on the person.

Mr. Holloway. I think th at  is apparent.  That with over 3,000 
ingestions, and only 620 the doctor or who ever a ttend ed the matter  
prescribed anything.

Mr. Mackay. But the fact tha t this appears here means tha t it 
came to the attention of the Clearinghouse, the Poison Control 
Center, because someone was concerned enough about it to take the 
child to  a physician.

Mr. Holloway. Yes; that is right .
Mr. Mackay. They really did not know what had happened, and 

they thought they had bet ter get some medical advice.
Mr. Holloway. There was an abundance of caution, which is the 

right thing to do.
Mr. Mackay. Do these tables  tell you to what extent , well, for 

instance, whether there was any permanent injury, death or per­
manent injury?

Mr. Holloway. Congressman Mackay, they don’t really but I 
went over to the Poison Contro l Clearinghouse Center of the Depart­
ment of Health , Education, and Welfare, which is located over in 
Arlington, to check on the  raw dat a they  have, the control sheets 
that come into that  Center, and what I am about to say, of course, 
is completely hearsay, but looking over that record, I found in the case 
of cosmetics for the year 1965 that  we were checking on tha t there 
was no indicated injury to any child, other than one in the whole year.

Now the  Center apparent ly d id not have the  record of what it was, 
but I suspect it was some kind of a hair  prepara tion, and in that , 
had some chemical which burned the child’s mouth.

Otherwise, there was nothing there that  would indicate tha t there 
was any indicated injury of any  sort  to children. Now there may 
have been, had not the Control Cente r or the docto r come in and 
taken care of it, and I would respectfully urge the  committee to some 
way get the Poison Control Cen ter people to come over here, and 
tell you what the situation is, because they have bett er information 
than anyone else, I would think.

Mr. Mackay. Mr. Chairman, tha t was rea lly the next point  that 
I wanted to make. I hope we can get the compiler of this information 
over before the committee to see if there is some hard  data here. 
You know, the popular charges tha t this bill is jus t good politics, to 
have a child safety bill, and, of course, I don’t think  the Congress 
functions that way.
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1 do n’t  thi nk  we w an t to  l egis late  unless there is som e ha rd da ta  to  
su pp or t the l egis latio n. M r. Ch airma n, I  do hope b efo re we conclude  
these hea ring s, th at  we can hear  f rom the  le ade rs of the poison con tro l 
cente rs,  to in terp re t these ch ar ts  to us, so th at we can  know wh eth er 
we are  dea ling  with  a rea lly  larg e problem or  one th a t looks  larg e on 
th is  pa rti cu lar ar rang em en t of the figures.

Tha nk  you . Exc use  me  for  i nterr up tin g.
M r. J arman. We will mak e every  effort to  ge t th a t inform ation .
Mr. H olloway. Tha nk  you, M r. Ch air ma n. I did  wan t to  

st ra ight en  the  record.
M r. J arman. Yes.
M r. Roge rs.
M r. R ogers o f F lorid a. I am  sorry  I  was  lat e, and did no t hear  

yo ur  sta temen t. I will read  it.  Is the po in t you are  making th a t 
asp irin  or poisoning  is  no t of a sufficient  p rob lem  to  l egislate aga ins t?

M r. B rec k. Onlv in cosmetics .
Mr. R ogers of F lorid a. Ju st  in cosm etics . Yo u feel the re is no 

pro ble m there?
Mr. B reck. Some 3,000 ingestions  by  chi ldren unde r 5 in 1965, 

an d wh en you realize  th a t the ret ail  dol lar  volume of the  indu str y,  
in 1965 was  pra cti ca lly  $3 bi llion, and the  num ber of un its  are  ce rta inl y 
in th a t ca teg ory  in the co nten ts  of a pac kag e br ing s th at  up, it  is 
real ly  a very fine record.

Mr. R ogers of F lor ida . Fin e. Th an k you.
M r. J arman. Tha nk  y ou , Mr . Hol loway.
M r. B reck. Tha nk  you.
M r. J arman. Our nex t w itness  th is mornin g is M r. Jo hn  L. Ha rvey , 

Wash ing ton  counsel, Dru g & All ied Pr od uc ts Guild .
Mr. Ha rvey , un til  his  recent  ret ire men t, served  as Dep uty Com ­

missio ner  of Foo d an d Dr ug s. We are  pleased to  have  you wi th us 
th is morning .

STATEMEN T OF JOHN L. HARVEY, COUNSEL, DRUG & ALLIED 
PRODUCTS GUILD

M r. H arvey . Mr. Ch ai rm an  and  mem bers  of the com mit tee , my  
name  is John  L. Ha rvey . Th e guild  is an  associ atio n of 130 sm alle r 
man ufac turers  of ph armaceu tic al  pro ducts , an tib iot ics , and  allied  
prod uc ts.  Ne arl y every  St at e in the  Union  is rep res ented  in the 
memb ership .

We  are  sta nc h believer s in and support ers  of the laws  reg ula tin g 
dr ug  m anufactur e an d di str ibut ion.  We adm ire  a nd  resp ect the  Food  
an d Drug Ad mi nis tra tio n and its officers. We su pp or t and  endorse  
the pur pose of H.R . 13886 to pro vide grea ter  sa fe ty  to chi ldren and 
ad ul ts  alike in the  use of hazar dous sub stance s.

We  do, however, wish to  voice a s tro ng  obje ction  to the pro ced ura l 
pro vis ion s of the  bill, or  som e of them.

Section  2, in amendin g sec tion 501(a ) of the  ex ist ing  law,  will re ­
qu ire  the Se cretaiy of Hea lth , Ed uc ati on , and  We lfar e or in fact  an y 
mem be r of t he de pa rtm en t th a t he ma y designat e to se t a l imit on the  
quan ti ty  of asp irin  or ot he r salicylic dru g, in tend ed  for chil dren, 
which  may be packed  in a single  conta ine r for re ta il sale.

Th e limit  fixed will h av e the  full force a nd  effect of la w b ut no prov i­
sion is ma de for not ice  so adverse ly affec ted pa rti es  for  the tak ing  of
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eviden ce or for any op po rtu ni ty  to be heard  or for  t he  develo pm ent of 
an y record  or  op po rtu ni ty  for  jud icia l review.

The  maxim um  am ou nt  of asp irin  or sim ilar dr ug  th a t a child can 
saf ely  ingest must be deriv ed  prima rily  f rom the accumula ted  experi­
ence of man y phy sicians th roug ho ut  the wor ld wh o have  dealt  with 
accid en tal  poison ings. Es tabl ish men t of such  lim its  inev ita bly will 
cause serio us economic  loss in change of ma chine ry, package  design, 
an d equ ipm ent .

Th e que stio ns involved are grave ones and there  is no ap pa rent  
rea son wh y w e should sh or tc ut  the ma kin g of a  r ide  wh ich is inte nded  
to  have  t he  force of law by a uth ori zin g exe cut ive  f iat.

Again  in amend ing  th e same  sec tion  the Se cretary is req uir ed to 
mak e a law wi thou t notice,  hearing , record , or review. Th is pro vides 
th a t a ll d rug s which the S ec re tary  th ink s m ay  be hazardous to ch ild ren  
m us t, when packed  in r etai l con tainer s, be secured by  a safet y closure.

Th is allows the Sec retary  to  dec ide w hat dru gs should  be so classi fied 
an d wha t k inds a nd  typ es  of c losures a re sa fe ty  closures. Th e p ublic, 
dr ug  manufac tur ers  and sellers, phy sic ians and sci en tis ts have an  
im po rtan t concern  ove r th e decis ions to  be ma de  to  imple me nt thi s 
section .

I t  is i mpo rta nt  tha t an op po rtu ni ty  for  he aring  and  m aking a r ecord 
be  pro vid ed. The de term inat ion of the kin ds and typ es of saf ety  
clo sures  reg ard ed as acceptab le by the  Dep ar tm en t has the  effec t of 
gr an tin g license to some  an d den ying it  to others .

In  section  4, provision is ma de  whereby the Se cretary m us t make 
de term inat ions  clas sify ing drug s and  prescr ibing labelin g for such 
dru gs,  ind ica tin g m at te rs  to  be included in or  om itt ed  from such 
lab eli ng  and with  res pect to  manne r and form of such sta temen ts.

Again  no provision is made for notice, for hea ring, for  reco rd, or 
for  jud ici al review. Yet  th e decisions of the  Se cretary can hav e the  
mos t pro found influence  u po n the pub lic welfare as well as upon those 
who manufac ture  and di st rib ut e drug s.

Atte nt ion is called to the fact  th at  in sec tion  4(2)  of the bill pro­
vision is made for due pro cess including not ice,  heari ng  and  review 
when the  Secre tary un de rta ke s to classify  cosm etics. Aga in in sec­
tion 202(2) when the  Se cret ary mak es rules rega rd ing hazar dous 
substan ces, the prov isions o f section 701 (e), (f), (g) ap ply and p rov ide  
for  not ice , hea ring record , an d review.

I t  is diff icul t to see wh y full  op po rtu ni ty  for he ar ing and  review 
is afforded on some typ es  of haz ard ous subs tan ces an d on cosm etics  
bu t den ied  on drugs.

Th ere appears  to be no rel ief  in the  appli cat ion  of th e ad min ist ra­
tiv e procedure act  since in th e absence of a provis ion  in specif ic s ta t­
ute, th e admin ist ra tiv e procedure ac t does  no t compel provis ions for  
heari ng  and review.

We sub mit th at  the  bi ll shou ld clea rly and unequiv ocably dea l wi th 
the ru lem aking  pow er g ra nt ed  to the  Se creta ry  in  a m an ne r consistent 
with  gi vin g force of law to the rule s he makes.

We sug ges t the  am en dm en t in the bill of sec tion 4(2)  on page  5 
of the  bill at  line 20, by  st riking  all the  m at te r in line  20 and  insert­
ing  “ 501 (a) , 502(d),  502(f), or  502(h) or  the  second  se nte nce of sectio n 
602(f).”

With  such  changes we r eco mm end th at  the  b ill be pas sed .
Mr. J arman . Th an k you , M r. Ha rve y.
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Do T un de rst an d th at  th e basic posi tion , then, th at yo ur  organi zat ion  
take s is th at  if heari ng  and jud icia l revi ew is provide d for, th at you 
wou ld be in fav or  of passing 13886?

Mr. Harvey. T ha t is cor rec t, with proper imple me nta tion of th e 
prov ision s.

Mr . J arman. Mr. Rog ers.
Mr. R ogers of Flori da . Th an k you , Mr . Ch airma n. I t  is good 

to see you , Mr . Ha rvey .
Mr. Harvey. Tl iank  you, Mr . Rogers.
Mr. R ogers of F lor ida . Whu ■_ pro ducts , o ther  th an  drug s, does y ou r 

gro up produce?
Mr. H arvey. A few household chemicals.
Mr. R ogers of Flor ida. I see. Wou ld the y, an y of those , be 

subje ct  to labeling as  “h azard ous subs tan ces” ?
Mr. Harvey. Some of them  are ; yes.
Mr. R ogers of Flori da . Now, wha t use is  t he  p res en t l aw in re ga rd  

to these situ atio ns?  Do es the law generally prov ide  fo r hearings?
Mr. H arvey . Yes. Yes, this procedure  of giving not ice by  

publicat ion  in the Fe de ral  Reg iste r, and inv iting  com ment from  
adv ersely  affected pa rti es , cons ider ing the  comm en t and  determinin g 
wh ethe r the obj ect ions to the  p ropo sals  w ar rant  a  he aring, the  ho ldin g 
of a  hearin g of reco rd, if n ecessary, and  the  pu bli ca tion of a  final orde r, 
wi th an op po rtu ni ty  for  adv ersely  affec ted pa rti es  to tak e the  m at te r 
to  the  cou rt of a ppeals,  for  de ter mi na tio n of w he ther  the rule th at  has 
bee n m ade  is suppo rte d by su bs tan tia l evidence in the  whole record .

Th is is th e regula r ad minist ra tiv e procedure , for  extension of the 
congressio nal law ma kin g power,  so th at  it is surro unded by the safe ­
guard s of a review, a nd  we do n’t have th is pro blem of col late ral at tack , 
or at t empt ed collat  eral at ta ck , and  t he quest ion of tryi ng  to  determi ne  
wh eth er the re was cap rice , or unreasona blenes s, when you  have no 
record  to base  it on.

Mr. J arman. Wou ld th e gen tlem an yield?
Mr. R ogers of Flori da . Yes.
Mr . J arman. Would th is  have to  be on a case-by-ca se basis?
Mr. H arvey. N o, I th in k it. would be on a sect ion-bv-sec tion  

bas is in the  act . The  Secre tary is autho rized  to  determine the 
am ou nt  of aspi rin th at  can  go in a pac kage for  chi ldren.  Th is is is 
one  thing. Th is would be determ ined once and for  all, unless new 
evidence justi fied a change .

Mr.  J arman. But  on th e subject of closures , again.
Mr. H arvey. N o.
Mr . J arman. It would have  to be on a case -by-cas e basis?
Mr. Harvey . N o, 1 th in k he would  afford intere ste d parti es an 

op po rtu ni ty  to  supp ly him  nil the inform ation th a t he coidd get  on 
th e devices for closures , and  he would hav e to  de termine, sub jec t to  
review,  what he th in ks  a saf ety  closure is, wh at ty pe s of t hin g would 
come in th at  cat egory , an d,  second, he would  have to  dete rmine  wh at 
prod uc ts it appl ied to.

You  see, the  closure ru le doesn ’t apply  just  to  aspirin  for children . 
It  app lies  to  an y drug  th at  th e Secre tary thinks, intend ed either for 
chi ldren or adu lts , may  be a haz ard  to  c hild ren, unle ss it  is stop pered 
in such  a way  t hat  child ca n’t get int o it.

Mr . R ogers of Flo rida. How do we pre sentl y handle hazardous  
substanc es?  Is  a  heari ng  afforded?
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Mr. Harvey. Rulemaking on hazardous substances borrows from 
the Food, Drug, and (Domestic Act itself, by applying the regulations 
of 701 (e), (f), and (g); that is, notice, hearing, and review.

Mr. Rogers of Florida. So far as you can see, there is no reason 
why it should not apply here?

Mr. Harvey. Not in this very bill, Mr. Rogers, when we extend 
the Hazardous Substances Labeling Act, to Hazardous Substances 
Regulation Act because we got  hooked a little bit by confining it to 
labeling, we continue the provisions  for hazardous substances that  we 
adopted before, after due consideration of hearing review, and so 
forth, we do that in here. We do that for the cosmetic classification, 
but we do not do it for the drugs.

I see no reason why we should shortcut. These things are very 
important—not only impor tant to manufacturers, important to the 
public. This question of investigating the maximum quantity of 
aspirin that  a child can safely ingest, I am glad the new management 
has to decide that, not me. 1 would want not only all the advice, but 
I would want all the reviewing consideration I could get on a problem 
of tha t kind.

Mr. Rogers of Florida. Tha nk you.
Thank you, Mr. Chairman.
Mr. J arman. Mr. Nelsen?
Mr. Nelsen. I notice on page 2, the second paragraph , the last 

sentence:
The questions involved are grave ones, and there is no app are nt reason  why 

we should  sho rtcut the  making of a rule which is intended to  have the  force of 
law by authoriz ing executive fiat.

Mr. Harvey. That  is right.
Mr. Nelsen. Now, do 1 understand that under  the provisions of 

this bill, the normal procedure of establishing a rule, where there are 
hearings, will be shortcut so th at  the Secretary by his own decision 
will determine whether or not the proper procedures are followed?

Mr. Harvey. Tha t is my view, and  the view of most other lawyers 
I have talked to, as to what it means.

Mr. Nelsen. Yes, sir.
Now you mentioned children’s aspirin. Am I to unders tand tha t 

we will have a bottle tha t is marked for children, and one th at will be 
marked for adults?

Mr. Harvey. Yes.
Mr. Nelsen. What  prevents the child from going to  the medicine 

cabinet, and taking momma’s bottle , and taking i ts contents? They 
are not going to read whether it says child’s aspirin bottle or adult, 
are they?

Mr. Harvey. No, I think the Congressman’s position is well 
taken, but I understood that  it  was the intent here to confine it to 
the product, that  is intended for children. These are smaller tablets, 
and they are flavored, and so forth,  that would particu larly appeal to 
a child, and the child becomes familiar with it, doubtless, from his 
mother giving it to him, so the hazard  would be greater, I think.

Mr. Nelsen. Now in the event that a manufacturer would proceed, 
and if in the judgment of the Secretary of Health, Education, and 
Welfare, or of the Food and Drug Administration, they are in violation, 
would he then be guilty until he proves he is innocent?
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Mr. Harvey. If the Secretary has made a rule, and it is not com­
plied with, they stand in violation of the law, yes.

Mr. Nelsen. I would like to point out that  in our proposed legisla­
tion on truth in packaging, by virtue of authority in tha t bill, cease- 
and-desist orders may be issued in the case of a food product which 
is not hazardous to health, and then you are permit ted to come into 
court to prove tha t you are innocent, but you are guilty until you 
prove you are innocent. I t seems to me almost all of  the bills that  we 
get to indicate a very dangerous  direction in which we are moving. 
Certainly, none of us There want to put any product on the market that 
will be harmful to the h ealth  of a child, but at the same time, I think 
there is some danger in moving too far in the direction of giving an 
individual authority to make all the decisions without  hearings.

Thank you, Mr. Chairman.
Mr. Harvey. Thank you.
Mr. J arman. Mr. Satterfield?
Mr. Satterfield. No questions.
Mr. Jarman. Thank you very much, Mr. Harvey , for contributing 

to our hearings.
Mr. Harvey. Thank you, gentlemen.
Mr. J arman. We are pleased so have with us this morning our 

colleague from Tennessee, Congressman Grider, who will introduce 
our next witness.

STATEMENT OF HON. GEORGE W. GRIDER, A REPRESENTATIVE 
IN  CONGRESS FROM THE STATE OF TENNESSEE

Mr. Grider. Thank you.
Mr. Chairman, I would like to introduce Mr. Harry  Solmson, and 

Mr. Charles Sullivan, of Plough, Inc., they are the largest manufac­
turers  of aspirin for children in the indus try, St. Joseph’s aspirin.

I have followed this indu stry  very closely for a number of years. 
Thei r testimony will show that there has never been a substantiated 
case of poisoning. The number of tablets tha t they pu t in the bot tle 
is a t the suggestion of the  Food and Drug people, and their closures 
are jus t as ingenious as the mind of man can devise.

I am very proud to introduce  these gentlemen to this committee.
Mr. J arman. Thank you very much.
Mr. Grider. And I  than k the committee for hearing them.
Mr. Solmson. Thank you, Congressman. Thank you very much, 

Congressman. Tliank  you, Mr. Chairman.
Mr. J arman. Mr. Solmson.

STATEMEN T OF HARRY B. SOLMSON, EXECUTIVE VICE PRE SI­
DENT, PLOUGH, INC. , MEMPHIS, TE NN .; ACCOMPANIED BY
CHARLES SULLIVAN, PLOUGH, INC .

Mr. Solmson. My name is Harry B. Solmson, and I appear on 
behalf of Plough, Inc., of Memphis, Tenn. It  has been in business 
over 58 years, and has manufactured  and distributed  over these 
years a number of propr ietary  drug items.

Our net sales in 1965 were $64 million, which puts us in the classifi­
cation of being in our indust ry a medium-sized company.
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We have approximately  12,000 shareholders scatt ered  over the 
United States, and approxim ately 1,800 employees

The records of the Food and Drug Administration, the  Federal 
Trad e Commission, Securities and Exchange Commission, Internal  
Revenue Service, and other branches of the Federal  Government 
will reflect that never in the  history of this company have we been 
accused of any misdeeds or violations of the law, nor has our h istory 
been one of being a controversial noncooperative company with any 
branch of Federal, State,  or city governments with whom we have 
come in contact during our over 50-year business life.

We therefore respectfully subm it th at our record is not only respect­
able and responsible, bu t also reflects affirmative cooperation with the 
various branches of Government.  Certainly we are not in the busi­
ness of seeking to profit from the production and sale of a dangerous 
product.

In 1947, Plough, Inc., introduced the first flavored aspirin table t 
in a specialized dosage form for children. The product was intro­
duced as St. Joseph Aspirin for Children and is today, so far as we 
know, the largest selling pediatric aspirin for children on the American 
market.

In the belief tha t it will be of interest, we shall relate why St. Joseph 
Aspirin for Children table ts contain 1% grains of aspirin and why 
each package, contains 50 table ts. Prior to our introduction of a 
specialized aspirin table t for children, we consulted w ith a number of 
widely respected practicing pediatricians concerning proper dosage 
per tablet and number of tablets per bottle.

Based upon the advice received, we packaged, beginning in 1947, 
fifty 1%-grain tablets per bott le. Our judgment in this regard was 
confirmed in a meeting called in Washington, D.C., by FDA on 
Feb ruary 14, 1955. This was termed “Meeting of Medical Advisory 
Panel on the Accidental Ingestion and Misuse of Salicylate Prepara­
tions by Children” and was sponsored by the Division of Medicine, 
U.S. Food and Drug Administ ration.

I attended the meeting as a representative of Plough, Inc. The 
meeting was presided over at  the request of FDA by Dr. Charles 
McKhann, who was at that time professor of pediatrics, Jefferson 
Medical College, Philadelphia.

Official representatives of the  Am erica n Academy of Pediatrics, the 
American Medical Association, the American Public Health Associa­
tion, the Division of Medicine of the Food and Drug Administration, 
and the drug industry were present.

The American Academy of Pediatrics  was represented by Dr. Jay 
M. Arena, professor of pediatrics of Duke University School of Medi­
cine and Dr. George M. Wheatley, w ho was chairman of the Accident 
Prevention Committee; the American Medical Association was 
Represented by Dr. Torald Sollmann, Western Reserve University; 
The American Public Health Association was represented by Dr. 
Edward Press, and the Food and Drug Administrat ion was represented 
by its Commissioner, Mr. George Larrick; its medical director, Dr. 
Albert H. Holland, Jr .; Dr. McKhann and approximately 10 other 
officials from its technical and administrative  staff.

The deliberations of this meeting resulted in a FDA recommendation 
tha t all pediatric aspirin tab lets be 1% grains in dosage; that  not  more 
than 50 table ts be packaged in 1 retail container; tha t a caution to
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keep out of the reach of children be printed in a prominent position 
upon each package; and that  all manufacturers do all possible to 
develop the most effective and practical safety closure.

This is why a package of St. Joseph Aspirin for Children contains 
50 tablets of 1% grains (one-fourth the strength  of an adult aspirin 
tab let) ; has repeated warnings “Keep out of children’s reach” ; and 
has the best presently available safety cap, which our company was 
the  first to develop and use.

When this question of proper total dosage per package was recently 
again raised by  PD A, we stated to the Commissioner our opposition 
to H.R. 13886 as writt en, but indicated our willingness to be coopera­
tive with FDA and the Congress in legislation to achieve the purpose 
of the bill.

We, however, received no notice of the hearing held before your 
subcommittee on June  24, 1966, having first learned of the hearing 
about 1 hour after it was over.

We respectfully submit, in spite  of our  desire and willingness to be 
cooperative, that the bill as drawn goes far beyond simply being a 
bill to enable FDA to properly regulate aspirin for children for child 
safety.

As written, we respectfully submit tha t this bill is a highly contro­
versial bill containing broad new regulatory powers (without the 
requirem ent of even a hearing), is not clear, and can easily be the 
subjec t of unnecessary misunderstanding.

Its  aspirin provision alone goes far beyond a mere limitation upon 
the number of tablets  in a bottle of flavored aspirin  for children. It  
covers all aspirin and acetylsalicylic acid containing products. Pack­
ages of these products all include—as they  are required to do—dosage 
units for children.

For example, d irections for regular adult aspirin must include the 
breaking of tablets for children, and the bill applies to such dosage 
form.

Further, b y way of pu ttin g this mat ter in proper perspective, so far 
as aspirin for children is concerned, we would estimate tha t today 
approximately 50 million packages of aspirin for children are sold in 
tne United S tates every year.

We have literally thousands  of written  communications from pedia­
tricians, general practitioners, and mothers expressing approval and 
complimenting us for first making available to the doctors and mothers 
of America a form of medication that  is convenient to use; tha t en­
ables an exact dosage to be given; and one th at is palatable so that  a 
6ick and fretful child does not have to be unpleasantly  forced to take 
it.

We respectfully contra st the position of the administering physician 
or mother today to their position prior to the  introduction of a special­
ized aspirin for children, when perhaps in the middle of the night  they 
had to take a razor blade and cut a 5-grain ta ble t into four par ts, or 
in half, in order to obtain  an approximately correct dosage, and then 
were faced with forcing a fretful child to swallow an unpalatable 
medicine.

These are the reasons for the success of the product; for i ts wide 
recommendation for use by most pediatricians and general practi­
tioners in the United States , and we have been able to successfully 
market this product at  a price under 1 cent per table t at  the retai l 
purchase level.
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We apologize for the  length  of this statement , b ut in the belief tha t 
the subcommittee desires the facts we shall, as briefly as possible, 
further comment upon the bill itself. Although we do not feel the 
present dosage per package to be lethal, which as explained above 
was confirmed by FDA, this aspect should properly be presented to 
you by recognized medical experts, and it is my understanding tha t 
it  will be.

We, however, emphasize that  available official statis tics involve 
“aspirin and other salicylates .”

Many drugs contain aspirin which are not called aspirin. Many 
forms of salicylate-containing products are not aspirin. Yet, all 
deaths from salicylate-containing products (adult 5-grain aspirin, 
aspirin compounds, methyl  salicylate  (oil of wintergreen), many other 
salicylate-containing drugs, and aspirin for children) are reported 
under one category “aspirin and other salicylates.”

Accidental deaths in children from many household chemicals (such 
as petro leum products, lead and its compounds, alcohol, and so forth) 
are specifically reported in the official records, but we know of no 
official figures reflecting deaths  of children from accidental ingestion 
of aspirin for children alone.

Now at  this point, Mr. Chairman, with your permission I would 
like to jus t briefly digress from my prepared statement to cover one 
point, sir.

Mr. Jarman. Very good.
Mr. Solmson. Testimony  has been given this committee, and I 

quote, “every 3 days, a child dies from an overdose of children’s 
aspirin.”

That  is a very positive s tatem ent, one th at concerns us very much, 
and an inquiry has been made of FDA to determine the basis for this 
statem ent.

We are advised that  the statement  emanates from figures accumu­
lated by the National Clearinghouse for Poison Control Centers, and 
issued by the U.S. Departm ent of Health, Education, and Welfare.

These figures reflect the number of deaths  due to accidental poison­
ing in children under 5 years of age for each of the years 1960 through 
1964. The figures reflect 19 different general types of substances, 
and the latest year, 1964, does reflect a total of 125 children as having 
died from poisoning due to “aspirin and salicylates.”

We know that  three times 125 approximately equals the number of 
days in the year, but we feel it  to be a grave injustice to the manu­
facture rs of aspirin for children for this entire figure of 125 deaths to be 
equated solely with children’s aspirin as a basis for saying tha t a child 
dies every third day from children’s aspirin. As I have previously 
indicated,  there are many drugs tha t contain aspirin tha t are no t called 
aspirin, and there are many salicylates tha t are lethal in nature that  
are not aspirin.

These take the form of prescription as well as non prescript ion drugs. 
For example, salicylates of different types are routinely prescribed in 
rheumatic and arthr itic situations. The category aspirin and 
salicylates, is therefore a broad one that  contains many, many prod­
ucts, and of the whole scope of products in this category, although I 
am not a medical man, it is my understanding that the 1%-grain 
aspirin table t for children is the least toxic, and the least dangerous.

We have diligently sought to obtain a breakdown of deaths  due to 
poisoning in children by specific product rather than  by general
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categories of products. The only figures of an official governmental 
nature  t hat  we have been able to find were recently published by the 
Illinois Department  of Public Health.

This report was prepared by Dr. Norman Rose, chief of the Bureau 
of Hazardous Substances and Poison Control of the S tate of Illinois, 
is a matter  of public record, and reflects a tota l of 45 deaths,  in the 
Sta te of Illinois, in 1965, in children 12 years of age and under, as 
having  been caused by poisoning from various substances. The 
record reflects tha t of the  to tal 45 deaths, 12 were caused by different 
types of salicylates, bu t only 1 of these was caused by children’s 
aspirin.

There are over 10 million people in the State of Illinois, over 5 
percent of our population,  and if this a fair sample, it would follow 
that  it  is unfair to say that  125 deaths  from aspirin and salicylates 
resulted solely from aspirin for children.

I t  is interesting to note that  there were more deaths of children in 
Illinois in 1965 from the overingestion of furnitu re polish, than from 
aspirin for children. There were more deaths from roach poisoning. 
Many other common household chemicals and drugs were culprits.

Of the total 45 deaths , 19 resulted from drinking paint. Although 
one d eath  from whatever accidental cause is a tragedy, and we will 
probably never achieve perfection, we respectfully submit that a 
grave injustice is being done by the statement tha t has been made 
before this committee and the resulting publicity.

Before coming here to testify, I checked our files. We have been 
manufacturing and distributing over 20 million bottles of  St. Joseph 
Aspirin for Children each year for many years, and have yet to 
receive a single communication from a physician or  a parent or from 
any other source attr ibuting  the death of a child to St. Joseph Aspirin 
for Children.

In the last 7 years, we have received a total of 38 letters concerning 
accidental ingestions of St. Joseph Aspirin for Children, but during 
the same period, we have received many letters from druggists and 
mothers complaining that  whore a house has t hree or four sick children, 
barely a day’s supply exists hi the present bot tle, and urging a package 
containing more tablets.

We, of course, are not here to argue in favor of more tablets. As a 
ma tter of fact, if in the considered judgment of this  committee fewer 
table ts than 50 should be included, we will respectfully accept tha t 
judgment.

We feel it is proper  to point  out, however, tha t although St. Joseph 
Aspirin for Children and one other brand have approximately 85 per­
cent of the total aspirin for children market,  there are other brands of 
aspirin for children sold, and some of these are today packaged 100 
1%-grain tablets to a bottle.

We have an affirmative atti tude toward cooperating with FDA b ut  
we respectfully point  out that  this hill would make it the prerogative 
of the individual who happens to then be the Commissioner to set 
the number of tab lets to be contained in one package.

If, in the opinion of Congress legislation must  be adopted, unless a 
definitive total grainage or number of table ts is spelled out in  the bill, 
industry  and the motlier will be put hi a difficult position since in order 
to retai l these tablets at a nominal price, they must be packaged on 
high speed, close tolerance, fully automatic equipment.
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A packaging line consists of a machine to  pu t the bottle  on the line; 
a bottle cleaner; a filling machine which nils approximate ly 15,000 
table ts per minute; a machine to stuff the cot ton in the bottle to keep 
the tablets from breaking in shipment; a capper; a labeler; a machine 
to p ut  the bottle in the carton ; a cellophane wrapper; a bundler; and 
a shipping case sealer. This  series of machines bought from different 
manufacturers is synchronized in a packaging line to feed each othei- 
at  approximately 300 bottles  per minute.

I might interpose here, gentlemen, to say tha t in 1947, our price for 
St. Joseph Aspirin for Children  was 39 cents, and i t has remained the 
same since then, which we have been able to do in spite  of rising costs 
of all types, of which you are aware, by vir tue of increased volume and 
this automatic equipment that we obtained a few years ago.

One does not have to  be an engineer to understand the ramifications 
of frequent or even inf requen t changes in package size and the result­
ing effect upon the manufacturers and the purchase price to be paid 
by the mothers of America.

Further the doctor and mother prefer a standardized package, so 
th at  when the mother has one, two or more children ill and she is 
told by her doctor to use aspirin for children (or if she is n ot told by 
her doctor) she can know by past experience the number of tablets  
she is getting in a package.

Where one Commissioner may honestly conclude that x tablets is 
the correct number, lus successor may think y tablets  would be cor­
rect  and his successor might think z table ts is the correct number.

It  would appear tha t with this simple product (and aspirin is the 
most  widely used medication in America) having been on the market  
for many years and so widely used, competent medical advice could 
presently determine the proper number of table ts per package and 
this could be written into the bill itself rather  than left to the FDA.

Based upon our experience and constan t study, covering a period of 
many  years, we have thought  th at the packaging of children’s flavored 
aspirin in containers of fi fty l)(-grain tablets did not present undue 
hazards.

This was the conclusion of FDA in 1955. However, we are agree­
able to further limiting the number of tablets provided the limitation 
is practical in the light of realities in production processes and con­
venience aspect s to the  mother and physician and provided the  limita­
tion is written into th e law itself rather than  prescribed from time to  
time  by regulat ion.

We must assume tha t your subcommittee is interested in the factor 
of convenience to the mother who often has several sick children and 
the problem of having adequate dosage handy in the middle of the 
nigh t or a t any other time.

Fur ther , from an economic standpoin t, only minute cost reductions 
can result from a smaller b ottle with fewer tablets  since it will require 
the same number of people on the packaging line; the same number of 
people in the quality control laboratory, the same shipping, freight, 
recordkeeping, and the o ther expenses of doing business.

W’e respectfully and strong ly urge tha t less than  24 t o 25 tablets 
per package would be extremely difficult in mass-production processes 
and would consti tute a constant source of frustrat ion and nuisance to 
the mothe r with several sick children.
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Th e labe ling  re qu ire men ts of H .R.  13886, so f ar as  sec tion 502(f) of 
th e Federal  Foo d, Dr ug , and  Cosmet ic Ac t is concern ed, dupli cat es 
th e wording in H.R.  13S85, are  in tric ate , serio us and high ly contr o­
ver sia l and we respectf ull y urge th at  th is  section  as it appl ies to  sec­
tio n 502(f) he del eted.

As rega rds  th e safe ty-ca p prov ision of th e bill, w e cou ld wri te a book 
on safet y closures as we have  spen t ma ny thou sand s of dollar s and  
countless hours  of man y people  inv est iga tin g ma ny, ma ny saf ety  
closures both from tec hnica l and  pract ica l usage sta ndpo int s.

We are con tinu ing  to  do thi s and are pre sen tly  m arket , t est ing  a new 
bo ttl e and cap th at  is pr ov ing to be a con siderably  improve d saf ety  
closure, bu t it mu st be rem embered th at  the  perfe ct safet y closure is 
one  th at  nob ody can  ope n. I un de rst an d exper t tes tim ony is to be 
pre sen ted  on this sec tion of the bill.

Wel l, in this—th is was wr itt en  before  the gen tleme n from the  Glass 
In st itute  presen ted  the irs . I mig ht say  at  thi s po int, as a m at te r of 
in terest  to you  gen tlemen, this is the  pre sen t pac kag e of St. Jos eph  
asp irin for children. An d thi s closure is rem ove d from  the  bo ttle , 
not by turnin g, bu t by pres sing up at  a bre ak  in the neck  ring  on the  
bo ttle.

We are  pre sen tly  testi ng  inc identa lly , in the St at e of Flo rida, Mr . 
Roger s, wh at we feel to  be an imp rov ement  on thi s, in th at  y ou ca n’t 
ge t th at cap off a t th e brea k in the neck  rhig , an d yo u first  tu rn , in 
orde r to ge t th at  lit tle  o btrus ion  the re in the  r ight  s po t, and then you  
can push it off.

Of course these  sa fe ty  closures p resent a  lo t of problems. Now here 
is one that we hap pen to have  a p at en t on , and  we have  agreed to make 
it  ava ilab le to anybody in the event it  becomes pract ica l, bu t hi o rde r 
to  ge t a ny  aspirin tablets ou t of th is p ar tic ular  bot tle , you h ave  to  t urn 
it  ups ide down , an d ta ke  t he  cap off upside  down, and the n the  t ab le t 
is lyin g in the  closure.

Tha t is t he only way the tabl et  can be go tten ou t, but  our p roblem 
is twofo ld. No. 1, we Ju ne  got to  figure some way  to  ge t cott on in 
th e bo ttle, because it  we do n’t, the  asp irin  tab le ts will break in ship­
m en t and  the oth er one is the  b ig question of w he the r we can edu cat e 
th e public, when they  rem ove a closure , to keep  it upside down, bu t 
thi s is j us t a typica l example  of wh at we hav e been  going  throug h.

Inc ide nta lly , on our  presen t closure, I would like  to call att en tio n 
to  an article in the  Jo urna l of the American  Medical Association of 
March  14, 1959, on th is pa rti cu lar saf ety  closure, th at  we are  now 
using. Th is arti cle  in the Journ al of the  Am eric an Medica l Assoc ia­
tion  was writte n by Dr.  J.  Arena, of Du ke Un ive rsi ty,  an d in it, he 
refl ects  some figures th at  we obt ained through an indepe ndent  survey 
hi 1,600 homes, where the re were chi ldre n 5 ye ars of age and  under, 
th at  reflect that  in 93 pe rce nt of the  cases, the  child ren  5 ye ars  of age 
and under could  ha rdly  open  this  at  all. bu t if they  could  open it, as 
again st 7 percen t th at  cou ld open th at  closure, 44 pe rce nt could open 
an ordinary’ screw  cap.

I think  one of the  gen tlem en asked a que stio n abou t th at  a t the 
las t hearing , is the reason I bring it up.

In  closing, we mu st com ment on the  lime allowed  to com ply with 
an y ac t th at  pe rta ins to aspirin  for chi ldren.  We normally keep a 
3-mo nth inventory of pac kag ing  ma ter ial s an d supplie s and  a 3-
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month inventory of finished goods in order to properly service the 
many outlets  for aspirin for children.

Subs tantia l stocks are also normally  retained at  wholesale and 
retail levels. This is particularly t rue with a product of this  kind since 
an outbreak of any children’s disease that  is accompanied by fever or 
an outbreak of any form of influenza in a particular area of the country 
brings abo ut an immediate, heavy demand for a product of this kind; 
hence it is normal for people in the indus try—manufacturers,  whole­
salers, and retailers-—to main tain a relatively heavy inven tory of 
aspirins for children.

Fur ther  any change in package size requires a new bo ttle mold, cap 
mold, and production time for our suppliers. In addition, we would 
require again new equipment and/o r substantial change parts  for 
existing packaging equipment.

Under presen t conditions it takes  from 6 to 10 months  to obtain 
delivery of equipment plus the time of getting the bugs o ut of a new 
production line. We respectfully ask for 15 months after  an y legisla­
tion before the  manufacture of any new package size may be required.

in conclusion if in the opinion of the Congress, it becomes necessary 
to enact legislation to meet the purposes of II. R. 13886, we respectfully 
request that such legislation be limited to aspirin for children; tha t 
not less than 24 or 25 1^-gra in tablets be specified as the maximum 
number per package, unless in the opinion of the FDA it becomes safe 
due to future  improved packaging concepts to permit more than said 
specified tablet maximum; that  the labeling provisions of 11. R. 13886 
be considered at the time of the scheduled hearing on IT.R. 13885; 
that a realistic viewpoint be taken concerning the practical  aspects 
of the safety closure problem with administra tive hearings provided 
for; and that  industry be given a t lea st 15 months after the enactment 
of any legislation as a minimum time within which to change over to
the manufacture of a new package size should this be required.

Thank you.
Mr. J arman. Thank you, Mr. Solmson.
Now, am I correct, Mr. Solmson in understanding that children’s 

aspirin is also packaged in liquid form?
Mr. Solmson. It is not aspirin per se Congressman. It is a some­

what different salicylate from aspirin. This is called salicylamide. 
It  is a salicylate, but it is not acety l salicylic acid or aspirin.

Mr. J arman. Does your company manufacture that?
Mr. Solmson. No, sir.
Mr. J arman. Mr. Rogers.
Mr. Rogers of Florida. Thank you, Mr. Chairman.
As I recall the testimony of Dr . Goddard, he s tated  tha t the facts 

pertaining to children’s aspirin were such that  out of 12,000,1 believe, 
cases of poisoning, 10,000 were directly attributable to children’s 
aspirin.

Now he used the term children’s aspirin.
Mr. Solmson. Well tha t gets back to the question, Congressman, 

tha t I believe Mr. Mackay asked of one of the previous witnesses this 
morning, on this word poisoning, and 1 would respectfully like to call 
to your  attention , and there has been filed, as I understand it, a sta te­
ment with this committee by Dr. Sunshine of Cleveland. (See p. 305.)

Dr. Sunshine is the technical di rector of the Academy of Medicine 
of the Cleveland Poison Informat ion Center, and is president of the 

08 -0 85 — so ------io
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American Association of Poison Control Centers, and in his statement 
on this question of poison, he says in p art  this:

Accidental ingestions of fore ign substances  is potentia lly harmful, or poisoning, 
but thi s is not, always so for many different reasons. Too frequently , those who 
quote  th e national clearinghouse da ta  equate accidental ingestions wi th poisoning. 
Table  5 of the  1965 Clearinghouse Report illus trates th at  not all ingestions have 
harm ful effects, that  is, are poisonings. It  gives th e d ata on the days of hospita li­
zation required for the rap y following accidental ingestions. About half of the 
cases  reported to the clear inghouse were tre ated, and of these, ten  percent , 2,828, 
requ ired  one or more d ays of hospi talizat ion.

This l ast group represen ts those that  were poisoned. The others were exposed 
to  a hazard but were not poisoned , for one reason or ano ther. Our experience 
showed that  approximately ninety  percent of those who ingested  salicyla tes had 
no symptoms and no ill effects.

In other words, according to this gentleman, about 10 percent of 
the accidental ingestions of salicylates as a group might properly be 
called a poisoning, or might be termed somewhat serious.

Mr. Rogers oi Florida. Where they had to have hospitalization?
Mr. Solmson. Yes, sir, of course, what happens I think Congress­

man, as a mat ter of practice, a mother finds tha t her child lias in ­
gested accidentally a number of tablets, and she of course, naturally  
is upset and calls the local poison control center, and they list tha t 
as one of the ingestion cases, when actually, it probably amounts 
to nothing, and apparently, from Dr. Sunshine, in 90 percent of the 
cases.

Mr. Rogers of Florida. Yes. What is the first aid treatment?
Mr. Solmson. Well there will be a doctor to follow me on that  

that can doubtless comment on it better, but as I understand it, 
it  is to cause the child to vomit.

Mr. Rogers of Florida. How do they do tha t? Do you know 
the normal procedure?

Mr. Solmson. As I understand  it, they do it readily through the 
use of ipecac, or some other  way that might be available to the mother.

Mr. Rogers of Florida. What about the provision in the bill that 
would require you to pu t a first-aid treatment on your label?

Mr. Solmson. Well, I respectfully would like to say tha t I would 
prefer one of the doctors, who will test ify later, to comment on that. 
The problem from our s tandpoin t has legal connotations, which you 
can appreciate, as well as medical connotations. And I understand 
that  both of those aspects of the label will be treated  by a later witness.

Mr. Rogers of Florida. All right. Now there has been proposed 
to the committee tha t we should abolish in inter state  commerce 
any candy-flavored aspirin for children, on the theory tha t if it is not 
attra ctiv e to children, then they would not be as likely to take an 
overdose of aspirin. In othe r words, if you made a child’s aspirin, 
but  not put the flavoring in it. What would be your reaction to tha t?

Mr. Solmson. Twofold, sir. In the first place we are told tha t 
until  a child gets somewhere between 2 and 3 years of age, it does 
not have any sense of tas te anyway, which would seem to be brought 
out  by the official figures of the number of children tha t drink paint 
and insecticide, and kerosene, as Congressman Carter commented 
on a couple of weeks ago.

So I don’t know that the flavoring has too much to do with it, but  
the reason that  the flavored aspirin was an instantaneous  success with 
the pediatrician and the general practitioner as well as the mother 
was tha t where you have a sick and fretful child, th ey seem to find i t
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easier to administer, because the  child was used to taking  orange juice, 
and this is flavored with a pure extract  of orange, and I think  tha t is 
the reason for the success of the product, and the reason tha t about 
50 million bottles a year are sold.

Mr. Rogers of Florida. I believe tha t is about all the questions 
I have. I think it might be well to note tha t it is a good idea tha t 
whenever there is legislation before the Congress, that  is, in which 
your company is in terested,  it is a wise idea to leave a lette r to be 
notified with the clerk, because normally, the clerk would not know 
which companies in America are involved.

Mr. Solmson. Yes, sir; thank you, sir. This is a new experience 
for us.

Mr. Rogers of Florida. Tha nk you. Thank you, Mr. Chairman.
Mr. J arman. I imderstand tha t St. Joseph packages only in the 

fifty lX-grain bottles?
Mr. Solmson. Yes, sir.
Mr. J arman. Does any other company in the coun try package 

in smaller quantities?
Mr. Solmson. Not to m y knowledge. The other leading seller in 

the coun try is Bayer aspirin for children and they  have the same 
sized tablets and the same number of tablets  to the bo ttle.

As I remarked, we are aware of some companies that  do package 
a hundred , one and a qua rter  grains to a bottle.

Mr. J arman. If we followed vour recommendations and whether 
it be by legislation or by  regula tion, do you think that  the limitation 
should be in terms of the number of tablets or should be in terms of 
the grains?

Mr. Solmson. Congressman, I don’t think i t makes any difference. 
The reason I say tha t is that  for medical reasons all of the pediatri­
cians that we have conferred with or talked to or heard from, all 
want  one and a quarter grains per tablet.

They seem to tie it in, that  particular grainage seems to tie into 
a formula that they utilize as regards the weight and age of the child, 
in saving how many table ts should be used. So I don ’t know of any 
aspirin for children on the market today that is o ther  than one and 
a quarter  grains.

Now when this matter  came up in the FDA meeting in 1955, 62 
und one-half grains was discussed along with the fifty-one and a qu ar­
ter grain tablets. It  just happened to figure out that way.

I would say from our standpoint it would not make any difference. 
Of course, from the standpoint of the costs of production, the more 
table ts there are in the bottl e, the less we would have to charge per 
table t, in which, of course, you are getting  down to fractions of a 
penny, but from the standpoint of economy to the consumer, we could 
do bet ter by them if we had 36 than  if we had 24 or 25, because you 
have certain fixed costs that jus t don’t change.

Mr. J arman. Thank you.
Mr. Nelsen.
Mr. Nelsen. Thank you, Mr. Chairman.
You referred in earlier testimony to the term “poisoning.” Would 

the term “ingestions” be more accurate than  “poisoning” as far as 
the report is concerned?

Mr. Solmson. Yes, sir. Very much so.



142 CHILD SAFETY ACT AND PERSONNEL TRAINING

Mr. Nelsen. Now, on the  50-tablet container, do I unders tand th at 
this is a standard that has been adopted after hearings by  the Pood 
and Drug Administration? Do all manufacturers of children’s 
aspirin follow the 50-tablet standard?

Air. Solmson. When this mat ter came up in 1955, Congressman, 
Mr. Larrick, who was then the Chairman of the Food and Drug 
Administration, and Dr. Jerry Holland, who was the Chief of the 
Medical Staff, took the viewpoint tha t at  that  time—and whether 
they  are right or not, I don’t know—but they  took the viewpoint 
th at  FDA did not have the authority to say, “You can only p ut 50 
1%-graiu tablets in a bot tle.” But as I indicated in my statement , the 
result of the meeting was an affirmative recommendation to that effect, 
which was based on AMA and Pediatric Academy advice.

So there  is no law or regulation limiting the bottle to 50 tablets.
I would say tha t of all the aspirin for children sold in the United 

States , tha t approximately 90 to 95 percent of i t is in a bottle con­
taining fifty 1%-grain table ts. There are some few manufacturers, as 
1 indicated, tha t still pu t 100 1%-grain tablets in a bottle, but it is a 
decided minority.

Mr. Nelsen. Now, in the event, we will say, tha t the Food and 
Drug  Administration is given the authority  to set the number of 
table ts in a bottle, or, shall we say, if the law is amended so they 
could make that  a standard, as I understand it, you feel tha t you 
should have the opportunity of hearing and discussion before such an 
order were put into effect.

Is that correct?
Mr. Solmson. Well, yes, sir; if they are given tha t authority , we 

certain ly feel we should have  th at opportun ity because, in all honesty, 
I think we can give them some factual information they would want.

At the same time, if this committee feels that  50 tablets is too 
many,  we would hope tha t they would specify the number in the bill, 
and the reason for that,  as I indicated in my statement, is twofold.

First , it is not an easy thing, when you are operating a production 
line, running 15,000 table ts a minute, to change tha t thing around, 
even infrequently, to a djust from 25 to 36, or 36 to 25, or whatnot.

That is one reason, and the second is that this is a very widely used 
produc t, as you gentlemen probably know. I would imagine that 
most mothers in America use this product for simple aches and pains, 
for if a child lias got the measles, and he has got fever, it is an anti­
pyretic. It  is a simple drug, it rapidly brings down fever, and it is 
routinely prescribed, or routinely told by doctors and pediatricians to 
mothers to give aspirin for children.

Today, a mother knows tha t if she goes into a drugstore and asks 
for a bottle of St. Joseph aspirin for children, or Bayer’s aspirin for 
children, or whatever  it might be, she is going to get 50 tablets.

The pediatrician knows that if he tells the mother to get a bottle  of 
aspirin for children, and the mother might have two or three sick 
children, lie knows how many tablets she is going to get, because it is 
a standardized package, and I think from tha t aspect, it would be a 
source of inconvenience to the doctor and the mother, a source of nui­
sance, perhaps, to have the quantity  changed from time to time.

Mr. Nelsen. Well, of course you realize that if we were to sit here 
and decide how many table ts are to be in a bottle, and likewise with 
very many commodities tha t are on the market, we would be here 
forever. We would like to get home sometime in October.
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Mr. Solmson. Excuse me. There will be medical testimony on 
that  subject.

Mr. Nelsen. Yes. I think the thing that we are concerned about 
primarily is to be very sure tha t any rulemaking auth ority that we 
grant  to any agency of Government provides for proper hearing.

We like to pass a bill th at  is practical, and one we can live with.
Thank you, Mr. Chairman.
Mr. Jarman. Mr. Satterfield?
Mr. Satterfield. Tha nk you, Mr. Chairman.
Listening  to your testimony, I feel very much like the gentleman 

who just questioned you, as to how we are going to make a determina­
tion of the number of pills you ought to put in a bottle.

Do you think it is possible tha t some limitation insofar as the 
tota l grains of aspirin are contained in one package might be a 
proper way to approach it?

Mr.  Solmson. Yes, sir; that  would be equally proper. Right 
now, of course, there are 62}4 grains of aspirin  in St. Joseph aspirin, 
and in most other aspirin for children.

The number of grains would be proper. I think it would aut o­
matically follow that, all manufacturers would use 1% grains, so if 
you do establish grainage, we would certainly  want it  to have some 
multiple based on 1%.

Mr. Satterfield. Well, th at  may be or may  no t be, bu t the point 
that bothe rs me is, what evidence we would have a nd what  qualifica­
tions we have to make this type  of determination.

It  seems to me more properly left to people with medical experience.
Mr. Solmson. Well, there  will be medical witnesses to testify, sir. 

Of course, we went through this with the American Medical Associa­
tion, and the American Academy of Pediatrics and the FDA before in 
1955.

Mr. Satterfield. Of course, they have gotten >ome experience 
since then  on this type  of aspirin, though, haven ’t they?

Mr. Solmson. Well, it had been on the marke t 6 years prior to that 
meeting.

Mr. Satterfield. Well, it  is a fact-----
Mr. Solmson. Eigh t years.
Mr. Satterfield. It  is a fact, nevertheless, that the ratio of the 

grains of aspirin that might be ingested by a child and whether or not  
it is toxic, depends upon his physical condition, and predominantly 
his weight. Isn’t that correct?

Mr. Solmson. That is my understanding, although I am not a 
medical e.xpert.

Mr. Satterfield. We have  had testimony in these hearings pre­
viously, from the FDA, sta ting  tha t in their  considered opinion, any 
dose that, exceeded 1 grain per pound of body weight was toxic, and 
would probably require hospitalization.

Do you disagree with this?
Mr. Solmson. I would really  respectfully not comment on it, sir, 

because there will be doctors  that can give intell igent testimony, and 
I don’t think I really could.

Mr. Satterfield? Well, le t’s assume, for example, that  th is m ight 
be true, and tha t the average weight of a child around 2 years of age 
might be 30 pounds.

It  would seem to me tha t if there were reasonable limitat ion placed 
upon the number of grains in a package, tha t rather  than put these
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tilings out at  1J4 grains per pill, your industry m ight decide to do it 
at  three-quarter grains and not have to change your packaging setup 
at  all.

Mr. Solmson. Well, I think  there will be a pediatrician to testify, 
bu t our experience with the pediatricians is tha t they want 1J4 grains.

It  seems that , and I certa inly emphasize tha t 1 am not a medical 
expert, bu t it seems th at that  has proven to be a desired and convenient 
form or dosage form for the tablet, and based upon the age and weight 
of the child, as you commented, it is my understanding th at based upon 
that , the pediatrician will say to the mother, give the child two or three, 
or whatever it might be, aspirin for children.

Mr. Satterfield. Well, i t seems to me tha t this is a critical area. 
You mentioned and referred to a table of aspirin and salicylics com­
bined insofar as the tota l number of deaths in 1960 to 1964 was con­
cerned.

Are you familiar with another table that accompanies the report of 
the National Clearinghouse for Poison Control Centers dated  May  
and June  of 1966, that shows a hospitalization incidence of children 
under  5 years of age who have ingested medicines of all kinds in­
ternally?

Mr. Solmson. Yes, sir.
Mr. Satterfield. I notice tha t it  shows t ha t the internal ingestion 

of children under age 5 is 18, 180; immediately below tha t, they show 
th at  11,308 ingested aspirin, and tha t as a  result of this, 9,889 day3 
in the hospital were spent, as a result of this ingestion.

Did you disagree with these figures?
Mr. Sullivan. Which table is that, sir?
Mr. Satterfield. Table 5.
As I read tha t table, if you want me to repeat. It  shows tha t the 

internal ingestion of medicines by children under  5 th at  were reported 
by the poison control centers showed a total  ingestion or internal 
ingestion of IS,180. And ll,30S of these were from aspirin.

Mr. Sullivan. That is right.
Mr. Satterfield. And that  of th at 11,308, tha t required-----
Mr. Sullivan. Th at says “no” days, tha t means tha t 9,889 re­

quired no days of hospital ization; S7.4 percent.
Mr. Satterfield. I t is no t number of days.
Mr. Sullivan. No, sir, that is “no” days. The next one is one, 

two, three, and four or more.
Mr. Solmson. This conforms to Dr. Sunshine’s sta teme nt tha t his 

experience as head of the poison control center in Cleveland is tha t 
only 10 percent of the accidental ingestions situations required 
hospitalization, or what he would call a poisoning.

That is “no” days. Not number of days.
Mr. Satterfield. You had about 800, then, tha t required one or 

more days in the hospital?
Mr. Solmson. There is one other factor of this that honestly I 

don’t know, Congressman, and tha t is this: They say, “Medicines, 
internal.  Aspirin, other.” So far as we know, tha t category also 
contains other salicylates. Now the reason tha t I think it does is 
that  we have been unable to find, to obtain from the source of this 
mater ial a breakdown between aspirin and other salicylates. And 
as I  mentioned before, there  are a number of othe r salicylate contain­
ing drugs tha t are  qui te serious drugs.
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Such as meth yl  sal icy lat e, and sod ium  sa licyla te,  an d there are  16 
to  20 dif ferent  sal icy lat e drugs othe r th an  asp irin , an d although thi s 
does s ay  “aspirin” so fa r as we h ave  been able to de ter mi ne , th e s am e 
ca teg ory of “a spi rin  an d sa lic yla tes ” is th e basi s for  the figure.

Mr. Satterfiel d. B ut  th is nev erth eles s inc ludes only tho se th a t 
took  th e troub le to re po rt  to  th e poison control cente rs.

M r. Solmson. Yes.
M r. Satterfiel d. An d the point  I am ge tting  a t is th is:  If  you 

agree th a t a certa in am ou nt  or  a certa in numb er of gra ins  in a bo ttl e 
is toxic, it  would seem  to me  th at  it  follows th a t it wo uld  be awfully  
wise to put th is prod uc t in a pac kag e th a t in the gr ea ter nu mber of 
cases cou ld no t be  toxic.

An d the qu est ion  is, Who is going  to m ake th e decision as to wh at  th is 
st an da rd  sho idd be? I t  is the one th at  I un de rs tand  you ob ject  to in 
th e bill.  You  th ink we shou ld mak e it?

Mr. Solmson. Well, I would  hope  th at you  wou ld, and aft er hear­
ing the medical tes tim on y.

M r. Satterfiel d. B ut you are  n ot  opposed to con formin g to wha t­
ever stan da rd  is a rri ved at ?

M r. Solmson. No, we will conform, of course. Th e only po int I 
am  tryi ng  to make,  how eve r, sir, is th at  when you ge t below  24 or  25 
tablets, you are  g et tin g in to  a, well, so f ar  a s we know, we ca n’t ge t a 
bo tt le  we can run on an au tom at ic  packaging  line,  th a t is the bo ttl e 
will be so small  t ha t it  is p resent ly  im pra ctica l to r un  i t o n a  line, and i t 
is impra cticable  to put ad eq ua te  instr uc tio ns  for  use  on the  label if 
you  ge t below 25 tab let s.

No w I might say  th at  we have  tried. We test  marke ted  in Bi r­
mingham,  Ala., a few ye ar s ago, a str ip  packaging  of asp irin  for  
children . Th is pac kag e here,  which is in cel lop han e str ips . Ea ch  
tabl et  is in an indiv idu al co mpa rtm en t. And we se nt  a crew of m en 
in to  Birmingham  and bu ilt  displays in dru gstor es hi Bir min gha m of 
th is pac kag e, alongside  ou r regula r package, on the cou nte r, and 
each pac kag e sold for  the sam e price, and we had lit tle  signs  made,  
over the disp lay , indica tin g th at  the pu rch aser wou ld ge t the sam e 
nu mbe r of tab let s, and it  was the same tab le t, a t the  same price.

And we advertis ed  it  in  the  new spaper.  Th e only trouble was, 
nobody  would buy it.  I t  seems th at  the  mothe r wa nts  som eth ing  
that , is a lit tle  bi t more convenie nt,  a nd easy to ge t at . We thou gh t 
maybe  thi s mi gh t w ork,  b u t it  was rea lly  a flop.

M r. Satterfiel d. Tha nk  yo u, sir. 1 have no othe r q uest ions .
Mr. M ackay. Th an k yo u,  Mr. Chairma n.
I ju st  rem embered th at ei ther  you or yo ur  c om pe titors  sent  gian t­

sized  bo ttl es  of asp irin  to all  of the freshm en Con gressm en rig ht  af te r 
we go t elec ted.  [Laugh ter. ] Tha t was a  br ill ian t stroke.

Mr. Solmson. I m us t sa y th at  we w ere no t th at  s mar t.
Mr. R ogers of Flo rida. Wo uld  the  g entlema n yield?
Mr. M ackay. Yes, sir.
Mr . R ogers of F lor ida . I un de rst an d they  are a sk ing  t hat  you  sen d 

the m back  to them now? (Laugh ter. ]
Mr. M ackay. I wa nte d to  than k you for yo ur  tes tim on y, which I  

th ink has been very helpfu l. Th is legi slat ion bo thers me, because it  
seems to me we are  mo vin g in the  wrong dir ection, of fu rthe r legisla-
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tion, when evidently there has been inadequate administra tion of 
existing law.

I have not  been able to get into  the extent to which the Congress 
has required the executive branch to ga ther useful da ta, but  the most 
shocking thing we have found in the traffic sa fety hearings is tha t 
there is not enough data on which you can make hard judgments.

Now I have  reviewed my consti tuent , Dr. Goddard’s testimony, and 
on page 2, he said:

The trag ic pa rt of the picture is th a t in 1965, 16,328 children  und er 5 were 
reported poisoned from the accid ental  inges tion of aspirin and oth er salicylates. 
Many  of these  chi ldren died.

Well this jus t leaps out at you  as a monstrous situation, if you 
accept it at  face value.

Mr. Solmson. That is true. Bu t the only problem with it, as 
we-----

Mr. Mackay. Well, I say, when you look inside the package, when 
you examine what is in the bottl e, you come up with a much more 
bland situation. For example, do you know how many  children 
died in 1965 tha t we know were poisoned as a result of taking aspirin?

Mr. Solmson. No, sir; we don’t.
Mr. Mackay. I mean do we even have an estimate?
Mr. Solmson. No, sir.
Mr. Mackay. Well, does it no t seem reasonable, or appropriate , 

for the Public Health  Service to be able to give us that figure, rathe r 
explicitly?

Mr. Solmson. I think we would all be in a bette r position if we 
knew where we stood a little  bet ter because when you throw all 
salicylates in with aspirin, you are mixing watermelons and peas. 
When you think of a lot of salicyla tes t ha t are fairly lethal, and a one 
and a qu arte r grain aspirin tablet,  of the whole group of salicylates, I 
think—I am sure tha t any doctor  would doubtless say that  this is 
the least toxic of the whole group, and yet, they are all in tha t group 
of 125, and tha t is the figure t ha t bothers us.

Mr. Mackay. Now the second thing is, it seems, as I understood 
your testimony, the reason you went to the 50-pill bo ttle was because 
of conferences held in 1955, so you have been working cooperatively 
with the Government.

Is tha t right?
Mr. Solmson. Well, we actual ly, Congressman, went to 50 when 

we started, and that was in 1947. and  we did that on the best pediatric 
advice we could get, and then when the FDA called this conference in 
1955, we were, of course, pleased tha t our judgment  was confirmed, 
at that meeting.

And that has been the package we have had since 1947.
Mr. Mackay. And I think Dr. Goddard testified further that 50 

aspirin is a lethal dose, if T am not  mistaken.
Mr. Solmson. 1 don’t recall whether he did nor not, but  I would 

apprecia te it if you would ask tha t question of a doctor when he gets 
before this committee.

Mr. Mackay. Well, here on page 3 of Dr. Goddard’s testimony, it 
says, it is our belief that a limitat ion on the quan tity of children’s 
aspirin in a retail package is needed to do the job.

We do not think it is necessary to forbid the sale of flavored chil­
dren’s aspirin, but since there are many cases where young children
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have eaten as many as 50 baby aspirin at one time, and since that is a 
lethal dose for some children, we feel that the hazard  can best be 
controlled by limiting the bottle contents to less than an amount tha t 
might kill.

The two leading producers of children’s aspirin packaged 50-tablet 
bottles. This is well above the toxic dose for a 3-year-old, and you 
said there were other companies that packaged more than 50 tablets, 
didn’t you?

Mr. S olmson. Yes, sir; they  represent, I would guess, about 4 or 5 
percent of the total aspirin for children sold.

Mr. Mackay. Well, if you arrive at a scientific judgment that the 
figure maybe is 40 or 45, or something like that, and it is stated as a 
mat ter of the law, then the whole aspirin industry would know exactly 
where it stands, and you don’t have to worry about hearings or 
anything .

Isn’t tha t correct ?
Mr. Solmson. That  is r ight, sir, and tha t is what we would hope.
Mr. Mackay. What is the total consumption of aspirin a year; have 

you any idea?
Mr. S olmson. I think it could be expressed in tons, sir, but I am 

not in a  position to say.
(The following letter  was subsequently submitted by Mr. Solmson:)

Plough, I nc.,
Memphis, Tenn , August 30, 1966.

li o n . J oh n J arman, 
liayburn House Office Building,
Washington, D.C.

Dear Congressman J arman: I am writing to express to von my sincere 
appreci ation and  thanks to you and your  subcommittee for the courtesies and 
time exten ded to me in behaif of o ur company in the  hearing yes terday morning.

I t was my first time to par tic ipa te in or witness a bearing of this  kind, and 1 
was most impressed with the  s incerity of purpose evidenced by each member of 
the  subcommittee.

As you recall, I was ashed as to the amount of aspirin consumed by the people 
of the  U.S. in one year, and  I was unable to be exact in my reply, but merely 
stated th at  it would be measured in tons. Aspirin, as you are  doubtless aware , 
is by  far the  most widely used drug  in the country.

In order to ob tain an  answer to  your question , we telephoned the  Dow Chemical 
Company  of Midland , Mich igan tod ay to get. thei r best es tim ate  on the  .amount 
of asp irin  used  in thi s country in a ll types of drugs which would also include APC 
tablets,  a spirin  compounds of every kind, etc. Dow, who are one of the  few basic 
manufac ture rs of the drug, gave  us thei r best estimate of 40,000,fMK) lt» . as being 
the  annual aspirin consumption in this  country.

If in you r considerations , there should  develop  any  fur the r questions upon 
which we can possibly furnish fac tua l inform ation,  we will c erta inly  be pleased to 
seek to do so.

Again, tha nk  you and  your  subcommittee .
We a re respectfully yours .

Sincerely,
II . B.  Solms on , 

Executive Vice President.
Mr. Mackay. Well, you could justify a legislative rule here, when 

you might not be able to on a product that was consumed in much 
smaller quant ity, couldn’t you?

Mr. Solmson. That would be our hope, sir, tha t medical testimony 
that will be presented here would enable you gentlemen to be able to 
answer the questions, the question that  is obviously in your mind as 
to what would be a proper tota l grainage.
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Mr. Mackay. And is this overdosage of aspirin by children associated 
almost exclusively with the flavored aspirin? Does bad taste  repel 
a child from taking regular aspirin?

Mr. Solmson. I really don’t know, sir. I have never seen a break­
down on i t.

Mr. Mackay. Well, that is a kind of stat istic  that would be very 
helpful to us hi arriving a t our objective, wouldn’t i t?

Mr. Solmson. Yes, sir, I am sure it would.
Mr. Mackay. And it could be gotten at, too, couldn’t it?
Mr. Solmson. Yes, sir, we know tha t there is a certain  amount of 

what  is called therapeutic  overingestion of aspirin, that is a situation 
where a parent stupidly—if you will pardon the word—gives the child 
jus t too much aspirin.

We. had a situation in Memphis, not too long ago, where a parent 
over in Arkansas in the coun try gave a 2- or 3-month-old baby 
two 5-grain aspirin tablets every 3 hours, all day, and then they took 
the baby  to a hospital in this littl e town, and the nurse injected aspirin 
by rectum, because the child had high fever, and when they brought 
the child into the Methodist hospital, in Memphis—and the reason 
I happen to know of it is that  a close friend of mine, who is one of our 
leading pediatricians, happened to be in the hospital, and was called 
into the case, the child had salicylate poisoning, and couldn’t be 
helped.

Now T don’t say that is a common thing, b ut i t is not an uncommon 
thing, either, and we do everything conceivably possible to do, in 
our labels and our circulars, and on our cartons, to guard against tha t.

It  is just  those things that happen, like the 19 children tha t died 
from drinking paint in Illinois in  1965. Every one is a t ragic situat ion.

Mr. Mackay. Do you see where you can improve the safety closure 
by giving an administra tor power to regulate over the present 
situat ion?

Mr. Solmsom. Well, I might comment on it this way: If we could 
improve that closure, and we have worked and worked for many 
years to improve it, and as I remarked a l ittle  while ago, I think we 
have  one now tha t is better, we certainly would do it, because it 
would give us a competitive advantage that we would love to have.

Mr. Mackay. Could you say that any of your competitors are 
cut ting  corners by  not using as  good safety closures as are available, 
and thereby, exposing children to hazard?

Mr. Solmson. Those tha t I am aware of are using the present 
safety closure that  we use. Now there may be some that  aren’t, 
bu t those that I am aware of do use this closure. And this new closure 
that I showed you gentlemen, t ha t is somewhat similar to the closure 
we use, but  requires one more move in order to open it , that we are 
testing in Florida, Mr. Rogers, was developed by our engineers, 
together with the engineers of Owens-Illinois Glass Co., and if it 
proves to  be successful, I would guess it would be used throughout the 
industry .

We developed the present closure tha t we use, and it immediately 
was adopted throughout the industry.

Mr. Mackay. Finally, you could be of help to us, if you feel the 
executive branch could and should get bette r data  than has been 
furnished the Congress. I would appreciate any specific recommenda­
tions t hat you might have as to how this dat a could be improved.
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Mr. Solmson. We certain ly have the same objective in view, sir. 
We would very much like to  know more than  we know.

As I mentioned, the only specific data tha t we know where there is 
a breakdown of this  category,  “aspirin and other salicylates,” is the 
one th at was made by  th is doctor in Illinois. That is really the only 
one of an official nature, of which we know.

Now we have talked to a number of heads of Poison Control 
Centers, and there is testimony in the record from a doctor  t hat is the  
head of the one in Cleveland I mentioned, on wha t he has found. 
Bu t we know of no—I don’t th ink you could ge t today—any nationa l 
figures, because of the one problem, and tha t is, it has been customary, 
if a  child dies from any form of salicylate poisoning, tha t the coroner 
puts down on the record “salicylate poisoning.”

Now, our people have gone to various cities and have looked a t the 
coroners’ records in an effort to get this information. And frankly, 
we haven’t been able to get it. The only specific thing we can find 
is th at  of the 12 salicylate  deaths in Illinois, in 1965, one was from 
aspirin  for children.

Mr. Mackay. Thank you, Mr. Chairman.
Mr. Solmson. Now if you equate tha t to the  125, it becomes about 

10 or 12 over the  Nat ion. I don’t say i t is correct or not. It  may be 
a fair sample.

Mr. Mackay. Thank you, Mr. Chairman. No furth er questions.
Mr. Jarman. Dr. Carter?
Mr. Carter. What do you consider a lethal dose of aspirin?
Mr. Solmson. Dr. Car ter, I would not seek to answer that. There 

will lie medical witnesses to follow me, however, that  may be more 
helpful to the committee on that point than I have been.

Mr. Carter. You represent  a big firm, and you sell more children’s 
aspirin than any other, and you package them in bottles of 50.

Do you think 50 of those baby aspirin would be lethal?
Mr. Solmson. We don’t; no, sir. And the reason that we don’t is 

that  this subject was the subject of considerable thought, discussion, 
and consideration upon the  par t of official represen tatives of the 
American Medical Association, American Academy of Pediatrics, and 
the Food and Drug Adminis tration, and it was the ir conclusion that 
50 1^-grain tablets was n ot a lethal dose, and would be proper, as a 
stan dard package.

Mr. Carter. Now you speak of aspirin and salicylates together. 
Isn ’t it  true tha t we have a drug labeled aspirin, if i t contains methyl 
salicylate or salicylate, as you will, tha t t ha t medical salicylate should 
be labeled on the bottle also?

Mr. Solmson. I think  unde r the law, it must be, sir.
Mr. Carter. You jus t don’t put  acetalsalicylic acid, plain.
Mr.  Solmson. No, sir.
Mr. Carter. You have got “me thyl,” also.
Mr. Solmson. I think under the law that tha t would be  required, 

sir. We don’t package anything like that.
Mr. Carter. I have a great respect for the American Medical 

Association, of which I am a member, and also of the Pharmaceutical 
Association, but I greatly  fear that  50 aspirin is too much. I am sure 
in my own mind that  th at  contains more than a lethal dose for a 
2-year-old child.
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I think that we will have to certainly cut tha t, the number of 
aspirin.

Mr. Solmson. Well, as we have stated,  sir, we are not here to-----
Mr. Carter. Yes, sir.
Mr. Solmson. We are only here to try  and give the facts tha t we 

have, and from the  medical tes timony th at will follow, we would hope 
that  i f in the judgment of th is committee, less than 50 tablets would 
be proper, you would establish a number of table ts.

Mr. Carter. Certainly , tha t would be hard on the  industry, but 
at the same time, we have got to be factual, I should think, and for 
anyone who has studied medicine and has seen children who have 
ingested too many aspirin, you know that 50 is absolutely beyond the 
range of the dose which a child should ingest safely.

I think it will have to be cut more t han  half, I am afraid, to be 
entirely  safe.

Th at is all, Mr. Chairman.
Mr. J arman. Mr. Gilligan?
Mr. Gilligan. Thank you, Mr. Chairman, no questions.
Mr. J arman. Thank you, Mr. Solmson.
Thank you very much, Mr. Solmson.
Mr. Soi.mson. I apprec iate the time, sir.
Mr. J arman. I apprecia te your  contr ibution to this hearing.
Mr. Solmson. Thank you.
Mr. J arman. Our next witness is Mrs. Fritz  R. Kahn, temporary 

chairman, Legislative Committee , National Congress of Parents  and 
Teachers.

STATEMENT OF MRS. FRITZ R. KAHN, TEMPORARY CHAIRMAN.
LEGISLATIVE ACTION COMMITTEE, NATIONAL CONGRESS OF
PARENTS & TEACHERS, ON BEHALF OF MRS. EDWARD RYAN,
CHAIRMAN

Mr. J arman. Mrs. Kahn, we are very glad to have you.
Mrs. Kaiin. Thank you.
Mr. Chairman and members of the committee, we appreciate very 

much this opportuni ty to express the concern of the National PTA 
for the safety of small children, and our support of this Child Safety 
Act of 1966.

This statement  is on behalf of Mrs. Edward Ryan, of Manchester, 
Mass., who is the chairman for legislation of the Nationa l Congress of 
Pare nts & Teachers. She, unfortunately , has been called out of the 
count ry, and I am presenting this statement on her behalf.

I am Mrs. Fri tz Kahn, of Fairfax, Va.
Long before the National PTA reached its present membership of 

more than 11 million, its thousands of PTA’s around the country 
were guiding parents to the importance of making homes safe for 
young children, and of teach ing children habits of safety.

Nevertheless, accidents remain the first cause of death  among 
children. Substances that may be harmful or even fatal to children 
have proliferated in household articles tha t are in everyday use and 
easily available in millions of homes.

The common use of medicines has greatly increased the number of 
children who find them unguarded. Every year more than half a 
million children are reported  to have swallowed poisons accidentally.



CHILD SAFETY ACT AND PERSONNEL TRAINING 151

In another area addressed by this bill, it is hard for paren ts and 
relatives to know th at even some attractive  toys are dangerous gifts 
because of hidden poisons or harmful chemicals.

We, therefore, welcome and are glad to support the provisions of the 
Child Safety Act of 1966. We believe tha t packaging of children’s 
aspirin in limited quantities, safety  closures on drug containers, more 
careful labeling, and the ban on articles imminently hazardous to 
health, will be a great assistance to parents in rearing children safely 
despite the multitude of pressures and distractions of present-day 
living. It  will undoubtedly mean life itself to many children.

We do ask for your favorable consideration of this bill and thank 
you for this privilege.

Mr. J arman. Thank you very much, Mrs. Kahn.
Mr. Rogers?
Mr. Rogers of Florida. Tha nk you, Mr. Chairman.
Mrs. Kahn, we appreciate your  s tatement. Thank you for being 

here.
Thank you.
Mr. J arman. Mr. Nelsen?
Mr. Nelsen. Thank you, Mr. Chairman.
I noted in your statement that  you support the provisions of the 

Child Safety Act of 1966, and I think tha t we might say tha t all of 
us suppor t the objectives of any  legislation tha t would contribute to 
greater  child safety.

However, I would assume from the language you use tha t you do 
not necessarily take the position that, every detail of the bill and the 
administration of it and the factfinding of it is necessarily correct in 
eveiy  detail. However, i t is the objectives that you speak to.

Mrs. Kahn. Tha t is true, Mr. Nelsen, and in listening to the hear­
ings, we certainly  feel that man y of the people who have presented 
testimony have presented ideas which will be incorporated into the 
final bill, and we would have no objection to these changes.

Mr. Nelsen. I am sure you would not disagree with the observa­
tion that  some of us have made that proper procedures should be 
followed so tha t in eveiy case, all the details are brought to public 
atten tion, and nothing is overlooked by some arbi trary rulemaking 
that could possibly develop. I might, however, sav tha t it is our 
experience that  Food and Drug  Administration has been doing a very 
fine job  and have performed very well. At the same time, we could 
assume th at  at  some time in the d istant  future , you might have some­
one who might be inclined to be arbitrary. We feel tha t we should 
guard against this eventuality. It  is the objectives, as you point out, 
tha t we seek to find. I thank the lady for her very fine statement.

Mrs. Kahn. No, we certa inly would have no objection to any of 
the procedural safeguards tha t have been suggested.

Mr. N elsen. Thank you.
Mr. J arman. Mr. Satterfie ld?
Mr. Satterfield. No questions, Mr. Chairman.
Mr. J arman. Dr. Carter?
Mr. Carter. I just want to than k the lady for her statement , and 

say th at we are glad to see the  in teres t of the paren t-teachers’ associa­
tions in areas of tliis kind. No t only does ingestion of drugs cause 
trouble for children, in our section of Kentucky, but ingestion of 
kerosene, and things of t ha t nature, often take place.
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It  seems tha t an educational program by the PTA would be ex­
tremely helpful to educate  the parents as well as the children, if th at 
is possible. It  would be extremely helpful.

I congratulate you on your appearance.
Mi's. K ahn. ell, th is is something tha t we give constant attention 

to, and we certainly  agree that  the parents have a great job in this, 
too, and a great  stake.

Dr. Carter. Thank you.
Mr. Jarman. Mr. Mackay?
Mr. Mackay. Mr. Chairman, I have jus t become an ex-PTA 

member, but  1 would nevertheless like to associate myself with the  
viewpoint of the association.

Thank you. No quest ions.
Mr. Jarman. Mr. Gilligan?
Mr. Gilligan. No questions. Thank you, Mrs. Kahn.
Mr. J arman. Mrs. Kahn, thank you very much.
Our next witness this  morning is Mr. James H. Merri tt, executive 

vice president of the National Association of Chain  Drug Stores, Inc.

STATEMENT OF JAMES H. MERRITT, EXECUTIVE VICE PRESIDENT, 
NATIO NAL ASSOCIATION OF CHAIN DRUG STORES, INC .

Mr. Merritt. Mr. Chairm an, members of the committee, my 
name is James II. Merrit t. I am executive vice president of the 
National Association of Chain Drug Stores, Inc.

I appear today only with respect to title I of H.R . 13886 as it per­
tains to drugs. Since there is no reason to repeat arguments made 
by others this morning I supplement very briefly the statement  p ro­
vided the committee a t the time of your last  hearing 2 weeks ago 
today.

Many of our members operate  retail pharmacies in more than 
one State and therefore mus t comply with State as well as Federal 
laws.

Uniformity of Sta te sta tut es with the Federal requirements is most 
important to the owners and operators  of chain drugstores jus t as it 
is to manufacturers selling in interstate  commerce.

In 1967, 47 State legislatures convene in regular session to consider 
proposals on all subjects. Experience shows tha t many hills intro­
duced at  the State level are patterned after  Federal proposals.

There is a strong argument for uniformity  when Congress has acted 
m a part icular area of interest . When Congress has not acted, public- 
spirited  State legislators introduce  their own versions of legislation 
considered at  the Federal level, usually with provisions differing from 
those introduced in Congress. We hope uniformity can be achieved.

(The full statement referred to follows:)
State m en t of  th e N at io na l Assoc iatio n of  C ha in  D r u g  Sto re s, P re se nt ed  

by J am es  II. M errit t , E xe cu tiv e Vic e  P resi d ent

The  Nat ional Association of Chain Drug Stores, Inc. is an associat ion of 134 
dru g chains which operate more tha n 4,000 drug stores in most of the  sta tes  in 
the U.S. The Association was organized in 1933 and  is headquarte red at  1625 
Eye Street, N.W. Washington , D.C., 20006.

Th is stateme nt is intende d to  fulfill a  dual purpose by (1) supp orting the  prin­
ciple of safe ty closures on containe rs of some prod ucts  intended primarily for 
inges tion by children and (2) raising  some quest ions concerning  the  intent  and 
possib le results  of HR 13886.
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First, the Nat ional Association of Chain Drug Stores ’ mem bers  thro ugh out  
the  United Sta tes  supp ort, generally , the  principle th at  produc ts intended  pri­
mari ly for inges tion by children be packaged in a container with a closure of 
such a na ture  th at  it will deter acc idental (which might be int ent ion al in the  
case of a  child) ingestion of a  produc t which by its  natu re and act ive  ingredients 
could cause heal th problems for the  child.

After  that  general sta tem ent  of s up po rt and to  keep  your  record shor t and 
expedite your hearings, we will avoid several  specific questions which might be 
raised  concerning the  effect of HR 13886 and men tion only a few points.

We supp or t the recommendation that in Sec. 2, line 11 af ter  the  word “in tended ” 
insert  “p rim arilv” and delete  the  word “use” and  sub sti tute in lieu thereof the 
word “ingestion” so tha t the  tex t would read “* * * preparation in a dosage 
form intended primarily for ingestion by children * •  *”

The pharmac eutical industry has made marvelous s trides  in the  past few year s 
in both pro duct and  packaging. At  the  present time there are, for example, on 
the ma rke t pediatric suppos itories  which  contain acety lsalicy lic acid  (some are 
packaged in foil packs) which do no t leud themselves to the  safety  closure 
requ irement.

In this  same Section the  National  Association of Chain Drug  Stores suppor ts 
a specific aggregate quantity lim ita tion in the statut e to cut confusion  a s to wha t 
“ the mos t recent regulat ion says.”

Sec. 3 raises two questions for our members .
The language “or  (6) if i t is a  dru g packaged in a retail  con tain er (including a 

containe r in  which such drug  is dispensed on prescription) and the  secretary  has, 
in the int ere st of protect ing the  heal th and safety of children, by regu lation appli­
cable to such drug  (whether or not such drug is inten ded for children) ♦ ♦ *” 
indicates t o us the granting of broad  au thor ity  to the secretary to require safety  
closures for any or all pharma ceu tica l produc ts; par ticularly , those which are 
limited  to dispensing on prescrip tion . There  are  presc ription  prod ucts , too, 
which because of the ir nature  and  long- term,  continuous adm inistration have  
compelled man ufactur ers to design specia l dispensing packages. Con traceptive 
tab let s is an example—and the need to use a containe r with a  safety closure would 
be an unnecessary  expense to the public .

Sec. 3 require s also tha t the “ retail  container * ♦ be secured by a sa fety  closure.” 
Our ques tion relate s to the  sta nd ards  for a “safety closure.” Queries to sup­
pliers get response indicating  th at  while the  quest ion of safety closures has been 
the  su bject of much research for many years the  solut ion is not so simple. There 
are many ideas, some paten ts, bu t no standard s.

The  au tho rity gran ted by H it  13886 is extremely b road and should  be amended 
to  requ ire th at  any dete rmination s to  carry  ou t the  int ent of this legislation  be 
made only af ter due notice and  hearing  in accordance with Sec. 701 (E) of the 
Federal Food  Drug and  Cosmetic Act.

It  is the  goal of the members of t he  Nat iona l Association of Chain  Drug Stores 
to get needed medication into  the  hands of the  patient as professionallv, ethically, 
quickly and  economically as possible. We would hope, therefore, the  burden of 
complying with the  proposed statutor y authority  would be economical insofar  as 
pha rma cist  lab or and cost of c ontainer closure are  concerned an d un iform to make 
compliance easy saving  the  pharm acist ’s time, par ticularly  in view of the  in­
creased dem ands on professional service arising as a resu lt of the  passage of the 
Social Secur ity Act a mendments of 1965.

Mr. Merritt. Thank yon very much.
Mr. J arman. Thank you very much.
Are there any questions?
Mr. Rogers of Florida. No questions, Mr. Chairman.
Mr. Nelsen. No questions.
Mr. Satterfield. No questions.
Mr. Mackay. No questions.
Mr. J arman. Thank you very much for your contribution. We 

are nearing 12 o’clock, and the  convening of the  House. It  is possible 
to go on for a few more minutes, perhaps, until a quorum call, but  
time is now becoming a factor in our hearing this morning.

The next  two witnesses are Mr. Melvin Block and Dr. Maurice L. 
Tain ter.
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I mention the time element  before welcoming yon here this morning, 
and if either of you is in a position to make a short presentation to 
the committee, summarizing your position on the bills, it might  be 
preferable to call on you, rather than have one of you star t on longer 
testimony with no possibility, perhaps, of completing.

STATEM ENT OF MELVIN BLOCK, ATT ORN EY, BROOKLYN, N.Y.

Mr. Block. Mr. Chairm an, I am Melvin Block. T will make a 
short statement. A more detailed documented statement  with 
statist ics, reports, and documents is also being given to the reporter  
for the record.

(The additional materia l submitted will be found in the committee’s 
files.)

Mr. Jarman. We are not trying to shut off any testimony before 
the committee. There will be another session of the committee on 
these bills, but we will be very glad to hear from you, Mr. Block.

Mr. Block. With you r permission, Mr. Chairman, my name is 
Melvin Block. I am appearing as an interested priva te citizen not 
associated with any organization or any group. I am a private  
attorney, engaged in a private practice of law and formerly a police 
judge and prosecuting atto rney in the village of Massapequa Park  
in New York.

Now I am here due to a  moral urgency and conscience, so to speak. 
Those of you who are attorneys know tha t afte r a certain case, 
sometimes there remains the need to do something about  material 
discovered in the processing of the case and which gave rise to the case, 
and the end of the case is not really the true end, especially where a 
request is made tha t the  record be impounded.

I am here to supp ort the bill in general, but  ask this committee 
in their deliberations and in their ultimate decision, to include ade­
quate  labeling and design of dynamite blasting caps by the individual 
manufacturers of dynamite blasting caps, under  the provisions of 
the Child Safety  Act.

I am happy to say th at  since contacting this committee, and since 
the prepara tion of my statement, I am informed that. Commissioner 
Goddard is now of the opinion tha t a dynamite blasting cap is a 
hazardous substance. Hence, I will address myself to the aspect 
of the act which deals with the banning of hazardous substances, 
where adequate labeling in and of itself is insufficient to protect the 
public.

We have been talking about drugs and pharmaceuticals this morn­
ing; however, a blasting  cap is different from these items: a blasting 
cap nearly always result s in blinding, maiming, or  killing of the inno­
cent  victim, who finds a shiny object, and does no t know what it is, 
and as a result thereof, tampers with it, experiments with it, and 
plays with it, and ultimately , is rendered without hands to play with 
anyth ing else.

I am happy to say that  the National Society for  the Prevention of 
Blindness, pursuant  to a suggestion I made, contacted Senator Mag­
nuson, when they had hearings  this pa st Friday on this bill, and they 
are in favor of legislation covering the dynam ite blasting cap situa­
tion, and a copy of t ha t l etter is included in my statement submitted  
herewith.



CHILD SAFETY ACT AND PERSONNEL TRAINING 155

(The le tt er referred to follows:)
National Society fob the 
Prevention of Blindness, I nc,,

.Yew York, N. Y. , Aug ust  £%, 1966.
Hon. Warren  G. Magnuson,
Chairman, Senate Commerce Committee,
Washington, D.C.

Dear Senator M agnuson: The Nat iona l Society for the  Prevent ion  of Blind­
ness is deeply concerned about eye injuries caused by dyn amite  blas ting  caps. 
These trag ic accidents are  preventable causes of blindness.

Prop er labe ling of dynam ite caps  emphasizing the  dangers  involved would offer 
some protectio n.

I respectfu lly urge th at  you r com mit tee consider an amend ment to  t he  presen t 
Federal Hazardous Substances  L abeling  Act, P.L. 86-613, Sec. 17 to cover p roper 
labelling of b last ing caps.

Cordially yours,
J ohn W. Fbr bee, M.D.,

Executive Director.
Mr. B lock, I only have to  prese nt a few tragic  sit ua tio ns , Con­

gre ssm an Ja rm an , to ill us tra te  the poin t an d the  da ng er  invo lved . 
In  an  Iow a classroom, an 11-vear-o ld boy trad ed  a noteb ook for a 
small ob jec t one of h is friends  L ad  found  in a neighb oring field.

The ob jec t was a sh iny  metal  cylinder, and the bo y was anxious  to 
find out wha t it con tain ed. Ab ou t the  time school was to be dis­
missed, he took out his pocke t knife, and began to inv est iga te.

Sud den ly, the re was an explosion th at rocked  the  clas sroo m. Th e 
boy was  killed . He ha d trad ed  his no tebook and his life for  a 
dy na mite  cap.

In  Ok lah om a, Con gressm an Ja rm an , three cous ins were blin ded  in 
both eyes—six eyes—with  a to ta l loss of vision—af te r the explosion 
of a  dy na mite  bla sting  cap.

In  one of our So uth ern  St ates , a boy foun d a bla sting  cap , bi t into 
it,  an d was  ki lled.

In  Co ram , L ong Isl and, th ree farm boys found blas tin g caps  which 
ha d been  sto red  on a farm  for  m an y y ears. One of th e boys  hi t one 
wi th a hamm er.  Th e 1O-year-old boy was kil led , the 8-year-old  boy  
was blin ded  in both eyes, an d th e 3-year-old boy was ren dered  blind 
in one eye.

Af ter  conta cting  yo ur  comm itte e, I rea d an AP di sp atch  in the 
New  Yo rk Tim es of A ugust  1 of th is ye ar  which  stat es :

Two boys  were killed and  th ree  inju red  yes terday when a box of de tonato r caps 
exploded in a group of boys play ing near  a  refuse dump.

We a ll know t ha t recent ly a radium  capsu le was los t, an d there is a  
nat ion wide  search on for  it. T ha t is only  one capsule . I  ve nture to 
say  th at the re are  hundred s of  cap s strew n arou nd  the co un try , a 
vi rtu al minefie ld.

I no tice th a t you  gen tlem en are  perusin g a pla card sent  in by  the  
tra de  organizat ion  of the  manufac turer s, the  In st itute  of Makers  of 
Explosives. Th e un fortu na te par t is, kid s do n’t  find th e placard s. 
Th ey  find the caps , and the indiv idua l manufac tur ers  s hould  have the  
res ponsibi lity  to  design and lab el and di st rib ut e thei r caps safely. 
What it st at ed  as legend on the placard should  be legend on the caps , 
an d the cap s should be  desig ned  to  th at  it conta ins  an ad eq ua te  w arn ­
ing th at “ thi s can  kil l’’; “t hi s can  bli nd” ; “ thi s can maim” ; “ca ll 
pol ice” ; “ do no t tou ch .”

GS -08 5— f l i 11
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Furthermore the cap should be designed tha t only an expert can 
detonate it, one with a certain expertise in the field, and not a child 
who can hea t it, scratch it w ith a nail, drop it.

There are even reported cases of workmen who negligently put  it 
in the  pockets of their shirts , and the body hea t sets it  off and they are 
killed.

I have in my submitted prepared s tatement statis tics running from 
1947 to the present time, and here are some of the explosives industries 
own repor ted figures they run from figures of 99 up to 139, 128, and 
these are not ingestions of pharmaceuticals tha t are subsequently 
pumped out. How many unreported tragedies are there? How 
many near  misses? How many over 17 years of age? These sta ­
tistics only go to 17.

They are permanent eyes tha t are lost, they ure hands tha t are 
blown off, and they are children who are killed. It  is a fait accompli.

The  lost, the blown off hands, and the dead child, is final and 
irreversible. Now I have in my hand newspaper statistics, and 
clippings of individual children killed, blinded, and maimed, and it only 
covers a 3-year period, and they were obtained through discovery

Eroceedings in Federal court, and it is a harrowing s tory. They are 
eing presented for the record.
This  item which is inherent ly dangerous, had no warning whatso­

ever up until 1955. The reason that a warning w hich says, “danger­
ous, explosive,” was required to be put  on in 1955, and I submit tha t 
th at  warning is still insufficient, because the words “dangerous 
explosive” may mean nothing  more to a child than a type of explosive 
he uses in a cap pistol, or a firecracker, bu t the reason that came about 
in 1955 is tha t in 1953, in the State  of Ohio, a child found a little 
shiny object.

He took i t home. He showed it to his father. His father  did not 
know what  it was. He showed it  to his uncle. His uncle did not 
know what it was. He dropped it. Boom, two eyes gone.

The Lions In ternational, which is interested in sight conservation, 
obtained for this boy a braille typewriter, and became interested in 
this case. They went to the Ohio Legislature and spoke to a very 
fine, dedicated, conscientious lawmaker, who had previously been 
instrumenta l in passing antifireworks legislation. Then Ohio passed a 
law making it mandatory that every cap sold in that  State  have the 
words “dangerous, explosive” and prescribed a penalty for failure 
to do so.

As to time delay in effective dates of legislation, which certain 
indus try groups have requested today, this may be of interes t to you 
gentlemen: Tha t though this accident happened in 1953 in Ohio, in 
March of 1953, the manufacturers  asked the Ohio Legislature to make 
it  effective January of 1955, in order to exhaust inventory. In the 
interim, approximately a hundred kids were maimed, blinded, or 
killed.

The individual manufac turers  know, from their own placards, from 
thei r own literature, which they send out sporadically, tha t this is a 
dangerous situation, and these placards state:

Do n’t touch , these are  bla sting caps, h igh explosives. They are not p laythings. 
Leave alone. It  may be the  la st  tiling you touch. You may  have nothing to 
touch with,  afte r th is.



CHILD SAFETY ACT AND PERSONNEL TRAINING 157

Well, kids don’t find placards, they find blasting caps, which are high 
explosives.

My children have never seen this. I venture to say tha t many 
of you gentlemen may not have known, prior to looking a t this placard, 
what a b lasting cap was.

I venture to say many of y our children and grandchildren do not  
know what it is, and yet it is a  lethal weapon.

The trade association even has a  spot filmed by Mickey Mantle or 
Willie Mays which is on television once in awhile, which says tha t a 
blasting  cap exploded a t home plate  will have enough power to propel 
fragments into center field. But what have the individual man­
ufacturers  done? Where is the competition for safety  between them?

As to another aspect of the design of this item: One of the children 
whom I represented stil l has metal fragments in his eye, which cannot 
be removed because they are not magnetic. There is no reason for 
this. Why, knowing th at children will find it,  foreseeing that blasters 
will lose them, foreseeing th at  they will cache them away instead 
of putt ing them in a magazine, knowing that these are practically 
talismanic tha t kids will ultimately come up with them, why don’t 
they design it so tha t when a child does get injured, he will be able 
to have proper medical care, and give the doctors an even chance to 
render  his full services to the  child?

The trade  association also puts out a film which has this as its 
brief story.  A boy, Chuck, 12, and his pal, Tag, 11, find a blasting 
cap, while playing in a  field.

They plan to toss i t into an outdoor grill during a birthday cele­
bration, and scare Katy , 8, a neighbor’s child. The boys know the 
cap will make “ a big noise,” but not tha t it could cause serious 
injury  to all of them.

The  s tory has a considerable drama and suspense, b ut  the ending 
is happv and positive.

Unfortunately, there are many parents and children today who 
not in filmdom bu t in actuality  are living the  more unhappy ending, 
with sightless eyes, missing hands, and a memory of a child at a 
certain age.

This has come about, and here, I think, is the essential vice in the 
situation, because, by agreement , the safety of this item is left to the 
manufacturer’s Insti tute  of Makers of Explosives, thei r trade associa­
tion, which basically is thei r legislative and public relations arm and 
which shares an office with the  Sporting Arms Manufacturers  Asso­
ciation in New York, as witness this statement by an inst itute and 
company high official—

Well, we find it impractical to  imprint on the  cap itself  anyth ing  that  would 
sta v and we have  never found a  su itable  way to do it, so we have felt we arc do ing 
a be tte r job in this  are a by pu tting  o ur money into  advis ing people th at  children  
and  o thers in t he field of the  p roper use of these inst rum ents, than  tryin g t o mark  
something th at  m ight  n ot sta y on the cap.

The public suffers because safety design by the manufacturers  is 
abdicated to the trade  association and there is no competition in 
safe ty fo r the  public’s benefit.

The same source stated  th at  in 1959, approximately 840,000 was 
spent by the Ins titu te of Makers of Explosives for its blasting  cap 
safety  campaign. The individual companies should have  redesigned 
and retooled instead.
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Now, this sum is sp ent by an indus try consisting of some of the 
larges t chemical and explosive companies in the world, and they con­
tinued to manufacture and design thei r caps without any warning 
and allocating a portion of its trade  association budget for safety, 
unti l the tragedy in Ohio in 1963, a bout which I  spoke a bit earlier, 
forced legislation.

The Ohio law says now—
No person shall normal ly sell o r d istr ibu te any blasting cap or e lectric  b lasting 

cap after January  1, 1905, unless the  words dangerous explosive are legibly 
printe d thereon.

Though the effective da te of this legislation was October 10, 1963> 
in March of 1963 the indus try requested that  the cutoff date  he 
January 1, 1965, in order to exhaust then - inventor}'. No problem in 
retooling, marking, or redesigning was mentioned as previously stated 
so I say here tha t I don ’t think there would be any problem in re­
designing if this bill is passed.

Though the State of Ohio has taken the first step, the wording it 
requires is inadequate to describe the true dangerous nature of the 
product, or the p roduct itself, labeling of both ihe cap and the tag with 
wording, “This will kill” ; “This will blind, this will maim, do not 
touch, call police, dynamite.”  There should he a graphic illustra tion 
of a child being injured  as appears on one of the placards by the 
trade  association.

There is a tag on many of these caps, and it is used as a mode of 
communications by the manufacturer s themselves, because the tag 
has on it a numeral which denotes to the blaster the amount of 
milliseconds in which the cap will detonate, afte r the catalyst, after 
the electricity is applied, so the  manufacturers  themselves are using a 
tag, as a means of conveying information, and hence, in their own 
minds, feel t hat  it  will u ltimately reach an ult imate person, who must 
rely on that information.

As I said-----
Mr. Nelsen. Mr. Chairm an, at  this point, you say, a tag. Is 

this a piece of paper th at  is used?
Mr. Block. Well, different manufacturers have different tags, 

and they are generally on the electric blasting cap, Congressman. 
Some are metallic, almost tinlike tags. Others have—are sort of 
laminated cardboard, bu t I say tha t is insufficient, too, and only 
su pplemen t ary.

1 say tha t something should he embossed, engraved on the cap 
itself; and in this concept of embossing, I hope to have the opinion of 
the former supervisory blasting inspector of the city of New York, 
who says that tha t can be done, and tha t should be done to prevent 
these horrible tragedies.

The caps should be made longer—you have the placards there— 
so that sufficient information should be contained  on it. No reason 
why the cap can’t be redesigned.

I am holding the trade  association’s most recent placard, after the 
Ohio law. Pnor to the Ohio law, you have no legend, “Dangerous 
explosive,” on it at  all. The electric caps, natura lly, are the ones with 
the wire, the two top ones. The bo ttom caps are w hat are called fuse 
caps. A child finding th at  bottom one, I venture to say, thinks he is 
finding a firecracker.

Mr. Nelsen. Will this  p rint  withstand weathering?
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Mr. Block. Well, that , I  fr ankly  do no t know bu t I  v enture to say 
tha t the manufacturers in this field, with slogans such as “bet ter 
things for bette r living through chemistry ,” certainly can find ade­
quate  chemical processes to have adequate design and adequate 
labeling for that.

Mr. Nelsen. Don’t most of the accidents involve old caps tha t 
have been carelessly left somewhere, and picked up.

I am wondering about deterio ration  of any marking on a cap tha t 
might have been lying around. I can remember tha t when I was a 
little youngster , I found a dynamite cap on the shelf in the granary of 
of our farm. It  had been there a long time.

Mr. Block. Yes, sir.
Mr. Nelsen. Fortunately, nothing happened, but it  could have 

happened.
Mr. Block. Yes, sir.
Mr. N elsen. I presume there are others like it. I wonder about  

the mark on such a cap. Would it endure, lying there for so long? 
How could we be sure of it? Th at  is the thing.

Mr. Block. I personally do not possess the scientific knowledge, 
but I have spoken to others who have, and they say it can be done, 
both by embossing, tags, and redesign. All I can say is tha t these 
manufacturer s cer tainly have the scientific experts, if anyone. They 
advertise  permanent paints, they  come up with new products by the 
score. The institu te lists among its members Du Pont, Hercules, 
American Cyanamid, Commercial Solvents, Atlas, and others. Also, 
the cap should be designed and encased so tha t only an expert can 
use it.

Mr. Carter. Would you yield?
Mr. Nelsen. Yes.
Mr. Carter. I have seen quite  a few of these accidents, and I 

know it is quite a problem.
I have seen children maimed and their  eyes blown ou t. However, 

I doubt if labeling the cap is going to do much good. I feel perhaps 
tha t a stricter  accounting by the companies which sell them, and to 
the people who use them, would probably be more effective. If you 
see a little cap there, such as th is, it is hard for a child to read on them 
anything.

The chances are they won’t read these things. Like the gentleman 
from Minnesota, what is labeled on there might wear off. And 
children might get hold of them who can’t read or write.

In fact, many of them do. You see 3- and 4-year-old children get 
hold of these things. 1 feel that  even perhaps that we might be 
working at the wrong end and perhaps a stricter  accounting of 
the caps, st ricte r control of them, might be more effective.

Thank you, Mr. Chairman.
Mr. Block. In response to tha t, if I may, Mr. Chairman, I have 

statist ics here also obtained from the manufacturer in my case, 
broken down into age group, into  sex for every year, running from 1957 
to the present,  nnd these charts, these statistics show that the majority  
of the children who are injured are in the age group from 9 to 16, and 
hence they can read the elementary words which are what I gave in 
inv presentation.

Of course, bet ter licensing control of blasters which would have a 
bette r control of the distribu tion of explosives, and better magazine
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laws and control is helpful, and needed. I mean it transcends this 
immediate problem, also. It goes into the other problems, such as 
various groups obtaining explosives and using them to dynamite for 
their own purposes. But the trade association states  in its own 
litera ture that despite the best of care, caps are lost and misplaced.

1 am saying at this point tha t the manufacturers  have it within 
their control to adequately label and design these items. I don’t 
gainsay the idea of having bet ter controls over blasting and bette r 
blasters contributions, and magazine control. They are not mutually 
exclusive. Everything helps.

Mr. Nelsen. Mr. Chairman, I might point out that a number of 
years ago, I blasted a rock on the farm, and the hardware merchant 
asked me how long a fuse I  wanted.

I told him 1 wanted one long enough so I could run at least a half 
mile. The explosion was very successful, however.

Mr. Block. Y ou  see. Congressman, at least you knew what you 
were handling. The child does not. He is literally playing with 
dynamite.

Mr. Nelsen. Very true. Very dangerous.
Mr. Block. And tha t, I am saying, may be the rationale for Com­

missioner Goddard’s sta tem ent  that it is a hazardous substance, 
because i t is used on farms for stum p blasting, rock blasting, posting, 
and drainage, and all of the  other  myriad needs.

Mr. J arman. Mr. Block, the House is now in session, and we are 
going t o have to terminate shortly.

Mr. Block. All right, I apprecia te the time, Congressman Jarman, 
and all I say is at this point , to quote the great Irish  playwright, 
Sean O’Casey, if you consider as he does tha t it is against the law of 
nature for parents to bury their  children, but  rath er children 
should bury their parents, I beseech you to pay heed to my recom­
mendations.

(Mr. Block’s full sta tem ent  follows:)
Statement of  M el vin  Block, Atto rney, B rooklyn, N .Y .

Re Adequate  labeling and design  of dynamite bla stin g caps unde r the  cliild 
safety  bill.

Mr . Chairman, Members of the Committee:
My name is Melvin Block. I am an attorney engaged in t he  p rivate  pr actice 

of law a nd formerly was actin g Pol ice  J udg e a nd  Prosecuting Attorney of Massa­
peq ua Park,  New York.

I here  represent no  one bu t a  love of children, a du ty to  my profession and my 
own conscience.

Once in a while in the  hurly-bu rly  of an act ive  pract ice, aft er a case is com­
ple ted , the re still remains a m oral urgency so compelling to  do somet hing to remedy 
a wrong which gave rise t o the case , t ha t som ethin g should be done  and  in response 
to  t hat  m oral directive I am here.

I ask th at  your  Com mittee amend  the  presen t Federal Hazardous Substances  
Labe lling  Act, P.L. 86-613, so th a t dynam ite  bla sting  caps  are  included.

During  th e course of rep resent ing  two children  agains t one of the  ma jor manu­
fac turers  in a  case th at  ha s been conc luded and in the  course of processing ano the r 
mat te r aga inst  another  ma nufac turer now pending, material  and stat istic s ob­
tai ned disclose th at  over the  years child ren arc  rendered blind, maimed, deaf, 
killed and  otherwise injured because of lack of proper labelling and  warning on 
dynami te blasting caps.
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Some examples  are as follows:
In an Iowa classroom, an eleven  year old boy traded a notebook for a 

small objec t one of his friends  had found in a  neighboring field. The ob ject 
was a shiny meta l cylinder  and the  boy was anxious  to find ou t what it 
contained. About the  time  school was to be dismissed, he took ou t his 
poc ket  knife and  began to investigate.  Suddenly there  was an explosion 
th at  rocked the classroom. Th e boy was killed. He had traded his note­
book—and  his life—for a dyn amite  cap.

In Oklahoma, three  cousins were blinded in both eyes aft er exploding a 
dyn amite blasting cap.

In one of our  Southern s tat es a boy found a  blasting  cap, b it into  i t and was 
killed.

In Coram, Long Island, N.Y ., thr ee farm boys found blas ting caps which 
had been stored  on the  fa rm for many years. One of  the boys hi t one with 
a ham mer . The  10-year old  boy was killed, the  8-year old boy was blinded 
in both eyes, an d a 3-year old boy was rendered blind in one eye.

After  contacting  your  Com mit tee I read an A.P. dispatch  in the  New 
York Times of August 1, I960 which sta tes : “Two boys were killed and three  
injured yesterday when a  box of detona tor  caps exploded in a group of boys 
playing near  a  refuse dum p.”

There is no need to go on with the chronicling of this toll of tragedy.  The 
sta tist ics  and newspaper clippings which  I offer as  a pa rt  of the  record are  elo­
quent  te stim ony  of the havoc worked upon the  young and  the ir families.

A prior  study  of the  stat istics of the National Association for the  Prevention  
of Blindness  reveals  that  11% of tra um ati c blindness suffered by schoolchildren 
is caused by dynami te blasting caps and dynamite.

Your Honorable Committe e is here  tod ay discussing, among oth er things,  the 
regu lation of aspirin and o the r item s. I respec tfully submit to you th at  there  is 
no more dangerous prod uct in a  child’s hands  than when a child is litera lly—and 
we do n’t need quotes for this—playin g with  dynam ite. The lost eye, the  blown- 
off hand and the dead child is a fai t accompl i, final, i rreversible.

The annexed stat istics and  clippings reveal th at  no section and no child is 
immune from thi s hazard. They occur in urban, suburban and rural areas .

All these accidents have a tragic  common denomina tor: The  children do not 
know wh at these shiny, innocent  looking objects really  are and  the ir lethal con­
sequences. I venture  to  say tha t ma ny  members of th is Comm ittee,  a nd perhaps 
th e major ity , cannot ident ify a dynami te blasting cap. Ask your  children and 
your grandchildren  and  see what response you obtain . I ventu re to say  th at  they 
do not know what it looks like.

The  am ount of mayhem is se t forth  in the following acc ident s tat ist ics  (exhibits 
A-C) tab ulated  by the  Ins titute  of Makers of Explosives who ob tai n the ir sta ­
tisti cs from a press clipping service and its member  companies:
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Thus, with in reasonable l imits of tim e, expense, and practicable survey methods, 
this  s tat em ent is p resented as the mo st complete  r eport  th at  c an be rendered  on 
numbers  of accidents involving youth und er age 17 suffering inju ry f rom a b lasting  
cap explosion.

Exh ibit  B
Blasting cap accidents, 1958-62—  Chi ldren injured— By Stales in  order of  frequenc y

Sta te 1958 1959 1960 1961 1962 S-year
total

Pennsy lva nia .......................................... . 26 8 6 4 9 53
California................... . ................................. 9 3 8 6 9 35
New York ............................. ........ .......... 3 6 9 8 1 27
Tex as.......... . ............. - .......................... -__ 4 18 4 0 1 27
Ohio ....................................... 6 6 7 3 1 23
Michigan ....................................................... 9 6 2 3 1 21
Flor ida ..................................................... 4 2 9 1 2 18
Tennessee . ........................ ................ 5 4 2 5 1 17
West Virginia................................................ 2 8 1 3 2 16
Virginia .. ..  . _______ _______ ______ ft 7 2 0 1 16
W isco ns in ........... ........................................ 5 5 1 2 2 15
New Jersey .......................................... 5 1 3 4 0 13
Washington...................................................
Conne cticut..................................................

6 2 2 0 3 13
122 1 6 3 0

Indiana..................._..................................... 4 3 3 2 0 12
Minnesota ..................................................... 8 1 2 1 0 12
North  C arol ina............................................ 2 3 4 3 0 12
Arizona......................................................... 3 3 3 2 0 11
Georgia................... ...................................... 0 5 2 4 0 11
Oregon . ...... ..................... .............. 1 3 5 1 0 10
Arkansas....................................................... 0 0 0 0 3 9
Id ah o ..................... ................................ 4 1 1 0 3 9
Colorado....... ........ ........................................ 0 6 2 0 0 8
Illinois................. . ............................ ........... 4 1 2 1 0 8
Kentucky  .................................................. 2 0 2 1 3 8
Massachuset ts............................................... 2 4 0 2 0 8
Iowa ....... ............................... 4 2 1 0 0 7
8ou th Carolina............... ............................. 1 0 0 1 5 7
Kansas ....................................................... 3 1 2 0 0
Oklah om a. .................................................. 1 0 0 1 3 5
Rhode Is land ..................................... 1 3 1 0 0 5
Missouri ............................................ 0 1 2 0 1 4
New Siexico.................................................. 2 0 2 0 0 4
Alabam a....................................................... 2 1 0 0 0 3
M aine ... .. ................. . ............................... 0 2 1 0 0 3
Nevada . ________________ ______ 0 3 0 0 0 3
Haw aii .......................................................... 0 0 1 1 0 2
Louisian a...................................................... 0 1 0 1 0 2
New Ha mp shire .......................................... 1 0 1 0 0 2
Wyo ming.'........ ........................................... 2 0 0 0 0 2
Delaware..................................................... 0 0 0 0 1 1
Mississippi................................................... 0 0 0 1 0 1
Mon tana .......... . ........................................... 1 0 0 0 0 1
Utah ............................................... 0 1 (1 0 0 1
Vermon t............ ..........—---------------------- 0 0 0 0 1 1

To tal.... .............................................. 139 128 99 64 53 4S3
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E xh ibit  C
Bla stin g cap accidents, 1963 -65— Children injured— By Stales , in  order o f frequenc y

State 1963 1904 1965 State 1963 ItHM 1965

Pen nsy lva nia ................. 11 12 6 Texas 0 0 4
California ........................ 5 4 8 Co nnec tic ut. .. . 0 o 1
New Yor k...................... 8 5 4 Arkansas______ 0 o o
Ohio ............................. 5 0 C olorudo 1 o 2
Tennessee .......... . ....... I 3 2 Mary land 1 0 2
West  V irginia.................. 2 3 0 M issouri 1 o
Geo rg ia ........................... 4 0 0 Alask a...................... o o 2
Ma ssac husetts ................. 2 3 1 Ha wa ii. .... ....................... 0 0 1
Wa shington........... . ........ 2 1 2 Indiana o o o
Idaho ............................. 0 0 3 M Lssissippi......... o 1 0
Mich igan ................... 0 1 1 Vermont 1 o o
South Caro lina  .............. 0 0 0 Delaware. o o o
Virginia .......................... 3 2 0 Kansas .. o o 1
Wisconsin ........................ 1 0 1 Ixxi isiana.......... 0 o o
Flori da ................... . ........ 2 0 0 M aine . 0 o 1
Arizona............................ 2 0 1 Rhode Island o o 1
Illi no is. ............................. 2 1 1 Oregon . o o o
Ke ntuc ky ........................ 1 0 0 Utah................................. 0 0 I
Minn eso ta______ _____ 4 0 0 Wyoming ................... o 0 1

o 1 o
North Ca rol ina ............... 0 2 0 Tota l (3-vear total:
O kl ah om a. .. ....... . ......... 0 0 1 160)................... 59 45 56

You will note that  the sta tis tic s pertain to  chi ldren up to  the  age of seven teen. 
We do not know how many more involve children over  th e age of 17 and adults. 
I t is fair  to assume that  every accident does not make the  newspapers. What 
ab ou t the  many near misses w here dev asta tion  has been avert ed  in the nick of 
time? The majo rity of reported cases involve children  who are able to read- 
The average age is 11.

The  m anufacturers have been derelict and  to  blame because since the inceptio  n 
of the industry they know t ha t blas ters  would lose, displace, cache away blas ting  
caps and children  would find them with  the inevitable end resul t. They also 
know th at  sometimes children would pilfer these  items with  the same woeful 
ending. Foreseeing all this, they did nothing to label the ir caps and thei r tags  
with an adequa te warning identifying it and sta ting the  harm and injury it 
could cause. Adequte  and all-encompassing warnings should be on the  caps, 
bu t inste ad it is on p lacards—childre n find caps, not placards.

Here are industry’s own words on its lite rature : “D ont touch. These are 
blasting caps. They are dangerous. High explosives. They can hu rt—blind— 
even  kill. Blasting  caps are used to explode dynamite.  Th ey’re not playthings. 
If  you find one, tell a policeman, fireman, sheriff, mil itary  un it.  Remember— 
leave blast ing caps alone—don’t tou ch.”

“Hi, kids. This  is Mickey Mantle. Here you see me hi tting  out a few in 
ba tting  practice .” Some spor ts writers refer to this as blasting.

There ’s another  kind of blas ting  th at ’s necessary for America’s progress. I t’s 
the kind you see here.

Dynam ite for that  big explosion was set off by  littl e blas ting  caps like these.
Sometimes caps are lost arou nd construction  jobs, arou nd mines, on farm s . . . 

other places.
If  you see one, don’t touch it. Call a sheriff or a policeman or a fireman and 

tell him where it is. Again, d on 't touch it—it ’s dangerous.
I t ’s so powerful tha t if one were exploded at home base, it  could hu rt someone 

standing as f ar away as center field.
Don’t ever play with a blas ting  cap. Save your hands and eyes—you need 

them .
"M ore  than  100 million blas ting  caps are used every yea r in the  Uni ted States 

for construction and building, for mining and quarryin g. Wi thout them, heavy 
indust ry would be impossible. In  industry, blasting  caps ar e used only by explo­
sive expe rts—men highly tra ined to hand le these sensitive explosives safely. 
Men who see to it tha t they’re sto red, handled and  tran spo rted with  the grea test  
secu rity and safety possible. Bu t despite the ir efforts, a few of the  100 million 
blas ting caps do manage to become lost, strayed  or stolen. And when they get  
into  t he  wrong hands, the results can  be tragic.

When handled improperly , blas ting  caps can cause serious  injury, or even 
death . The one and only way for  you to avoid this danger is not  to handle  them .
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This poster shows w hat blasting caps look like, full-size. If you see one, don’t 
touch  it. Call a policeman, fireman or sheriff. He’ll conta ct someone who can 
safely and properly dispose of it.

Remember, in unt rain ed hands, blasting  caps can bo very dangerous. So if 
you find one, don’t touch . You may end up with nothing to touch with.”

“All blasting caps are dangerous when held by uninformed, untrained, or 
careless hands. ,

Each blasting cap con tains a highly sensitive and powerful  explosive. This  is 
requ ired  since the se l ittl e caps must pack a big enough wallop  to set off dynami te 
and  blas ting iigents which are necessary in various types of mining and con­
struct ion  work.

Heat from friction (rubbing), a flame (matches, candles, or stove) can cause a 
blas ting  cap to explode.

A jol t (from dropping on a hard surface) or a blow (from a hammer or  shoe 
heel), even a light  rap, can cause  a  cap to blow up.

Picking at  the  cap’s con ten ts (with an ice pick or screw driver  or a stick) will 
cause it to  detonate.

Elec tric current from a flashl ight ba ttery or household light ing system  or any  
source  will make a  cap  explode.

These are the  most common things children do to make b last ing caps “go off”, 
intentionally or accidental ly, almost always with tragic resul ts. Boys and girls 
mu st be tau gh t that  blast ing caps are not  playthings, no mat ter how shiny and 
at tra ct ive th ey may app ear  to  a  child’s searching eyes and inquisitive fingers.

What t o do’ when you spot a biasing cap:
Note carefully where it lies—Don’t Touch  It!  If accompanied by a friend, 

send  him to  repo rt “th e find”  to  a policeman, fireman, sheriff, or other adu lt. 
You stand guard to prev ent anyone from distu rbing the  blasting cap.

If alone when you find a  blasting cap, don’t  to uch it! Mark the  spot by drop­
ping your handkerchief, and careful ly note  features of the nearby area  such as 
tree s,’ paths , rocks, or bushes th at will guide you back to  where the  cap lies. 
Then immediate ly repo rt it to  a  law enforcement, officer o r an adult .

Blast ing caps should only be removed b y a competent , informed adult. Don’t 
try  to move or  pick up th e c ap yourself. Leave i t t o a n expert .

'Wh y “Don’t touch it!”?
An exploding  blasting cap can maim—blind—deafen—even kill. Yes, the 

sha ttering explosion of this  litt le metal tube , a blas ting  cap, can do all these 
things. When it detonates, a blast ing cap may throw hundreds of small frag­
men ts in all directions for a distance of severa l hund red feet  with sufficient 
force to cause painful  pu ncture wounds. Held in t he  hand, an exploding blast ing 
cap can tea r off fingers. Injuri es caused by a blas ting cap can bo t ragic beyond 
one’s imagination. And all such accidents are needless and preventable .

Be smart! Be safe! Don’t  touch  blas ting caps!
“ Bu t even the best safety  pract ices cannot elim inate all accident hazards. 

Tha t’s because of th e ‘human  fac tor .’ A thoughtless workm an may leave a cap 
unaccounted for. Mischievous boys may break into s torage magazines  and stenl 
them . More often caps are lost , misplaced, or hidden awa y presumably out-of-  
reach .

“ Yet children  do find these caps and play w ith them. Th e re sult  can be ser ious 
injuries.  Some children lose fingers, hands, or toes. Others are blinded. Some 
have been killed.”

Th e Insti tu te  of Makers of Explosives have a film ent itle d, “Blasting Cap—- 
Danger!” . The  following is its description of the sa fety  message mentioned in t he 
film:

“T he safe ty information is constructiv ely presented in th is episode: Chuck, 12, 
and his pal, Tag, 11, find a blastin g cap while playing in a field. They plan to 
toss  it  i nto  an outdoor grill dur ing  a birt hday celebration and  scare Kathy , 8, a 
neighbor’s child. The boys know the  cap will make a ‘big noise’, but not that  it  
could seriously injure all of them . The story has considerable  drama and sus­
pense, bu t the  ending is ha ppy anrl posi tive.”

Unfortunate ly, there a re man}' parents  an d children today who, not in filmdom 
bu t in a ctu ali ty j are living a more unhappy ending, one with  sightless eyes, missing 
hands, and a memory  of a  child at  a certain age.

This has  come ab ou t becau se the  indiv idual companies, by agreem ent, have 
abd ica ted  thei r sa fety responsibility in the design and labelling of their  own indi­
vidual produc ts and shifted the  manufacturer’s safety responsib ility to the  I ns ti­
tu te  of Makers of Explosives, its  legislative and publ ic rela tions arm,  as witness 
this s tat em en t by an Insti tu te  and company official:
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“ Well, we find it  im pract ical to imp rint  on the cap itself  anythin g that  would 
stay a nd wc have never found a  su itab le way to do i t, so we have felt  we’re doing a 
be tte r job in this area by p utt ing  our  money into  advis ing people, the children and 
othe rs in the  field, of the prop er use of these instruments, tha n trying to mark  
something th at  might not stay on the  cap.”

The same source sta ted  tha t in 1959 approx imate ly 840,000, was spen t by the 
In st itu te  of Makers of Explosives for its blasting cap safety  campaign.

The in dus try  consisting of th e largest chemical  and  explosives companies in the 
world, continued to manu factu re and  design their  caps withou t any warning and 
allocating  a portion of its  trade  association budget for safe ty unt il some time in 
1964.

A tragedy  occurred in the S tat e of Ohio in 1963, when a boy found a shiny objec t 
and asked his fath er what it  was and  his father  did not know. It  was subsequent ly 
set off by some means by t he boy result ing in almost to tal  loss of vision of both eyes. 
The Lions Clubs of Ohio, an organization  interested  in sight conservation vigor­
ously pursued the  enactmen t of a dyna mite blasting cap labelling law which reads as 
follows: Ohio Code Supp. Section 3442.091. “No person shall normally sell or 
dis trib ute  any blasting cap or electr ic blasting cap after January  I, 1965 unless 
the words ‘Dangerous Explosive’ are legibly p rinted thereon.”

Though the  effective date of this  legislation was October 10, 1963, in March of 
1963 the  industry requested th at  the cut-off date be Jan . 1, 1965 in order  to ex­
hau st the ir inventory. No problem in design o r re tooling was mentioned.

Tho ugh  the  Sta te of Ohio has  tak en a first step, the  wording it requires is 
inad equ ate  to describe the true  dangerous natu re of the product or the product 
itself. Labelling of both  the  cap  and  a tag with wording  which sta tes:  “This 
will ,kill " —“This will blind”— “Th is will maim”— “Do not  tou ch”—“ Call po­
lice”— “ Dyn amite” and a graphic display of injured children being blasted is in 
order and  should be required.  An app ropriate symbol should  be included. The 
present wording required  by the  Sta te of Ohio in and  of itself  to a child may 
mean noth ing more in term s of potency than the type  of cap children  use in a 
cap pistol.

Many of the  blasting caps used in the  indu stry  today do have tags  with the 
manufac tun 'r’s name a nd a numeral on it to indicate to the bla ster  the amo unt  of 
time involved between the  ignition and the  explosion, lienee, the  industry itself 
is using the tag  for a means of communicatio n. It should be used to  communicate 
to the  children the true nature  of t he  i nst rum entality. The  en tire  cap should be 
redesigned so as to make it impossib le for one not having expert knowledge of tho 
produc t to detona te it. Further,  one of the chilren  whom 1 represented  was 
rendered  blind in one eye and still  has fragments of the cap  in his eye. The 
frag men ts cannot be removed because  they are non-magnetic. The  cap should 
be designed so as to  prev ent th is medical problem.

The need for federal regulation in the  area (I) to provide a uniform patte rn;  
(2) to deal with Inte rstate  Commerce; (3) to provide leadership for the  S tate s in 
this  endeavor; is demonstra ted by the  following le tters :

E. I. du Pont de Nemours A Co., Inc., 
Explosives Department, Sales Development,

Wilmington, Del., September 12, 1963.
Mr. Melvin Block, Esq.,
Brooklyn, N.  T.

Dear Mr. Block: Your le tte r to  the Du Pont Company requesting information  
on labeling blasting caps has been refe rred  to me, and I find th at  there has been 
no successful efforts in the  past to label individual blasting caps  with a warn­
ing or description of thei r dangerous nature , mainly due to the  lack of space 
on the  cap  and no reliable ma ter ial  for making  a legend readable . Of course, 
the  boxes in which caps are sold contain  appropriate warnings.

The re is also room for doubt th at  any wording adop ted would deter either 
children or adu lts from earelessly handling caps or endeavoring to d etonate them, 
since experience has shown th at  accidents involving caps are usually the result 
of inte ntio nal  efforts to  explode them .

Yours very  truly ,
N. G. J ohnson,

Indu stry  Manager,
Sales Development Section.



CHILD SAFETY ACT AND PERSONNEL TRAINING 167

Commonwealth of P enn syl vania , 
D epar tm ent of Labor  and I ndustry ,

Harrisburg, September IS, 1963,
Mr. M elv in Block,
Attorney at Law,
Brooklyn, N .Y .

D ear  Sir : This will acknowledge rece ipt of your  let ter  of August 30, 1903, 
addressed to the  S tate of Pennsy lvania , Bureau of Mines, anti forwarded to this  
office for disposition.

The  Regulations governing man ufactur ing, sales and the  disposition of elec­
tric  blas ting  caps clearly indicate  th at each explosives package must be labeled 
before it can be shipped or transpo rte d int ers tate or intra -st ate . However, the  
Divis ion of Mines, Quarries  and Explosives would no t be in favor of each indi­
vidual cap  being identified by either imprinting or by othe r means th at  it is an 
explosive articl e.

Rules and Regulat ions of th e Commonweal th of Pennsylvan ia fully cover this 
situatio n by clearly sta ting and mak ing  it man datory  that  all explosives used 
within the Commonwealth of Pennsy lvania  must be kep t or mainta ined  within 
a Sta te approved , licensed and locked magazine.

Very tru ly yours,
William P. Young, 

Secretary of Labor and Industry .

D epa rtm ent  of the I nt er ior,
B ur ea u of M in es , 

Washington, D.C., October S, 1963.
Mr. Melvin Block,
Brooklyn, N .Y .

Dear Mr. Block: Your let ter  of August 30, 1963 to  the  Federal Coal Mine 
Safety Board  of Review has been refer red to this  Agency by Mr. Back, Secretary 
of the Board.

I am pleased to  r epor t th at  the  man ufactur ers of b lasting caps in this  count ry 
are now prep aring to  alte r the ir manufac turing process to  include marking the  
shell of every cap. The words “ Explosives, Dangerous” will be placed on each 
cap in let ter s as large as possible. They estim ate th at  it will be six months to 
a yea r before  the ir plan ts will be complete ly prepared  for the  new marking 
procedure.

We app rec iate your inte rest  in this problem and hope th at  the  new warning 
will assis t in preventing these deplorab le accidents.

Sincerely yours,
G lenn II. Damon,

St af f Research Coordinator— Explosive,
Office of  the Director—Coal Research.

A bill was introduced in the  House  in 1955 (84th Congress, 1st Session, II.R . 
3721) requiring  the labelling of blastin g caps. It never got out of Commit tee. 
The sta tist ics  submitted are a result  in part of the  demise of th at bill. Who 
knows what other bills the re were.

Mr. C hairman , members of the  committee, if you believe as I do in t he sentimen t 
expressed by the Irish playwrig ht Sean O’Casey th at  it is aga ins t the  law of 
nature  for  parents  to  bury their  child ren; chi ldren should bury tne ir parents, then 
I beseech you for our own sake to  amend tho Federal Hazardous Substances 
Labelling Act so ns to  include the prop er design and labelling  of blas ting  caps 
as set for th in my sta tem ent as a minimum standard.

The  item  itself may very well be deemed a household item in th at  it is s tored  
and  used on  farms for blasting of stump s and rocks , soil and sub-soil blasting, tree  
plan ting, drainage, foundation and excavation  chores, water holes, digging post 
and pole holes and spli tting  logs. The stat istics and newspaper clippings sub­
mit ted  herewith  show the  frequency of accidents to youn g farm  boys.

In any  event, an amendment is needed.
For  the  children’s and God's sake,  do something!
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Mr. Jarman. Thank you.
Are there any questions?
Mr. Mackay. Mr. Chairman, as a lawyer, I would jus t like to 

commend Mr. Block for coining out of the courtroom into the legisla­
tive hall. I am interested as a former State legislator who partic i­
pated in banning fireworks in Georgia, tha t the Distr ict of Columbia 
permits the sale of fireworks.

Mr. Block. I was surprised to see tha t when I  got off the plane, 
too. I think it  is shocking.

Mr. Gilligan. If the gentleman will yield. I bought S10 worth 
of the fireworks in the Dis tric t of Columbia las t year, and did not  
get a loud fizzle ou t of the whole bag. [Laughter.]

Mr. Jarman. Any other questions?
Mr. Satterfield. Xo questions.
Mr. Jarman. Mr. Block, we appreciate your being with us to 

comment on this very ser ious problem.
Mr. Nelsen. A very fine s tatement.
Mr. Jarman. The House is in session, and the  subcommittee will 

stand adjourned, subject to the call of the Chair.
(Whereupon, at 12:17 p.in., the subcommittee adjourned, subjec t 

to call of the Chair.)



CHILD SAFETY ACT AND PERSONNEL TRAINING
MONDAY, SEPTEMBER 12, 1966

H ou se  of  R ep rese ntativ es ,
Sub co mmitte e on  P ubl ic  H ea lth and  W elf are

of  th e C om mi tt ee  on I nt er st ate  and F or ei gn  C om me rc e,
Washington, D.C.

Th e su bc om mittee  met at  10 a.m ., pu rsua nt  to not ice , in room 2218, 
Ray bu rn  Ho use  Office B uildin g, Ho n, Jo hn  Ja rm an  (ch air ma n of the 
sub comm ittee ) pres iding .

Mr. J ar ma n. The comm ittee  will come to  orde r.
We wil l continue our  heari ngs today an d ou r firs t witness this 

mo rning  is Dr . Maurice L. Tai nt er , Ste rlin g Drug, In c.,  of New York.
Dr . Tai nt er , yo u may  p roceed .

STATEMENT OF DR. MAURICE L. TAINTER, VICE PRESIDENT,
STERLING DRUG, INC.,  AND VICE CHAIRMAN, STERLING RE­
SEARCH BOARD; ACCOMPANIED BY JAMES L. LUTHER, VICE
PRESIDENT, LEGAL AFFAIRS, STERLING DRUG, INC.

Dr , T a in ter . Mr. Cha irm an , may  I in tro du ce  m y associ ate , Mr. 
Ja mes  Lu ther,  who is  an  a ttor ne y for  Ste rlin g Dru g.

Also, 1 ha ve  a wr itt en  st at em en t prepare d here, but I  will devia te 
from  th a t a t a nu mb er of p laces because I  have ch ar ts  to  show, and I 
would  lik e to  req ue st wi th yo ur  perm issio n, to  have  my stat em en t 
sp read  on th e record  so th at we can  g et  complete  cove rage .

M r. J ar ma n. W ith ou t ob jec tion, it  ma y be done.
(The prepared  st at em en t of Dr . Taint er , wi th accom pan yin g 

curriculum  v ita e, follows;)

Sta te m en t o f  D s . M au ri ce  L.  T a in ter , Vic e P resid en t  of  Sterlin g  D rug  
I nc .,  an d V ic e C ha irma n o f  th e  Sterlin g  R es ea rc h B oard

This statement of Dr. Maurice L. Tain ter for Sterling Drug Inc.  is submitted to 
aid the Subcommittee on Public Health and Welfare of the  House Committee on 
Inte rsta te and Foreign Commerce in i ts consideration of Section 2-of II. R. 13886. 
The curriculum vitae of Dr . Tain ter is at tached hereto for the  information of the
subcommittee. . . .  . . , , . . .

Section 2 would impose a quan tity  limitation on aspirin and salicylate-containing 
products intended for use by children. Literally, it would also apply to adult 
aspirin and all products containing aspirin or any other salicylate if their  labeling 
contained directions for use by children. We unders tand that  such a broad 
coverage of products was not intended by the bill’s proponents. Rather , wo are 
advised t ha t this section is in tended to cover only the children’s aspirin in 1 
grain t ablets and other salicylate-containing products primarily intended for use 
by children. The testimony'in support of the hill presented on June 24 makes it 
quite clear and specific that the alleged problem sought to he solved by this 
quan tity  limit involves only the children s products, and not the adult ones. 
We assume, therefore , tha t a clarifying amendment will be adopted at the ap­
propr iate time. The balance of th is statement is based on th at  assumption.
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Under this Section FD A would be authorized to issue regula tions limiting the  
total  quantity of children’s aspirin or o ther forms of salicy lic acid conta ined in a 
retail package to an am ount to be determ ined  a rbi tra rily  by FDA which will n ot 
be “likely to cause dea ths  o r serious inju ry if ingested by a child of tender age a t 
one time”. Failu re to comply  with such a regulation  would render the pro duct 
legally adultera ted  and, therefore, subject to  multip le seizures.

Sterling  Drug Inc. does not oppose appropriate limitat ions on the  q uant ity  of 
aspirin in packages of chi ldre n’s products. We nevertheless question the need 
to hand le this ma tte r by legislat ion. As was done in 1955, so today, problems of 
this  type can best be han dled through voluntary cooperation among the FDA , 
the medical profession and industry. This method is more flexible and  will 
perm it taking pro mp t advanta ge  of new packag ing techniques and  encourage the  
development of new knowledge abo ut the phenomenon of children’s accidental  
ingestions of foreign subs tanc es. Up to 28% of children involved in accidental  
ingestions an; “ repeate rs” , i.c. they have been “poisoned ” one or more times  
previously. See: Wehrle, P. F. et a t:  The Repealer Problem in Accidental 
Poisoning, Pedia t. 27:614, Apr. 1961; Sobel, R. et  a t:  Repetitive Poisoning in 
Children: .4 Psychosocial Study, Pedia t. 35:641, Apr. 1965. This certainly  
suggests tha t the problem is much more complex th an  sim ply the  availab ility of a  
potenti ally  harmful substance. Research is currently going on designed to  obtain 
greate r scientific under standing of the  enti re phenomenon and ail its aspec ts. 
Notwithstanding , Sterling Drug Inc. does not oppose legisla tion in this area  if 
such  is deemed necessary . We do earnes tly urge, however, that  such legislation  
be based  upon complete information and firmly establish ed fact s and th at  due 
cons iderat ion be given to the  amounts  of children’s aspirin  th at  doctors and  
mothers  need to treat childhood diseases.

For  many  years Ster ling Drug Inc. has manufactured Bayer Aspirin for Chil­
dren—one of this country 's lending children’s aspirin produc ts. In  fact , and in 
order to pu t a dimension on this  su bjec t, Sterling Drug Inc. itself has  distributed 
eight billion six hundred and thir ty-n ine million (8,639,000,000) tablets of Bayer 
Aspirin for Children in the ten yea r period 1955-1965. You will recall tha t Mr. 
Solmson estim ated  a yearly use of 50,000,000 bott les or 2,500,000,000 table ts.

Our marketing  policies ami  pract ices (including the  limi tation to 50 1)4 gra in 
tab let s per package) have  conformed stric tly to the  1955 recomm endations of th e 
FDA sponsored FDA-profcssion-industry conference on child ren’s aspirin. We 
regret that  the FDA has not reconvened this conference instead  of asking for the 
presen t farreaching  legislat ion. We stand  ready to follow the  recommendations 
of such a conference today .

In testim ony before this  Subcom mittee on Jun e 24th it was state d that  the pur­
pose  of this Bill was to save the  lives and  health of infants and  young children who 
inges t an overdosage of chi ldre n's aspirin—the I '/< grain  tablets.  It  is doubt ful 
th at fur the r limiting  tin; amoun t of children’s aspirin in a single bot tle will ac­
complish this worthy end, for reasons which are  set for th below. What is certa in 
is that, such a limi tation will seriously interfere  with the  proper  medical use of 
children ’s aspirin. What is also certa in is tha t such a limitat ion will not lessen, 
bu t will probably increase, the number of cases of acciden tal ingestion of chil­
dren ’s aspirin.  Until the real cause of this problem—adult  negligence a nd care­
lessness—is atta cke d head-on no significant increase  in “Child Safe ty” should  be 
ant icip ated from legislation of this  type.

A. c h il d r e n ’s ASPIRIN--- THERAPEUTIC REQUIREMENTS

Why is children 's aspir in packaged in bott les of 50 1*4 grain tablets?  The  
answ er is simple. This  was agreed to by all interested experts , including the  
FDA , to be the right size of bot tle,  as I will explain in more detai l below. Large 
amoun ts of children’s aspirin  are needed by mothers and prescr ibed by doctors 
in treating  childhood diseases. For  example, according to Nelson’s Textbook of 
Ped iatr ics (8th Ed. W. B. Saunders Co.. Phil., London, 1964) (see fig. 1) the 
child ren's  aspirin  dosage th at  doctors initia lly prescr ibe for acu te rheu matic 
fever is from 19 1)4 grain tab let s per day for a  two y ear  old to  28 ta ble ts per day 
for a five y ear old. Within the same age spread , the  prescribed dosage of chil­
dre n’s a spirin for rheumatoid art hri tis ranges from 16 to 23 tablets per day; for 
pyrexia  (fever) the  range for the  two to five yea r old is from  10 to 24 tab lets  per 
day. For  children over five year s of age, the prescribed dosage is correspondingly 
higher.  Even the safe home medicat ion dosage of children ’s aspirin  given on 
the  label ranges between 5 tab lets j>er day for a three yea r old to 15 sucn tablets 
per  day for a  seven yea r old. It  might also be pointed out th at  in families where 
more tha n one you ngster is ill, as when a  win ter cold goes through  th e family, the
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daily child ren’s aspir in require ment is mul tipl ied several times . It  is app are nt 
that  a bottle  containing only 25 tab lets would las t only one day  unde r man}’ 
circumstances . A mother would therefore be compelled in an ordinary  illness 
either to buy a  new bottle  every  d ay or to pu rchase  a n umb er of them a t one time.

Since doctors , especially pediatr icians, prescri be child ren’s aspi rin in reliance 
on its  being in the home in adequa te quantit ies , one thing is cer tain : Mother 
will find a way to follow the  doc tor ’s orders where her  children's h eal th is concerned.

B. STA TISTICS OF ACCIDENTAL ING ESTIO NS ARE UN RE LIAB LE  AND MISLEADING

Tlie sta tis tic s of child mo rta lity due to acciden tal inges tion of aspir in are  
confusing  and  misleading, even  to  the  experts , because nationa l figures quo ted 
in these  hearings do not diffensntiate among baby aspir in, ad ul t aspir in, combi­
nation produc ts conta ining aspir in, oth er forms of salicylic acid, or even the  highly 
toxic oil of Wintergreen (me thvlsalicvlate ). In other words, they are  all lumped 
together into one sta tist ic under the  Inte rna tion al Classi fication  System of 
Diseases heading of “ Aspirin <fe Salicyla tes” . (See fig. 2.) The  bes t da ta  avail­
able shows th at  ab out  one-half of all  the  deaths a scribed to s alicylates arc  du e to 
oil of Wintergreen and not due to  aspirin at  all.  (See fig. 3.)

A gre at information gap app are ntly exists concerning these stat isti cs. On 
Jun e 24, th<- following s tat em en t was made to this Subc omm ittee in suppor t of 
Section 2:

“T he stat istics (the  lat es t report, of the Division of Vital Stat istic s, Public 
Health  Service) lead us to one inescapable conclusion—every three day s a 
child dies from an oversdose of children’s aspirin” . (Report of Proceedings, 
p. 6 )

Since this  conclusion was s tat ed  to be based on reports from the  Public  H ealth  
Service, a search  was made of the  app ropriate publ ications of the  Division of 
Vital Sta tisti cs, Public Hea lth Service, U.S. Depar tme nt of Health . Educatio n, 
and Welfare. Our search confirmed our  sta tem en t above th at  no official pub ­
lished repo rt, including the lat es t one of the Division of Vital Sta tisti cs, broke 
down the  reports of sal icyla te death s into the specific salicy lates  o r dosage forms 
allegedly involved. Then wr itte n inquiry  was made of thi s Division to d etermine 
if this  info rmation wen- ava ilab le although unpublished. The response dated 
July 1!) was “n o” and the exp lanatio n follows:

“ With respect  to  the questions conta ined in you r le tte r of Ju ly  13, the  
mo rta lity  tab les contained  in th e chart (the basis for the  Jun e 24 Sta tem ent) 
were tak en from data t ab ulated  b y t he Division of Vital Sta tisti cs. They ob­
tain their information from  death certificates suppl ied to them on a confidential 
basis. They t abula te in t erm s of chemicals or produc ts causing fata lity , not 
in ter ms  of size of dosage. A de ath  due to phe nobarbital  would be tabulated 
as a barbitu rat e d eath whether it was a 30 mg. or 60 mg. tab let . Also, “in 
some cases, t he  st rength  of th e tablet  may not be shown. Therefore, we can­
not supply  data on the number o f deaths that were caused by children’s aspirin or 
adult aspirin . . .” (Emphasis supplied .)

Following are several typical examples of other aspec ts of this “in format ion 
gap.” Here is an experience th at  actu ally occurred in the home of one of Sterling 
Drug In c. ’s executives . A maid  who  b roug ht her young child to  her employer’s 
home one day  sudden ly noticed the youngster p laying w ith an em pty  b ottl e t ha t 
had c ontained 100 medicinal t ablets. The maid, frightened, shou ted to  the  house­
wife that the child had swallowed  the  tablets.  Since th e child showed no symp­
toms, aft er medical consultat ion no immediate action was tak en  excep t to  keep 
the child un der s tric t observa tion.  A week la ter  the  maid found  all of the ta ble ts 
behind one of the  cushions on t  he sofa on which her child had played.

If thi s incident had been reported to  a Poison Control Cen ter or a hospita l, it 
w’ould have  been recorded and  forever inscribed in the  sta tist ics  of “accidental 
poisonings” . How many other such incidents are reflected in the sta tist ics  of 
"acc iden tal poisonings” ? No one knows, because these re ports, includ ing reports  
of fa tali ties , are rarely investiga ted.

Another  example  is the Mayo Clinic 's experience with pa tients  allegedly 
suffering from salicylate intox ications during the 10 yea r period of 1953 through 
1962. Their  obse rvations were reported in the  August 16, 1965 (page 85) Jo urna l 
of the American Medical Associat ion. The authors sta ted  th at  during this  10- 
yea r period 308 children und er seven  years of age were seen at the Mayo Clinic 
because of "sali cyla te ingestion .” The records of the  Clinic show that  not  one 
of these  children  actua lly showed any symptom s of salic ylate intoxica tion. In 
th at  enti re period the Mayo Clinic had only one record of a  fa tal ity  from salicylate 
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intoxication and th at  was o f a n 18 month old child who had swallowed an unde­
term ina ted  a mount of oil of Wintergreen, which is methylsalicylate .

The problem of o btain ing acc ura te information on this problem is complicated 
by the  f act that  inacc urate terminology is f requently (though unin tentional ly, of 
course) used by those who compile or refer to this  inform ation . For instance, as 
exemplified by*the testimony already given in support of th is bill on Jun e 24, t he  
phase “acc idental  poisonings” is regularly  used to refer to wh at are really “acci­
denta l ingestions” and/or the rap eut ic overdosages. As an example, on line 14, 
p. 5 of the Jun e 24 Report of Proceedings, the  following appears  “. . . in 1965, 
16,328 children unde r five were repo rted  poisoned from the accidental ingestion of 
aspir in and other salicyla tes.” This  number apparently  came from Table 2 of 
the  Ma y-J une 1966 Bullet in of the  Nat iona l Clearing House for Poison Control 
Centers" which is en title d “Accidental Ingestions Among Child ren Under 5 Years 
of Age.” Thus the  ve ry emo tional label of “poisoning” is applied to all reports  
of actu al or suspected acc iden tal ingestions of aspir in even though the  child 
involved has no sym ptom s or , in fact, has actually  swallowed only a therapeut ic 
dose or even less. Abou t 90% of the  reported accidenta l ingestions cause no symp­
toms so that  poisoning is defini tely not  present in them.

Another reason why the re liab ility  of statis tics  on th is sub jec t must be questioned 
arises from a very hum an an d understandable  fra ilty . Most of these repo rts are 
necessarily based’upon a mothe r’s has ty information given a t a t ime of high emo­
tion an d perhaps colored by her  own remorse for having been negligent in adminis­
tering or sa feguarding the  m edicine involved . Exper ienced  people know well th e 
unreliabi lity of information  obtaine d under such circumstances from even the 
best -intentioned persons.

C. RECO RDS OF DOCUMENTED FAT ILIT IES

Our company, Sterling Dr ug  Inc. , one of the leading manufacturers of children’s 
aspi rin, does not have a  single do cumented record in its  files of a child f ata lity  from 
its  pro duct . Addit ional ly, in a recent s tudy nt one of the leading Poison Control 
Cen ters  in which all ava ilab le information on salicylate fata liti es in several cities 
of the Uni ted S tate s during periods of up to  thir teen years was reviewed, only four  
rep orted cases of dea th following overdosage of children's aspirin were found. 
Fur thermo re, the circums tances associa ted with these fata litie s, and the dosages, 
are  not known. You will also recall th at  in the detai led d at a cite d by Mr. Solmson 
for Illinois  in 1965 there were 45 children ’s dea ths  from poisoning of which 12 
were ascribed  to salicyla tes, bu t only one of these was ch ildren’s aspirin.

D. SAF ETY OF CHILDREN’S  ASP IRIN

Th e medical litera tur e con tains reports of children  thr ee  years  and younger 
who are  supposed to  have taken the equivalent of as many as 278 tab lets of 
chi ldre n’s size aspir in wi tho ut injury. In fact, there is an  even more fan tast ic 
rep or t th at  a three year  old and  a one yea r old between them  consumed the 
equ ivalent of 667 1*4 grain  tab let s withou t inju ry to either  one.1 Some do not  
believe that  these children consumed the amounts  reported bu t the  report docs 
exi st and, if nothing else, it  exemplifies the  unreliabili ty of much published da ta  
on thi s problem.

To give ano ther example, the  National Clearing House for Poison Contro l 
Cen ters  reports that  in 1965 the re were 16,328 cases of inges tion of aspirin-con­
tainin g tab lets  by  children  und er five years of age. Records regarding  hospita li­
zat ion  were available for 11,308 of the  children. Of these, 9,889—or 87.4%— 
were not hospitalized  for even  one day?  This is  consi stent with  o ther  repor ts to 
the effect th at  about 90% of reported cases of supposed aspi rin poisoning had  no 
sym ptoms from ingestion of the  tablets.

On June  24, Dr. Palmisano , Acting  Deputy Dir ector of the  FDA’s B ureau of 
Medic ine, advised this  Subc omm ittee th at  the toxic dose (not the  letha l dose) 
for an average two ye ar old—from two to four years are the ages in whicii almost 
all accidental  ingestions occur—was “ab out 22” 1J4 grain flavored aspirin  tab lets  
and that , therefore, “Somewhere  in the  neighborhood of 29 to  25 tablets  of 1% 
grain aspir in “flavored would  seem to be the  place where you have to cut it  
off * * • ” {Report of Proceedings, p. 38). Dr. Palm isano a rrived at  this  e stimate 
(20 to  25 tablets) by applying t he  age-weight method of dosage calculation. This 
me thod is undoubtedly safe and very conservative bu t it  is no t universally ac-

> Winters, R. W.. White, J. S„  Hughes, M. C. and Ordway, N . K.: Pedia t. Feb.  1959.
s Tab le 5, May-June 1966 B ulle tin,  N atio nal  C learing House for Poison  Contro l Cente rs, U.S. De pt.  of 
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■cepted. Fo r instance , Dr. Ha rry  C. Shirkey, Directo r of th e Chi ldren’s Hospital  
in Birmingham, Alabama and  a recognized autho rity  in this  field has sta ted  in 
1965: v  ,

“From  careful clinical obse rvat ion it has been repeatedly noted th at  dosage 
based on weight is not a relia ble method of dosage dete rminat ion . This is 
especially tru e in the infa nt. If an infa nt is dosed propor tionat ely  using the 
adul t dosage as standard , the infant is underdosed (based  on weight)."  

* * * * * * *
He also says :

“Dosage based on age shows great limi tations when one considers the  vari­
abi lity  of weight in even the  norm al children of a  given age.”

* * * * * * *
Finally :

“T he surface area of the body has become a valu able  basis for dete r­
mining dr ug dosage and  fluid requiremen ts no t only for children bu t for the  
entire post- infan tile periods of life (adul ts as well).” (.Italic is autho r’s). 
Shirkev, H. C .: Dosage-Posology Handbook, Amer ican Pha rmaceutical  Assn., 
pp. 6, 7 (1965).

By appl ication of the  Surface Area method the toxic dose of aspirin for an 
average two year  old would be 47 grain s for 38 1W grain tab lets , which emphasizes 
th at  the 20-25 tablets  l imit suggested  by Dr. Palmisano is probab ly lower tha n 
necessary or desirable.’

Ra the r than relying on the  somewhat indefinite opinions of  those who may no t 
have  h ad much personal experience with the toxicology of aspirin , we have  gone 
to  the  published lite rature  to survey  and summarize for this  Hearing  the  actua l 
facts  as they  are established by th e weight  of the  publ ished  scient ific artic les on 
this  subject?  We have brought together here th e d ata on all published individual 
cases between 2 and 5 years  of age in which the  dosage and age were definitely 
given. We reviewed over 200 medical article s for this  purpose covering  the years 
1947, when this  p rodu ct was first used, to  the present. In  these arti cles  123 cases 
of aspir in ingestion in 2 to 5 ye ar old children were described.

The am ount of aspirin  swallowed is marked  on this chart  (see fig. 4) for each 
case according to the  age. The  dea ths  are marked by crosses and  the  survivals 
by circles. Also marked on the  ch ar t are the amo unts of aspirin  th at would be 
contained in 25 and 35 table t bottle s as well as the  present 50—1 )-* grain  size. 
You can see th at  there is only 1 fa ta lit y which comes with in even  the  50 tabl et  
line.

In  t he  2x/ i  y ear  old child the re was a very  serious blood disease  p resent so t ha t 
the child was in critical condi tion before the aspir in was take n. The  o the r fata l 
cases received aspirin doses grea ter  th an  t ha t of even  a full bott le of 50 of the pres­
en t t abl ets .

The  tab le also shows how large the  doses are  th at  children this  age can t ake  an d 
ye t recover. I t m ight  also be po inted o ut  th at  aspirin  is different from many  other 
drug s or  hazard ous substances in t h a t it  does  no t damage th e v ita l organs in such 
a way as  to leav e any  significant permane nt inju ry after overdosage. Recovery 
from’overdosage is therefore usual ly pro mp t and complete.

Based on  these da ta, and  the total  weigh t of the  medical evidence, i t is clear th at  
the  le thal  dose of aspirin for a 2 year old child is above 78 gra ins or 62 IJ4 grain 
tab lets (400 mg. per kg. body weig ht), and the  toxic dose fo r such  a  child is  well 
above the 47 grains or 38 tab let s suggested  by the  surface are a dosage formula.

We bel ieve therefore th at  t he  pre sen t bott le of 50 tab let s is very safe, part icu­
larly  when you take  into  account th e 50,000,000 bo ttles a yea r being used with a 
morta lity  rat e, I estim ate, of only ten  to twelve per yea r from both accidental 
ingestions  and  therape utic  overdosage  of these child ren's  a spir in tab lets. If it is 
felt that  legislation on th is m at ter is needed, then  a  35 tab le t size would widen the 
marg in of safety  by alxmt one-third. A 25 tab let  bottle  referred t o earlier in these 
hearings would  go still fur ther. However, as I have  already indicated, as you 
decrease  the size of the bot tle below the amounts  requ ired for ord inary use, you 
crea te the  need for multiple bottles to  be kep t on hand and thus  increase t he  op­
portu nit y for accidental ingestion and reduce the  safety.

i T he formu la for using  surface area Is as  follows lor a 2 year old:
Surface area of child ’s body 
Surfaoe area of ad u lt s body

.57.

X ad ul t dose ( toile ) =ch! ld’s dose ( toi le)

p-y-X HO gr.=47 grains or 3$ 1J4 tab lets
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E . CAUSE OF THE ACCIDENTS----ADULT NEG LIGENC E

The re is no set pa tte rn in how a child comes to get  an excessive number of 
aspi rin tablets.  However, published studies show that  in abo ut two-thi rds of 
cases it is because the bottle  was not  in the  medicine chest—in othe r words, 
throug h adult  carelessness. (See fig. 5.) Very astonishing is the published da ta 
th at  about 25% of the  cases are in children  with previous histo ry of accidental 
inges tion. (See fig. 6.) They have  possibly a psychological drive to at trac t 
att en tio n or to fru strate  their parents .

Also, published reports show that  from 14% to 74% o f so-called aspirin  poison­
ing cases are due to the adm inis trat ion  of an over-dosage by the  mother, either 
on her own or on the  recommendation (mistaken or otherwise) of a physician? (See 
fig- 7.)

These cases obviously are  no t “acc iden tal” in the accepted sense, ye t they  are 
included in the st atis tics  as “acc iden ts” . It  is not necessary to mention  here t ha t 
limi ting the number of tab lets in the bot tle would not  reduce  this subs tant ial 
proport ion of the tota l a spir in incidents a t all.

F. THE  SOLUTIO N TO THIS PROBLEM IS EDUCATION

Responsible heads of drug manufac turing companies  are great ly concerned 
about the protx 'r use of the ir products,  especially with respect to thei r efficacy 
and safe ty. There can be no question that  adult  carelessness with poten tially  
toxic materials is the n;al cu lpr it in childhood poisoning. Hut carelessness cannot 
be abolished by legislation.

Realizing this, members of the  drug indu stry  recently formed the Council on 
Family Health. This non-profit group was created  to at tack  this whole problem 
in the  most effective way—through mass education . The  principal target  is 
Mother,  keeper of the  family hea lth;  and  throu gh all media the Council is 
dis tributin g materials th at  ale rt Mother, and  others, to the problems of home 
safe ty—an d how to overcome them.

o. in d u str y ’s  rec o r d  o f  co o per a tio n  and  c a r e

The drug industry  is in the  business of helping and healin g people and not  of 
hur ting them.  Because the  indust ry recognizes its  responsibility  in this  area it 
has developed many safeguards ove r the  years to help eliminate  the  misuse of 
medicina l preparations .

The government, the professions and industry have  been cooperating  for yea rs 
in the  ma tte r of Children’s Aspirin. For  example, an article in the Drug Tra de  
News of February 28, 1955 reported the agreem ent reached a t a conference called 
by the  FDA on the accidental misuse of children’s aspirin  and  atte nde d by the  
repre senta tives  of the American Academy of Pediatrics, the  American Medical 
Association, various groups interested in accident preventio n, the FDA and 
indust ry.  The recommenda tions of that  conference have been followed exactly  
by Sterling Drug Inc. and all the  other leading manufac turer s. Today prac­
tical ly 100% of the ch ildren's aspir in tablets marketed comply with the  following 
recommenda tions of th at  conference:

(1) Children's aspirin bot tles  to be limited  to a maximum of 50 table ts.
(2) The  table ts to be standardize d to 1% grains each.
(3) On the specific choice of the medical profession children 's aspirin tablets  

con tinu e to be flavored.
(4) The  industry  has urged through labeling th at  par ent s keep all medicines 

out of the reach of children.
(5) The industry has provided detai led dosage recommenda tions for specific 

indicatio ns a nd for specific ages to assure a sa fe and proper dosage. And finally,
(6) The  best presently avail able safe ty closure is universal ly used.
If we make the bot tle cap too difficult to remove we defeat our  purpose for the 

mother will simply fail to put it back on the  bottle. Even  so, pharm aceu tical  
man ufactur ers have never  stoppe d their efforts to develop improved safety closures. 
Ster ling  Drug Inc. is p lanning to marke t Bayer Aspirin for Children with a still 

• See the  following reports:
1. 74%—Segnr. W. E. and Hol liday, M. A.: Ph ytl olnq iea l ab narm all iicc of lall cit lal e int ar leat lon.

Ne w Eng. J . Med. &9:11»1, Dec. 1958
2. 9»%-Ri ley . H. D., Jr . and Worley, L.: Salic slate Inlaricalion. Ped iat . 13:578, Oct. 1956
3 28$I—Winters, R. W„ Whi te, J. 8., Hughes, M. D. and  Ordway, N.  K.: Disturbances of acid- 

base  equilibrium, Ped iat.  «:260, Feb . 1959
4. 50%—Rose, N. J. (Sta te of Illino is Dep artm ent  of Public  Hea lth)  to  Polson Control Corners

Sep. 24.1965
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fur the r improved closure very shor tly . Incidentally,  during these years consumer 
and ma rke t tes ts have been conducted by us to determ ine the acce ptab ility  of 
children ’s aspirin  sold in str ip pac ks in which each tab let  is separat ely wrapped. 
Consumers did not like this  typ e of packaging and preferred the conventional 
typ e of b ottl e.

Mr. Rogers asked Mr. Solmson if i t would be possible  to leave out  the flavor of 
the  children ’s aspirin  (page 183). This  question was debated a t the  1955 con­
ference. The  physic ians there believed th at  the f lavor did not add  appreciably  to 
the  hazard, and  grea tly improved  the  acceptability of aspirin to the  sick child. 
They  there fore preferred th at  the  tab let  be flavored. The American Medical 
Association, th e FDA and the manufacturer s agreed to  th is decision, so such ta ble ts 
are now usual ly flavored.

H. THE LEGISLATED MINIMUM

If Congress feels the  necessity to reduce by legislation  the q ua nt ity  of children ’s 
aspirin per bo ttl e this  should be 35 1% grain tablets.  Due recognition must be 
given to t he  fact th at  a bo ttle  of tab le ts after the sealed car ton has been opened for 
the  f irst  use, the reafter  always con tain s less t han the  original num ber,  fh e fact, 
as discussed in Section D, th at  90% of the children involved in accidental  inges­
tions  o f salicylate s show no sym ptoms at  all suggests that  in most instances the 
children  do no t consume the  entire content s of a bot tle—eith er ou t of choice or 
because  i t is not full. Although adequate s tati stic s a re n ot prese ntly  available on 
thi s poin t, what there  are suggest th at  more than  two- third s of the  reported cases 
of a ccidenta l ingestion of child ren’s aspirin involve taking sub stantially  less than 
50 table ts, and over one-ha lf involve ingestions of 25 tablets or less.

The first portion of thi s sta temen t set for th the relatively large  numbers of 
children ’s aspi rin tab let s required to  tre at  childhood diseases. If the  quantity 
permitted  by law in one bottle  is too  low, moth er thro ugh  necess ity to meet the  
dosage needs  of her children  will purchase  severa l bott les at  one time—thus 
multiplying  the  a vailability  of th e tab let s in the  home. The  gre ate r num ber of 
bot tles  avai lable in the  home, th e gre ate r the  op por tun ity  for children to experi­
men t. Dr. Palmisano admi tted th is fallacy in the demand for an excessively 
small bo ttl e when he adm itted  t ha t he expected the  mothers would buy a lot of 
the small  b ott les  (page 40).

Ano ther  prac tical  and im porta nt aspect, o f reducing the con tain er to even 25 
tab let s is the effect such a redu ction will have on the effectiveness of  the  sm aller 
label as a medium of communication. The important dosage and warning  in­
formation , which by law and  by good medicine we place on the labels of our  
children ’s aspir in, would become so small  in ty pe  size as to vir tua lly be illegible. 
It  would be a dist inct disservice t o the public if th is inform ation  were to become 
unreadable  o r if it  were removed ent irely from the  label—yet if th e bot tle  size is 
material ly reduced, what alt erna tiv e is there?  And will the consumer  who needs 
this info rmation benefit?

Mr. Rogers raised the ques tion (page 85) with Dr. Stetl er of t he  desirabili ty of 
first  aid inst ructions on the  bottle . It  would not seem wise to  pu t direc tions on 
the bottle  of how to treat susp ected aspi rin overdosage for several reasons. In 
t he firs t, p la ce,  ab o u t 9 o u t o f e v e ry  If) reported cases of accidental ingestion never 
hav e an.v symptoms of overdosage, and  the child may have swallowed none or 
only insign ifican t am ounts of the  t ablets. Secondly, in the rema ining  10% of the 
children the. first treatm ent is t o evacuate the  s tomach. Vomiting is n ot easy to 
induce,  par ticu lar ly by an excited mo the r in the home. There is no  good emetic 
commonly avai lable  in homes which can be relied on to invariably produce 
prompt and  copious vomiting. Syr up of ipecac has been recomm ended for this 
use, b ut it is found in very few homes and may take as long as 30 minutes  to take  
effect. If the mother has' to go t o the drug store for it, she might as well tak e the 
child to the docto r’s office or hospita l. The aspirin  remains in the stomac h long 
enough without, causing damage th at  a reasonable tim e can be tak en  to getting 
it out.

There is no specific an tidote  for asp irin , which would neutra lize it in th e stom ach 
like bicarbona te of soda would neutral ize an acid. In authe nti c poisoning cases 
the  stom ach needs to be washed ou t by passing a stomach tube , which can only 
be done by experienced personnel.  The  most useful first aid directions would be 
to pu t on the label the  w arning s ta temen t “In case of accid ental  overdosage call 
your  physician  o r hospital  at  once.”

Mr. Rogers  also asked Dr. Ste tler  (page 86) why first aid direction s ar e su itable 
for packages of hazardous substan ces  bu t not for drugs. The materia ls covered
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by  the Hazardous Subs tances Act are in general corrosives, irri tan ts, caustics, etc., 
which do damage immedia tely  on con tact  with the  body. Speed of ne utra liza tion  
or removal is therefore an  important factor in p reventing inju ry. It is much  less 
important with aspir in since symptom s of overdosage may tak e as long as 12 
hours to appear.

For  these ami othe r reaso ns we believe the  proposed legislation limiting the 
quan tity of children ’s asp irin per bottle will not have the  desired effect of elim inat ­
ing or decreasing alleged fata litie s and alleged inju ry due t o accidental ingestion . 
As a ma tte r of fact,  such legislation could actually  increase  misuse of the produc t 
by  creating grea ter av ailabili ty in  the  home. Calls to  the  nation’s Poison Info rma ­
tion Centers would probably  increase, the reby fur the r inflating these  already  
unrel iable statistics .

As a ma tter of high publ ic interest , if the  maximum quantity of children ’s 
aspir in per bot tle is to  be limited thro ugh  legislation ra ther  than  the present 
volu ntary agreement, Congress should specify the limi t and not delega te th is 
responsibility  to  an  adm inistrative agency which would set the  l imit by arb itr ary 
regulation . ’ Delegation  of such authority  by  the Congress is entirely  unnecessary. 
No scient ific ques tion exists . Nothing  can be gained throug h regula tory fiat in 
thi s situa tion. Based on FD A’s own sta tem ent s here, Congress can set a limi t 
of 25 1J4 grain tab lets a nd  be excessively safe, or based on this  present sta tem ent 
and other autho rit ies in this  Hearing, Congress cun select a limit of 35 1)4 grain  
tab let s and also be more than  safe. The  35 tab let  limi t is especially preferable  
because it goes far ther towards providing enough chi ldre n’s aspirin per bottle 
to  cover several days  of t herapeu tic use in trea ting  one child’s illness. Moreover, 
whe ther  the  maximum l imit limit be 25 or 35 table ts, the  fact of the matter is th at  , 
on an overall average , af ter t he  bottle is first opened it will probably conta in only 
a fract ion of the maximum  num ber specified.

Whether or not the Congress specifies the maximum number, if legislation is 
decided upon, FDA should be empowered by Congress to  increase the  number of 
tab let s when b ett er c losures become avai lable, and if the  produ ct is made ava ilable 
in strips of tablets  or in any  single tab let  dispens ing forms. The regu lato ry 
process would be ap pro pri ate  here because these are  possible, not actual, situ atio ns 
and these crite ria are measurable objectively. Tha nk you for your att en tio n. 
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Dr. Tainter. Thank you.
This statem ent is of Dr.  Maurice L. Tainter for Sterling Drug sub­

mitted to the Subcommittee on Public Health and Welfare of the 
House Committee on Inte rsta te and Foreign Commerce and is con­
sideration of section 2 of H.R. 13886.

For the informat ion of the committee I might explain a little  b it of 
my background so tha t you will know from whom your information, 
these comments, are coming.

I am a licensed physician in both California and New York. I was 
on the medical faculty of Stanford Medical School for over 20 years, 
ending as professor of pharmacology there where, during tha t period 
of time, 1 had major responsibility for teaching medical classes wha t 
they should know about the action and use of drugs, including toxicol­
ogy, including, without  question, of course, salicylates.

In 1943 I became the research director for Sterling Drug and have 
been in that  capacity operating  on the technical side of our company’s 
operations since t hat time.

Section 2 would impose a quan tity limitation  on aspirin and on 
salicylate-containing products intended for use by children. Literally  
it  would also apply to adult aspirin and all products containing aspirin 
or any other salicylate if their labeling contained directions for use by 
children. We understand tha t such a broad coverage of products was 
not intended by the bill’s proponents. Rather, we are advised tha t 
this section is intended to cover only the children’s aspirin in the 
lj^-gra in tablets and other  salicylate-containing products primarily 
intended for use by children. The testimony in suppor t of the bill 
presented on June  24 makes it clear and specific that the alleged 
problem sought to be solved by this quantity’ limit involves only chil­
dren's products, and not  the adult ones. We assume, therefore, tha t 
a clarifying amendment will be adopted at the appropriate time.

The balance of this sta tem ent  is therefore based on that assumption.
Under this section, the Food and Drug Administration would be 

authorized to issue regtdations limiting the total quantity  of children’s 
aspirins or other forms of sa licydic acid contained in a retail package 
to an amount to be determined arbitrarily by the Food and Drug Ad­
ministra tion which will no t be “ likely to cause deaths or serious injury 
if ingested by a child of t ender age at  one time .” Failure to comply 
with such a regulation would render the product legally adulte rated 
and, therefore, subjec t to multiple seizures.

Sterling Drug does not oppose appropriate limitations on the 
qua nti ty of aspirin in packages of children’s products. We neverthe­
less question the need to handle this mat ter by legislation. As was 
done in 1955, so today, problems of this type can best be handled 
through voluntary cooperation of the Food and Drug Administra tion, 
the medical profession, and industry.

This method is more flexible, would permit taking prompt  advan­
tage of new packaging techniques and would encourage the develop­
men t of new knowledge about the phenomenon of children’s 
accidental ingestions of foreign substances.

As I will discuss in a moment, up to 28 percent of the children 
involved in accidental ingestions are “repeaters,” tha t is, they have 
been poisoned one or more times. This certainly suggests tha t the 
problem is much more complex than  simply the availability of a 
potentially harmful substance.
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Research is currently going on designed to obtain grea ter scientific 
understanding of the entire phenomenon in all of its aspects.

I might say parenthetica lly that, there is a large research study  
going on at Syracuse U involving the Syracuse Board of Health, on 
all the factors entering into the production of poisonings in homes.

Notwithstanding, Sterling Drug, Inc., does not oppose legislation 
in this area if such is deemed necessary. We do earnestly urge, how­
ever, that such legislation be based upon complete information and 
firmly established facts and tha t due consideration be given to the 
amounts of children’s aspirin that  doctors and mothers need to trea t 
childhood diseases.

For many years Sterling Drug has manufactu red Bayer Aspirin for 
Children, and we are one of this count ry’s two leading children’s 
aspirin manufacturers.  In fact, and in order to put a dimension on 
tins subject, Sterling Drug itself has distributed 8,639 million tablets 
of Bayer Aspirin for Children in the 10-year period from 1955 to 1965.

You will recall tha t Mr. Solmson estimated a yearly  use of 50 
million bottle s or 2,500 million tablets in a year.

Our marketing policies and practices, including the limitation to 
50 1%-grain tables per package, have conformed strict ly to the 1955 
recommendations of the FDA-sponsored, Food and Drug Adminis­
tration-profession-industry conference on children’s aspirin. We re­
gret that the Food and Drug Administra tion has not reconvened this 
conference instead of asking for the present far-reaching legislation. 
We stand ready to voluntari ly follow the recommendations of such a 
conference today.

In testimony before this committee on June 24 it was stated tha t the 
purpose of this bill was to save the lives and the health of infanta and 
young children who ingest an overdosage of children’s aspirin, the 
Di-grain tablets. It  is doubtful tha t further limiting the amount of 
children’s aspirin in a single bottle will accomplish this worthy end, 
for reasons that. I will now discuss.

What is certain is tha t such a limita tion will seriously interfere with 
the proper  medical use of chi ldren’s aspirin. Wha t is also certain is 
tha t such a limitation will not lessen, but will probably increase, the 
number of cases of accidental ingestion of children’s aspirin. Until the 
real cause of this problem, adu lt negligence and carelessness, is 
attacked headon, no signif icant increase in “child safety” should be 
anticipated from legislation of this type.

Why is children’s aspirin packaged in bott les of 50, Di-grain tablets? 
The answer is simple. This was agreed to by all interested  experts, 
including the Food and Drug Administra tion, to be the right size of 
the bott le. Large amounts of children’s aspirin are needed by mothers 
and are prescribed by doctors in treating  childhood diseases. For 
example, according to Nelson’s Textbook of Pediatrics (see fig. 1), 
which gives the doses required for different ages, you will see tha t in 
acute rheum atic fever the 2-year-old, which is the group we are most 
interes ted in here, requires 19 table ts per day;  and the 5-year-old, 
28 table ts per day.

After the initial satura tion with the aspirin has been established, 
the maintenance dose for continuing medication is 14 to 21 tablets 
per day for rheumatic  fever.

In rheumatoid arthr itis the dose similarly is from 16 to 23 tablets 
per day.
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DOSAGE OF ASPIRIN NEEDED PER DAT FOR SEVERAL PEDIATRIC WNCAnOHS 
AND FOR SELF MEDICATION

(Source MeJsonWi I dot , Textbook of P diatncs 8 -  Cd W B Sounders Co ffctlo. Londm 1964)

F igure 1

In ordinary fever, which the doctor treats , the dose ranges from 
10 to 24 tablets per day.

On the label of the bottle  is the over-the-counter dosage. There 
is no over-the-counter dosage for those under 3 years old but  above 
this age the dose ranges as you can see from 5 to 15 or 20 per day.

It  might also be pointed out th at  in families where more than one 
youngster is ill, such as when a winter cold goes through a  family, the 
daily children’s aspirin requirement is multiplied several times. It  is 
appa rent  that a bottle containing only 25 tablets would last only 
1 day, or less than 1 day under many circumstances. A mother would 
therefore be compelled in an ordinary illness either  to buy a new 
bottle every day or to purchase a number of them at one time.

I am sure you will agree with me the pharmacist will assist in this 
by put ting  two or three of them together in one package and selling 
three for a dollar, or something of that sort.

Since doctors, especially general practitioners and pediatricians, 
prescribe children’s aspirin in reliance on its being in the home in 
adequa te quantities, one thing is certain, mothe r will find a way to 
follow the doctor ’s orders where her children’s health  is concerned.

The statis tics of child mor tality due to accidental ingestion of 
aspirin are confusing and misleading, apparently even to  the experts, 
because national figures quoted in these hearings are the total  of baby 
aspirin, adult aspirin, combination products containin'! aspirin, other 
forms of salicylic acid, and even the highly toxic rubbing liniment, 
methyl  salicylate or oil of wintergreen. In other words, they are all 
lumped into  one figure under the international  classification system 
of diseases, and heading of “Aspirin and Salicylates.”
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The best dat a available shows tha t about one-half of all the deaths 
ascribed to salicylates are due to oil of wintergreen, and here I have for 
example, a chart {see fig. 2) we do not have any nationa l figures on oil 
of wintergreen, but this cha rt is representative of w hat seems to be 
the si tuation generally. . . . .

Dr. Jacobziner who was the director of poison control activit ies in 
New York City for many years until his death last year, reported at 
two different times the breakdown of fa talities by poisoning in the 
New York City area under his jurisdiction.
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In this chart you will see t ha t in the under-5-year group, which is 
the group we are concerned with, the columns on the left in both cases, 
that  out of 121 poisoning d eaths from all causes, there were 6 from 
methyl  salicylate or oil of wintergreen and 7 from aspirin out of a 
tota l of 121. At another time, for a different time period, he reports 
tha t there were out of 19 deaths in children of this age, there were 2 
from oil of wintergreen and 2 from all the othe r aspirin products put  
together. All together this cha rt shows tha t there were 21 oil of 
wintergeen deaths as compared to 22 from all the other aspirin prod­
ucts, out of a total of 416 poisoning cases.
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RELATIVE MORTAUJY FROM VARIOUS TY PE S OF SALICYLA TE S 
NUMBER OF SALICYLATE DEATHS
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F igure 3

In another chart (see fig. 3) is the mortal ity not from all poisons, hut  
just from salicylates, as recorded first over a 10-year period, sum­
marized in the authoritative book by Gross and dreenberg on salic­
ylates, the second group was 1952, tota l U.S. Poison Control Center 
figures, then a Mayo Clinic report; and finally Sunshine as the head 
of the  Poison Control Information Center, and president-elect of the 
Poison Control Center Association of the United States.

You can see here tha t of this considerable number of to tal salic­
ylate  deaths  methyl salicylate is at least half of the entire category.

I have totaled the under-five category separately, which totals 
are not shown on your charts. There were 474 deaths  from salic­
ylate  in these various time periods. Of these 474 in the under-5 
group, 269 or 56.8 percent were due to oil of wintergreen or methyl 
salicylate and not due to all other forms of aspirin combined.

It  should be noted that on this latte r char t the aspirin figures 
include all other salicylates, and tha t they are not broken down 
to show the children’s aspirin share of these total  salicyla te deal hs.

A great information gap apparently exists concerning these sta ­
tistics. On June 24, at these hearings, the following statement was 
made:

These sta tist ics  (the late st rep ort  of the Division of Vital  Stat istics, Public 
Health  Service) lead us to one inescapable  conclusion—every thre e days a child 
dies from  an  overdose of child ren’s aspirin.
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Since this conclusion was stated to be based on reports  from the 
Public Health Service, a search was made by ns and others of the 
appropriate  publications of the  Division of Vital Statist ics, Public 
Health Service, U.S. Depa rtment of Health, Education, and Welfare. 
Our search confirmed the s tatemen t I have just made that no official 
published report, including the latest one of the Division of Vital 
Statistics , breaks down the repor ts of salicylate deaths into  the  specific 
salicylate or dosage forms allegedly involved

Then, written inquiry was made, to this Division to determine 
if this information were available, although unpublished. The 
response, dated July 19, was “No” and the explanation follows, 
and I quote from the letter.

With respect to the questions contained in your letter of July 13, the mortality 
tables contained in the chart (the basis for the June 24 statement) were taken 
from data tabulated by the Division of Vital Statistics. They obtained their 
information  from death certificates supplied to them on a confidential basis. 
They tabulate in terms of chemicals or products causing fata lity, not in terms 
of size of dosage. A death due to phenobarbital would be tabula ted as a bar­
bitura te death  whether it was a 30-milligrain or a 60-milligram tablet.  Also in 
some cases the strength of the tab let  may not be shown. Therefore we cannot 
supply data  on the number of deaths tha t were caused by children’s aspirin or 
adul t aspirin.

Following are several typical examples of other aspects of this 
information gap. Here is an experience t ha t actually occurred in the 
home of one oi our Sterling Drug executives.

A maid who brought her child to her employer’s home one day, 
suddenly noticed the youngs ter playing with an empty  bottle tha t 
had contained 100 medicinal tablets. The maid, frightened, shouted 
to the wife that the child had swallowed the tablets. Since the child 
showed no symptoms, after medical consultation, no immediate action 
was taken except to keep the child under st ric t observation. A week 
late r the maid found all the table ts behind one of the cushions on the 
sofa on which her child had played.

If this accident had  been reported to a poison control center, and 
many of them jus t this way are, or a hospital, it  would have been 
recorded and forever inscribed in the statis tics of accidental poison­
ings. How many other such incidents are reflected in the statistics 
of accidental poisonings? No one knows, because these reports, 
including reports of fatalities, are rarely investigated.

Another example is the Mayo Clinic’s experience with patients 
allegedly suffering from salicylate intoxications during the 10-year 
period from 1953 through 1962. Their observations are reported in 
the August 16, 1965, issue of the Journal of the American Medical 
Association.

The authors stated  tha t during this 10-year period, 308 children 
under 7 years  of age were seen a t the Mayo Clinic because of salicylate 
ingestion. The records of the clinic show that only one of these 
children actually showed any symptoms of salicylate intoxication or 
poisoning. In that  entire period the Mayo Clinic had only the one 
record of a fatility from salicylate and that was an 18-month-old child 
who had swallowed an undetermined amount of oil of wintergreen, 
which is methyl salicylate.

The problem of obtaining an accurate understanding of the situation 
is complicated by the fact that  inaccurate terminology is frequently, 
though unintentionally, of course, used by those who compile or refer
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to this information. For  example, as exainplified by the testimony 
already  given in support of this bill on June 24, the phrase  “accidental 
poisonings” is regularly used to refer to what are really “ accidental 
ingestions” and/or therapeutic overdosages.

As an example, on line 14, pa°;e 5, of the June  24 report of proceed­
ings, the following appears: “ In 1965, 16,328 children over 5 were 
reported poisoned from the  accidental ingestion of aspirin and other 
salicylates."

This number apparently  came from table 2 of the May-June 
bulletin of the National Clearing House for Poison Control Centers, 
which is entitled “Accidental Ingestions Among Children Under 5 
Years of Age.”

Thus  the very emotional label of poisoning is applied to all reports 
of actua l or suspected accidental ingestions of aspirin even though the 
child involved had no symptoms or, in fact, had actually swallowed 
only a therapeutic dose or even less.

I say this because about 90 percent of the reported accidental 
ingestions cause no symptoms so tha t poisoning is definitey not 
present in 9 out of 10 recorded cases.

Another reason why the reliability of stati stics on this subject must 
be questioned arises from a very human and understandable frailty. 
Most of these reports are necessarily based upon a mother’s hasty 
information given at a time of high emotion and perhaps colored by 
her own remorse for having been negligent in administering or safe­
guarding the medicine involved. Experienced people know well the 
unreliability of the information tha t is obtained under such circum­
stances  from even the best-intentioned persons.

Our company, Sterling Drug, one of the leading manufacturers of 
children’s aspirin, does not have a single documented record in its 
files of a child fatality from its product. Additionally, in a recent 
stud y a t one of the leading poison control centers in which all available 
information on salicylate fatalities  in several major cities of the 
United States during periods of up to 13 years was reviewed, only 
4 reported  cases of death following overdosage of children’s aspirin 
were found.

Furthermore, the circumstances  associated with these fatalities, 
and the dosages, are not known.

You will also recall th at  in the detailed data , cited b y Mr. Solmson, 
for Illinois in 1965 there were 45 children’s deaths from all kinds of 
poisonings, of which 12 were ascribed to salicylates, but only 1 of 
these 12 was due to children’s aspirin.

Medical li teratu re contains reports of children 3 years and younger 
who are supposed to have taken the equivalent of as many as 278 
tab lets  of children’s size aspirin  without in jury. In  fact, there is an 
even more fantastic report t ha t a 3-year-old and his 1-year-old brother 
between them consumed the equivalent of 667 1%-grain table ts with­
out  injury to either one. Some do not believe that  these children 
consumed the amounts reported, but  the report  does exist and, if 
nothing else, it exemplifies the unreliability of much published data  
on this problem.

To give another example, the National Clearing House for Poison 
Control Centers reports th at  in 1965 there were 16,328 cases of inges­
tion  of aspirin containing table ts by children under 5 years of age. 
Records regarding hospital ization were available for 11,308 of these
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children, this is in table 5 of these reports which we have referred to 
several times during the hearings. Of these, 9,889, or 87.4 percent, 
were not hospitalized for even 1 day. This is consistent with other 
reports to the effect tha t about 90 percent of reported cases of sup­
posed aspirin poisoning have no symptoms from ingestion of the 
tablets.

On June  24, Dr. Palmisano, Acting Deputy  Director of the Food 
and Drug Administration’s Bureau of Medicine, advised this subcom­
mittee that the toxic dose, bu t not the lethal dose, for an average 
2-year-old, and from 2 to 4 years are the ages in which most accidental 
ingestions occur, was about twenty-two lj^-gra in flavored tablets, 
and that , therefore:

Somewhere in the  neighborhood of 20 to 25 tab lets  of one and  one-qua rter 
grain aspir in flavored would seem to  be the  place where you have to  cu t it off.

That  is page 38, report of proceedings.
Dr. Palmisano arrived at this estimate of 20 to 25 tablets by apply­

ing the age-weight method of dosage calculation. 'Phis method is 
undoubtedly safe and very conservative but it is not universally 
accepted.

For example, Dr . Hairy Shirkey, director of the children’s hospital 
in Birmingham, Ala., and  a leading authority in this field has s tated :

From careful  clinical observat ion it  has been repe ated ly noted th at  dosage 
based on weight is not a reliable method of dosage determination . This  is espe­
cially tru e in the  infant. If an inf an t is dosed proport iona tely  using the  adult  
dosage as s tan dard,  the  in fan t is under-dosed.

At another place he says:
Dosage based on age shows great lim itat ions when one considered the  variab ility  

of weight in even  the normal children of a  given age.
Finally, he says:
The  sur face area  of the  body has  become a  valuable basis for dete rmining d rug 

dosage and fluid requirements no t only for children but for the  ent ire  post-  
infantile period  of life, including adu lts.

By application of the surface area method, and taking adult toxic 
dose as 140 grains, the toxic dose of aspirin for an average 2-year-old 
child would be 47 grains, or thirty-eight 1%-grain tablets, which 
emphasizes th at the 20 to 25 table t limit suggested by Dr. Palmisano 
is probably lower than necessary or desirable.

Rather than relying on the somewhat indefinite opinions of those 
who may not  have had much personal experience with the toxicology 
of aspirin, we have gone to the published litera ture to survey and 
summarize for this hearing the actual facts, regarding toxic doses, as 
they are established by the weight of the published scientific articles 
on this subject. We nave brou ght together here for the first time, 
incidentally, the data  on all published individual cases between 2 and 5 
years of age in which the dosage and age were definitely given, so that  
we could tabula te them in their appropriate place. We reviewed over 
200 medical articles for thi s purpose covering 20 years, the years from 
1947, when this product was first used, to the present. This, inci­
dentally, covers we think almos t the entire American literature. 
There may be an occasional a rticle  here and there which we missed, 
but 200 is a very thorough coverage. In these 200 articles there were 
123 cases of aspirin ingestion in the 2- to 5-year-old children described 
in detail.



186 CHILD SAFETY ACT AND PERSONNEL TRAINING

I would like to show you a t this time a chart which depicts the find­
ings as reported in these articles. (See fig. 4.)
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On this chart we have a scat ter diagram of the age of the child 
going up the left side, and the quantity  of aspirin ingested going across 
the bottom. We also have drawn on the chart for ease of understand­
ing, 3 dotted  lines which represent the dosage of 50 tablets of a 
lK-grain size, and the 35- and 25-tablet sizes so you know where they 
fall in relation to the reported ingestion cases.

Each one of these cases is represented on here by a dot, and you 
see a small number beside these dots. These numbers refer to a 
bibliography of the scientific articles where these case reports are 
printed  so that you can check on any one of them you are interested 
in, if that is required or requested.

To make it stand out, 1 h ave taken the deaths and drawn them as 
large circles on this char t. The smaller dots are cases which may or 
may not have had symptoms,  bu t are reported  cases of children of that 
age th at  took that much aspirin.

You can see tha t there is 1 child reported, case No. 35, tha t died 
from a dose about the 35-tablet size. In reading the history of this 
case, this was a child of two and a half years of age who was in an 
advanced stage of deterioration from sickle cell anemia. It  had a
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hemoglobin content of the blood of only 2.5 grams percent as  compared 
to a normal of 12 to 14 grams.

Sickle cell anemia is a condition where the red blood cells begin 
to deterio rate and develop a sickle shape with a great loss of hemo­
globin and impairment of the child’s health and also threat to its life.

This is one child then tha t died from a dose of aspirin below the 50 
grains.

The next fata lity recorded, No. 27, is a child that got around 90 
grains of aspirin. You can see there are three others on this chart,  so 
there are five fatalities  altogether, of which four are legitimate ly a part  
of the aspirin poisoning syndrome.

You will note tha t on the left of the  25-tablet line, the broken line, 
there are 22, as I have counted the dots, cases reported. In these, 12 
of the children had only mild symptoms, 7 had no symptoms at  all, 
and in 3 of the cases, whether there were symptoms or not  was not 
reported, and of course there were no deaths.

In the 25- to 35-tablet range, there are 15 pat ients. Of these, there 
was one severe coma, and this was a child who go t no trea tment  for 
34 hours after the drug was administered. There were eight  tha t had 
mild symptoms, three tha t had no symptoms at all, and two in which 
we have no information. So we really don’t have any serious sym­
ptoms at all in this 25 to 35 range.

In the 35 to  50, of course, the symptoms are a li ttle bit  heavier, as 
you would expect, bu t again there are no deaths until you get up to 
the 90-grain area.

This table also shows how large the doses are that children of this 
age can take and recover from without injury.

It  might be pointed out here th at  aspirin is different from many 
other d rugs or hazardous substances in tha t it does not damage the 
vital organs in such a way as to leave significant pe rmanent injury 
after  such overdosage. Recovery from overdosage is therefore 
usually prompt and complete.

Based on these data,  and the total weight of the medical evidence, 
it is clear that  the lethal dose of aspirin for a 2-year-old child is some­
what above 400 milligrams per kilogram of body weight, which 
calculates out  to 78 grains, or sixtv-two l^-grain table ts for our 
hypothetical 2-year-old child. The toxic dose for such a child is well 
above the  47 grains or 38 tablets  suggested by the surface area dosage 
formula which I  have jus t quoted.

We believe therefore that  the  pres ent bottle of 50 tab lets has shown 
itself to be very safe, particu larly when you take into account  the 50 
million bottles a year being used with a morta lity rate I estimate of 
only 10 to 12 per year from both accidental ingestion of these children’s 
aspirin tablets and therapeutic  overdosage. If it  is felt that legisla­
tion in this m atter is needed, then a 35-tablet size bottle would widen 
the margin of safety by about one-third. A 25-tablet bottle  referred 
to earlier in these hearings would go still further.

However, as I have already indicated, if you decrease the size of 
the bottle below the amounts required  for ordinary  use, you create 
the need for multiple bottles to be kept  on hand and thus increase 
the opportunity  for accidental ingestion and reduce the safety.

There is no set pattern of how a child comes to get an excessive 
number of aspirin tablets. However, published studies show tha t 
in about two-thirds of the cases, it  is because the bottle  was not  in 
the right place, in other words, through adult carelessness.

6S-9S5—66-----13
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LOCATION OF  SUB STAN CES ACC IDENTALLY INGESTED 
EXP RESSED AS  PERCENT O F TOTAL CASES
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F igure  5

He re we have  a c hart  (see  fig. 5) which gives w ha t has been published  
on this  in scie ntif ic lit eratur e.  Her e are  six pub lished arti cles which 
deal with where th e bo ttl es  were.

On the  extreme  righ t you see a  column en tit led “N ot  in usual  sto rage  
place. ” U.S. Pu bl ic Hea lth  Report s, 1964, wh ich rep ort ed the  su rvey  
of the  circ umstance s surroundin g the  cases  rep or ts a figure of 67.7 
perce nt or in tw o- thi rds of t he  cases the bo ttl e was in the  w rong  place .

Dr . Cann, a t an othe r time,  rep ort ed 68 perce nt.
Drs. Cor sa and  At allone rep ort ed 10.1 pe rcen t of the  bo ttles  also  

no t in the  usual plac e.
Some of these  autho rs  have tried to f ind ou t e xac tly  whe re the  b ot tle  

was. Cann found 13 perce nt of his cases wi th bo ttles on the  floor; 
25 percen t were on an  ope n shelf or tab le.

Mell ins ha d sim ila r figures, he had  16 pe rcen t he reco rded  as in an  
unlocked  dra we r or  cabin et.

Jen sen  and  Wil son  rep orted  30 perce nt of the bo ttles were  on the 
floor  a nd 27 pe rcen t on open  tables and  so on.

In  othe r words, the carelessness of the  ad ul t in charge of the chi ld 
is a very larg e factor  in makin g this possible.

Very astonishin g to  m e origin ally  was t he  publ ished da ta  th at  ab ou t 
25 pe rce nt o r one out  of every  fo ur cases were o f ch ildr en with  prev iou s 
his tor ies  of accid en tal  ingestion . (See fig. 6 .)

I refe rred  to  the Syr acuse stu dy  a few mo ments  ago. In  th is 
Syracuse stud y tra in ed  publ ic hea lth  workers  arc  going into 1,500 
homes once a mon th to invest iga te all the con ditions  s urrounding  the 
plac ing of poiso ns an d poten tia l hazards. Th ey  a re try ing  to educate  
the householders  to  prop er sys tem s of safet y an d so forth.

Th ey  hav e told  us info rma lly at thi s time because the  s tudy  is no t 
finished, th at  they  a lre ady feel t hat  the y can  p red ict  the  child an d the 
family in which  a poi son  case is going  to occu r. There  is som eth ing  
in the  env ironm ent  and the  presence of an  act ive  or hyperac tiv e 
child , a child  which dem and s att en tio n an d so for th th at  seems to 
lead  it  to ge t into poison scrapes.

I  would  like to ill us tra te  this  from some of the published lit erature.
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T H E  RE PEA TE R PROBLEM  IN CHILDHO OD AC CID EN TAL POISONING

SOURCE NO OF CHILDREN observations

JE N SEN 100 25% REPEATERS
CORSA 466 9% REPEATERS WITHIN 1 YEAR
MEYER 128 78% REPEATERS
GRIFFITH ETAL 174 19% REPEATERS WITHIN IYEAR
WEHRLE 100 28% REPEATERS (738% ofthese wtwn iyu r)

KOI) MAWS 54 74% REPEATERS
SOBEL ETA L 2D 20 PT5. WITH 151 EPISODES

F igure 6

We  ha ve  seven art icl es  writ ten on th is within recent  yea rs, and in 
eac h repo rt the nu mb er of children  invo lved  in accid ental  poisonin g 
cases from  each au th or  was a fair ly large numb er,  as  y ou  can  see.

Dr. Jen sen , for  example, ou t of* a hu nd red  cases th at he handled , 
ha d 25 percen t who were rep eaters .

Th e othe r high one is Dr . Wehrle, who  in  a sim ilar  gro up of a 
hu nd red children , had 28 perce nt who were repe ate rs ; and, 73.8 
pe rcen t, or three-fo ur ths  of those rep ea ted  wi thin 1 ye ar  o f their  firs t 
accid en t episode.  So rou gh ly one-q uar ter  of these chi ldren more or  
less do ge t into repeate d tro uble,  because of some psychological  urge 
on their pa rt,  or p erh aps bec ause of a family en vir on ment where t hese  
poisonin gs seem to the m an  at trac tiv e thing  to ge t involved in.

An othe r very serio us prob lem  th at  is no t wri tte n ab ou t much for  
fai rly  obv ious reasons, is th a t from 14 to 74 pe rce nt of the  aspi rin 
poisoning cases are  due  to  the  admi nis tra tio n of overdoses  by the  
mothe r, eit he r on her own,  or  on the  rec om mendation of a physicia n.

I have  here  six scientifi c art icle s where thes e fac ts are  bro sen  down 
an d are considered.

Ap pa rentl y what happens, the docto r wil l tell  the mo the r ove r the  
tel ephone  to give the  ch ild  one or  two or tlu-ee ta bl et s;  and mo the r 
gives th em , th en she gives  an othe r an then an hour o r two la te r anoth er,  
or  sh e misunders tan ds  the docto r and piles the dosage  in , or wh at was  
an  ini tia l larg e beg inning dose is con tinued . Th e therap eu tic  over­
dosag e is a very large factor  of the entire  poisoning syn dro me .

In  th is table* (see fig. 7) th a t you  are  now  look ing a t the re are  220

Eat ient s recorded alt og eth er , and in these, 86 of the se got their  aspir in 
y  therap eu tic  overdosage,  th at  is, 39 pe rcen t of them  were th er a­

peuti c o verdosag es. I do n’t  need to point  ou t to yo u th at  thi s thera -

Eieu tic  overdosage si tu at io n would no t be modif ied in an y wa y by  
un iting  the  size  of the  bo ttl e.

Th e solution to th is pro ble m is educat ion .
Res ponsibl e heads of dr ug  ma nu factu rin g com pan ies  are  grea tly  

concern ed abo ut the  prop er use of the ir pro ducts , especial ly wi th re­
spe ct to the ir efficacy and sa fet y. There  can be no quest ion  bu t th a t 
ad ul t carelessness wi th po tent ia lly  toxic ma ter ial s is the rea l cu lprit  
in chi ldh ood poisonings. But , carelessne ss ca nn ot  be abo lished by 
legisla tion .
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CONTRIBUTION O F T HER APE UT IC  OVERDOSAGE TO  ACCIDENTAL POISONING 
BY  ASPIR IN  IN  PRE-SCHOOL CHILDREN

S O U R C E NO PTS %  ACCIDENTAL °io THERAPEUTIC

CRAIG, ETAL 78 14 1 W
SEGAR* HOLLIDAY' 43 25 6 on 7 4 4 W
RILEY* WORLEY 2 42 31 C* 69.0 to
WINTERS3 25 72 0 OD 28 0 (»
DRIVER * 24 875 M 12.5 »
JLL DEFT f?H.r _8_

« p
375  « 500  M

3? A *

F igur e 7

Realizing this, members of the drug indus try recently formed the 
Council on Family Health. This nonprofit group was created to 
attack  this whole problem in the most effective way—through mass 
education. The principal target is mother, keeper of the family 
health . Through all available media the council is distributing 
materials tha t alert mother, and others, to the problems of home 
safety—and how to overcome them.

The drug industry is in the business of helping and healing people, 
not of hurting them. Because the industry recognizes its responsi­
bility  in this area, it has developed many safeguards over the years to 
help eliminate the misuse of medicinal preparations.

The Government, the professions, and industry have been cooperat­
ing for years in the ma tter of children’s aspirin. For example, an 
article in the Drug Trade  News of February 28, 1955, reported the 
agreements reached at a conference called by the Food and Drug Ad­
ministration on the accidental misuse of children’s aspirin. This was 
atten ded by representa tives of the  American Academy of Pediatrics, 
the American Medical Association, various groups interested in acci­
den t prevention, the Food and Drug Administration, and industry. 
The recommendations of that conference have been followed exactly 
by Sterling Drug and all other leading manufacturers.

Today practically 100 percent of the children’s aspirin tablets 
marke ted comply with the following recommendations of that con­
ference :

1. Children’s aspirin bottles to be limited to a maximum of 50 
tablets.

2. The tablets to be standardized to 1X grains each.
3. On the specific choice of the medical profession children’s aspirin 

tablets will continue to be  flavored.
4. The industry  has urged through labeling tha t parents keep all 

medicines out of the reach of children. This you will find on the label 
of all aspirin bottles.

5. The industry to provide detailed dosage recommendations for 
specific indications and for specific ages to assure a safe and proper 
dosage. And, finally;
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6. The best presently available safety closure to be universally 
used.

If we make the bott le cap too difficult to remove we defeat our 
purpose, for the mother will simply fail to put it back on the bottle. 
Even so, pharmaceutical  manufacturers have never stopped their 
efforts to develop improved safety closures. Sterling Drug is plan­
ning to marke t Bayer aspirin for children with a still furth er improved 
closure very shortly. Inciden tally, during these years  consumer and 
market tests have been conducted by us to determine the accepta­
bility of children’s aspirin sold in strip packs in which each tablet is 
separately wrapped. Consumers did not like this  type of packaging 
and preferred the conventional type of bottle .

At the present time, gentlemen, the Bayer aspirin for children is 
marketed in this sealed carton. A child would have to tear one of these 
cartons  open in order to get at  the bottle, if the bottle was fresh and 
contained  the full amount of tablets.

Here is the modified cap which we will have on the marke t very 
shortly , it is very similar to the one which you have been shown before 
and have up there before you [passing sample to the chairman].

We have looked at very complicated and mitre difficult caps to 
remove than these, and believe tha t mothers probably will find these 
caps a little bit too hard to get  on so tha t there will be a tendency for 
them to leave the cap off, and leave the bottle  just  covered loosely 
by the cap in their medicine cabinet. This is a danger which is very 
real because it rums the efficacy of the, hopefully, safety cap.

Mr. Rogers asked Mr. Solmson if it will be possible to leave out the 
flavor of children’s aspirin, this  in on page 1<S3 of the hearings. This 
question was debated at the 1955 conference. The physicians there 
believed that  the flavor did not add appreciably to the hazard, and 
greatly  improved the acceptability of aspirin to the sick child. They 
therefore preferred tha t the tablet be flavored. The American Medi­
cal Association, the Food and Drug Administration, and the manu­
facturers agreed to this decision, so such tablets are now usually 
flavored.

If Congress feels the necessity to reduce by legislation the quantity 
of children’s aspirin per bottle this shoulld be 35 one and one-quarter 
grain tablets . Due recognition should be given to the fact that a 
bottle of tablets  after the sealed carton has been opened for the first 
use, th e re a ft e r al w ay s c o n ta in s  le ss  th an  th e  or ig in al  num ber.  T he  
fact, as discussed ju st above, tha t 90 percent of the children involved 
in accidental ingestions of salicylates show no symptoms at all sug­
gests tha t in most instances the children do not consume the entire 
contents of a bottle , either  ou t of choice or because it is not full. Al­
though adequate statist ics are not presently available in this point, 
what there are suggests tha t more than  two-thirds of the reported 
cases of accidental ingestion of children’s aspirin involved taking sub­
stant ially less than 50 tablets , and over one-half of them involve 
ingestion of 25 tablets or less.

The first portion of this statement set forth the relatively large 
numbers of children’s aspirin tablets required to treat childhood 
diseases. If a quan tity permitted by law in one bott le is too low, 
mother through necessity to meet the dosage needs of her children, 
will purchase several bottles at one time, thus multiplying the avail­
ability of the tablets in the home. The greater  number of bottles
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available in the home the greater  the opportunity  for children to 
•experiment. Dr. Palmisano admitted this fallacy in the demand for 
an excessively small bottle when he admitted that  he expected the 
mothers would buy a lot of the small bottles. This is on page 40 of 
the  hearings.

Another practical and important aspect of reducing the container 
to even 25 tablets is the effect tha t such a reduction will have on the  
effectiveness of the smaller label as a medium of communication. The 
important dosage and warning  information which by law and by good 
medicine we place on the labels of our children’s aspirin would become 
so small in type size as to be virtual ly illegible. If you cut that, 
bottle  down one-half you will see tha t you would have great difficulty 
in reading what there is on the label; tha t is, unless the amount of 
text carried on the label is greatly reduced in content.

It  would be a distinct disservice to the public if this information 
were to become unreadable or if it were removed entirely from the 
label, to go on a package insert or some other place, ye t if the bottle 
size is materially reduced, what alternative is there'? And will the 
consumer who needs this information benefit?

Mr. Rogers raised the question with Mr. Stetle r of the desirability 
of first-aid instructions on the bottle. It  would not seem wise for 
several reasons to put directions on the bottle of how to tre at suspected 
aspirin overdosage. In the first place, about 9 out of every 10 
reported cases of accidental ingestion never have any symptoms of 
overdosage, and the child may have swallowed none or only insignifi­
cant amounts of the tablets .

Secondly, in the remaining 10 percent of the children, the first 
trea tment is to evacuate the  stomach. Vomiting is not easy to induce, 
particularly  by an excited mother in the home. There  is no good 
emetic commonly available in the homes which can be relied on to 
invariably induce prompt and copious vomiting. Sirup of ipecac has 
been recommended for this use, but i t is found in very  few homes and 
may take as long as 30 minutes to take effect. If the mother has to 
go to the drugstore for it, she would be bette r off to take the child 
to the doctor’s office or to the nearest hospital.

Aspirin remains in the stomach long enough without causing damage 
to the stomach, so th at a reasonable time can be taken in getting it 
out. It  is no t like the caustic poisons in this respect.

There is no specific a ntidote for aspirin, which would neutralize it 
in the stomach like bicarbonate of soda would neutralize an acid.

In authentic poisoning cases the stomach needs to be washed out 
by passing a stomach tube, which can only be done by experienced 
personnel. Therefore, the most useful first-aid directions would be 
to pu t on the bottle the warning statement “In  case of accidental 
overdosage call your physician or hospital at  once.’’

Mr. Rogers also asked Mr. Stetler, at page 86 of the hearings, why 
first-aid directions are suitable for packages of hazardous substances 
bu t not for drugs. The mater ials covered by the Hazardous Sub­
stances Act are in general corrosives, irrit ants , caustics, et cetera, 
which do damage immediately on contact with the body. Speed of 
neutral ization or removal is therefore an impor tant facto r, in pre­
vent ing injury. It is of much less importance with aspirin since 
symptoms of overdosage may  take as long as 12 hours to appear.
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For these and other reasons we believe the proposed legislation 
limiting the quantity of children’s aspirin per bottle will not  have 
the desired effect of el iminating or decreasing alleged fatalities and 
alleged injury due to accidental ingestion. As a ma tte r of fact, such 
legislation could actually increase misuse of the product by creating 
greate r availabi lity in the home. Calls to the N ation’s poison informa­
tion centers would probably increase, and thereby fur ther inflate 
these already  unreliable statist ics.

As a ma tte r of high public interest, if a maximum qua nti ty of 
children’s aspirin per bottle is to be limited through legislation rather 
than the present voluntary agreement, Congress should specify 
the limit and not delegate this responsibility to an admin istrative 
agency which would set the limit  by arbitrary regulation.

Delegation of such authority  by the Congress is entirely unneces­
sary. No scientific question exists. Nothing can be gained through 
regulato ry fiat in this situat ion. Based on FDA ’s own statements 
here, Congress can set a limit of twenty-five 1^-grain tablets and be 
excessively safe, or  based on this present sta tement and othe r author­
ities in this hearing, Congress can select a limit of thirty-five ltf-gra in 
table ts and also be more than safe.

The 35-tab let limit is especially preferred because it goes further 
toward providing enough children’s aspirin per bottle to cover several 
days of therapeutic use in treat ing one child’s illness. Moreover, 
whether the maximum limit be 25 or 35 tablets, the fac t of the m atte r 
is that , on an overall average, after the bottle is first opened it will 
probably contain only a fraction of the maximum number specified.

Whether or not Congress specifies the maximum number, if legis­
lation should be decided upon, the Food and Drug Adminis tration 
should be empowered by Congress to increase the number of tablets 
when better closures become available, or if the product is made avail­
able in strips of tablets or in any single table t dispensing forms. The 
regulatory process would be appropr iate here because these are possi­
ble. no t actual, situations and these criteria are measurable objectively.

I would like with your pleasure to read to you an editorial which 
jus t appeared in the Grants Pass, Ore., Daily Courier. I don’t 
know how this editorial came to be written, certainly we had no hand 
in preparing it, b ut i t sums up a layman ’s view of this situa tion I think 
in an excellent way. The editoria l is labeled “Candy Flavored 
Aspirin Problem One for Parent s” :

I t seems Congress must  inva riab ly stick its nose into areas where it should 
be app are nt th a t no legislation is n ecessary  or at leas t att acks the wrong side of 
the  problem when  one does exist. Th e case in point is a current investiga tion 
in th e Capitol Hill Chambers of the  pac kaging of children’s candy flavored aspirin 
which app are ntly cons titu tes a menace to  young ones throughout the land  
because as one solon commented, "E ve ry  th ird day a child dies f rom an overdose 
of candied asp irin .”

We would first quest ion a seemingly disas trous  figure as highly improbable,  
but  if true,  something  perh aps should lx; done about it . That 183 children should 
die each yea r from this  form of acc iden tal poisoning does constitute  a cause for 
alarm  if true. Bu t the  direction of th e congressional investiga tion is along the  
lines of l imiting the number of p ills in each conta iner so children  would  the ore t­
ically  be unable to  get enough in one bottle to poison themselves.  This  would 
obviously  require  pre tty  small bot tles  and as a result mothers with several children 
probably would  have more than  one bottle in the  medicine chest so the  limit  
would  solve nothing.

If  an answer is to  be found, it also won’t be t ha t of Rep resentativ e Leonor K. 
Sullivan , the Democrat of Missouri, who utt ere d the flat sta tem en t about the  
morta lity  rate. She asked “Why perm it these pills to  be sold at  all?”
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Why indeed? Has she eve r t rie d to  get a large aspir in fragmented accurately  
for the correct dosage for a child  and then  get a to t to  swallow the  sour tas ting  
bit?  Probably  not. The  answ er it would seem must lie in either education of, 
or a rest rictive sort of pun ishm ent for, parents who allow medicine to  be reached 
by  children. Just placing the medicine on a high shelf won’t help because some­
how when compelled by his curio sity the  child will att ain  almo st any height to  
which  iu i adult  can climb. Rathe r,"the only answer  is t o keep all medicines in 
a well locked place and with  a  key in another  place unknown t o the  child. Even 
then  once in a while an inno cent  youngster will find the  one and  open the  other 
wi th fata l results, but it would  minimize the  problem.  But , to blame the drug 
industry for our paren t’s stu pidi ty  seems highly unfa ir to  say the  leas t and an 
offense "to our economic way  of life, at  best.

Gentlemen, if you will permit, I might summarize all this in a very 
few words.

In  my opinion you have been asked to deal with the wrong problem. 
First, a large number of the reported instances of aspirin ingestion are 
not poisoning in the ordinary sense, inasmuch as 90 percent of these 
take  too lit tle and have no symptoms or negligible symptoms.

Secondly, among the t rue  poisoning cases giving rise to the misused 
figure of 125 deaths, probably  one-half the deaths are from oil of 
wintergreen, a rubbing liniment.

A substantial proportion of the remainder are from inadv ertent 
overdoses during therapeutic, use. Also in this group are the repeaters 
which form a psychological problem, maybe as many as a quar ter of 
the total. Of those deaths properly ascribed to aspirin and all other 
salicylates, probably only alxmt 8 percent, or 1 out of 12 of the deaths 
are from children’s aspir in tablets.

You are also being asked to provide the wrong answer to this wrong 
question. The small bott le would contain too little  for practical 
needs. The small bottle would lead to the purchase of several bottles  
at  once, increasing the hazards. The small bott le would require 
illegible p rinting  and reduce the effectiveness of the warning stat e­
ments.

The fault is not in the bottle, it is in the negligence or ignorance of 
pare nts who do not  safeguard medicines properly and do not replace 
safety caps properly on the bottles.

Wh at is then the right answer?
First, these new safety  closures.
Second, education of mothers by all modalities which include such 

things  as the Council on Family itea lth.
Third, voluntary agreements arrived a t in conference by the parties 

at  interest.
Fourth,  the 50-tablet bott le has proved itself very safe indeed, bu t 

35 table ts can be legislated if addi tional safety is deemed necessary. 
The 25-tablet bottle is almost certain to be too small and to create 
more difficulties than  it corrects.

If there is to be a change, it should be by legislative, enactment of 
specific size of the  bo ttle, rather  than leaving the decision to possibly 
arbi trary , regulatory fiat.

Gentlemen, in my opinion this problem is too important for Con­
gress to delegate the decisionmaking auth ority to other branches of 
the Government.

Thank you.
Mr. J arman. Thank you, Dr. Tainte r. We appreciate your being 

with us this morning and adding this well documented statement  to 
our record.
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You referred several tim es to the 1955 conference  a t which the  
numb er of 50 recommen ded  aspirin s in the  bo ttl e was de termined.

How tho rou gh ly did th at  c onference  go into the  pro blem?
Dr . T aint er . Th ey  s pe nt  a n en tir e da y on it. It  was  by  p revious 

not ice  so t ha t ev ery body the re came  prepared  w ith  h is f ac ts and figures 
and principles pr et ty  well clarifie d. We believe it was  a jud icious 
conferen ce wliich  b roug ht  o ut  ve ry  close to the proper ans wers to the  
quest ion s rais ed.

Mr. J arman. Your co mplian ce w ith  the 5 0- tab let  reco mm enda tio n is 
on a vo lu nt ar y basis?

Dr. T ai nt er . I t is on a vo lu nt ar y basi s a t presen t, yes.
Mr . J arman. And you  indica te  in your  stat em en t; an d I quote  

from  pag e 3:
We st and ready to follow the  recom mendations of such a conference today.
Dr. T aint er . We would be de lighte d if such a conference  were 

called so we could  par tic ipate , pr es en t the  facts and help in arr iv ing  a t 
a sound decis ion.

Mr . J arman. Since FD A,  ap pa re nt ly  tak es  the  posit ion  toda y in 
fav or of a  less er n um ber of t ab le ts  t ha n the  50, le t m e ask t hi s:  I n  your  
inform al conferences  and  co ntac ts  wi th FD A, has  a rec om me ndation  
been  m ade to your  comp any in the pa st year,  th a t it  be a lesser 
num ber ?

Dr . T aint er . There  h as  been  no appro ach  to us th at  we reduce  the 
size of the tab let s, either fo rm all y or  inform ally —redu ce the  size of 
the  bo ttle.

Mr . J arman. Th e size of the  tab let s?
Dr . T ai nt er . The size of the bo ttles.  Th ere  ha s been no at te m pt  

to ge t us to reduce  the  size of ou r bo ttl e below the  50 tablets of 1% 
gra in size. In  othe r words th is legi slat ion is the  fir st mo ve in an a t­
tem pt  to ge t the  sma ller  size bo tt le  on the ma rket.

Mr. J arman. Are you in co nt ac t with the FD A?
Dr . T ai nt er . Yes. We are.  In  April I believe it  was , I  can  g ive 

you the  ex ac t da te  if you wish, I spen t 2 hours wi th Dr. Go ddard  
disc uss ing the se m at te rs  so th a t he  knows our views very tho rou ghly.  
We told him very expli citly we would be del igh ted  to go along with a ny  
kin d of a vo luntary decis ion of a well cons tituted  conference.

Mr . J arman. Tha nk  you.
Mr . Rogers?
Mr. R ogers of Flo rida. Tha nk  you , Mr. Ch air ma n, excuse me a 

second.
I th ou gh t yo ur  tes tim ony wa s well docum ent ed.  I th ou gh t it  

ve ry effec tive.
1 am concerned ; I wonder if yo u could  give  me a lit tle  bre akd ow n 

on one figure on yo ur  ch ar t 6, where you talk ab ou t the  pub lish ed 
rep or ts th a t show th at  from  14 to 74 pe rce nt  of the  so-called asp irin  
poisonin g cases a re due  to the  a dm in ist ra tio n of overdoses by  mo the rs, 
eit he r on he r own or on the  rec om mendation , mi sta ken or othe rwise, 
of a physician? Now,  I wo nder how  many were tak en  on the reco m­
me ndati on  of a phy sician  which wa s in erro r? Does the  lit erature 
break th at  down?

Dr . T aint er . Th e lit er atur e does no t break th at dow n in any 
clear way. Th is is a very touchy  sit ua tio n. A physician woidd no t 
like  to repo rt th at  he had  overdosed a pa tie nt  in a publi shed paper 
an d s ub ject  himself  to legal h azards , so this  is a kind  of a ter ra  incogni to.
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Mr. R ogers of Flo rid a. Th ere  is no way of our tel ling th at , then?
Dr . T ainter . All th a t we know is th at  in these six rep orts which 

are  published—I  can get  you  r eprin ts of it  if you  wish— the pe rcentages  
of the  aspirin ingestions  w hich  were due  to thera peut ic use by a docto r 
or  by  the  mo the r—-or I sho uld  say  som ebody giv ing it  to the child , 
it  was  no t the child  ge tti ng  it —was 39 perc ent  of the  tot al in the six 
rep orts.

Mr. Rogers of Flori da . W ha t was the  othe r percen tage ?
Dr . T ain ter. Se ve nty -fo ur  per cen t in one, bu t he had  43 pa tie nts 

the re.  He ma y have a  spec ial group,  a selec ted group. On the  o the r 
ha nd , y ou hav e to look a t the a rticle  b y Dr. Dr ive r wh o in 24 p at ients 
ha d only 24.5 pe rce nt of the rap eutics, or somewhere in th at  general  
ra te  range .

Mr. R ogers of Flor ida. W ha t do you do to give  guidan ce to pre­
scr ibin g a dosage un de r 3 ye ars of age?

Dr. T aint er . We give none .
M r. R ogers of Flor ida. You give none ; no s ugg ested doses?
Dr.  T ainter . N o. Bec ause, if we d id th at , of course  it  would have 

to  go on the bo ttl e or the package insert  and it  woidd  be ava ilab le to 
th e pa rents. Th e do ctor s ge t their  know ledge ab ou t the doses to be 
use d for these  var ious age  bra cke ts from  these form ula  on the  age, 
th e weight,  or the  sur fac e are a form ula.

M r. R ogers of Flor ida. I thou gh t you said  weigh t was no t a very 
good point .

Dr. T ain ter. It  is n ot  v ery good, th a t’s r igh t.
Mr. R ogers of Flo rid a. Ye t they  are using that?
Dr. T ain ter. Th ey  are  using th at for ma ny com pounds  and  for 

ordina ry—under ordin ary circ umstance s it  is rea son ably sat isfactory.
Mr. R ogers of Flori da . Shouldn ’t you pu t ou t some  lit erature to 

co rre ct  th at  impress ion,  if 74 perce nt of these stu die s poss ibly could  
ha ve  come, we do n' t know , from the  rec om mendation of a p hysician?

Dr. T ain ter. I th ink in man y cases they  did  come from  the  reco m­
me nd ati on  of a  physician.

Mr. R ogers of Flor ida. Co uld n’t som eth ing  be done there?
Dr . T ainter . Well, there is a lot of li te ra tu re  on thi s dosage so th at  

it  is availabl e to  the  do ctor  in pub lished lit erature. We do n’t  han d 
ou t boo kle ts on Ba ye r asp iri n for chil dren to the  docto rs.  Th ey  know 
th at ------

Mr. R ogers of Flor ida. Co uld n’t  you do that? You prescribe it 
eno ugh------

Dr. T ain ter. Yes, we cou ld.
M r. R ogers of  F lor ida . Yo ur  ind us try  I th ink would  perha ps do a 

publi c service in ma kin g sugges ted  form ulas  ava ilab le.
Dr . T ain ter. We ce rta in ly  could  do th at . We would have to de­

velop  a specia l booklet  for  the informa tio n of th e medical profession. 
T ha t could be done .

Mr. R ogers of Flori da . Th is is don e in some ins tances , is it not, 
for som e d rugs?

Dr. T ain ter. I t is for  p rofe ssio nal ly pre scr ibed dru gs,  pre scr ipt ion  
drug s particular ly.  Th e do ctor  uses the booklet  as his ma jor  source 
of inform ation, pa rti cu la rly  on a new drug.

M r. R ogers o f F lor ida . I would th ink th is would be helpfu l to the 
pro fess ion,  if this  high a figu re is possible .
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Dr. Tainter. Yes. The surface area is the most accura te way of 
calculat ing the dose. Apparently the response to drugs is deter­
mined, is more proportional to  the surface area than it is to the weight 
or the age, although there are variations in that.

Mr. R ogers of Florida. I think  t hat should be made known, and I 
would be interested in following up if your company cares to or decides 
to do something like that . I think  this committee would be interested 
in seeing about other members of the industry getting information to 
the doctors or else let Food and Drug do it. I don’t know why they 
couldn’t do it, after consul tation  with the industry and the medical 
people.

Dr. ’Painter. There is no real problem in developing a booklet of 
instructions or dosage, and that  could include first aid instructions 
and anything else that  was pertinent.

Mr. Rogers of Florida. Let me ask—why did the  industry agree 
in the first place to reduce it s bottle  size for children’s aspirin?

Dr. Tainter. Because it  was the opinion of that conference group 
tha t the 50-tablet s tandardization was the proper size, proper number 
of table ts to have, and they wanted the 1%-grain size, which is one- 
fourth of the full 5-grain tablet. We at tha t time were making a 2%- 
grain tablet w hich we were p utt ing  ou t in bottles of 50, so we cut our 
table t size in half and still k ep t the same 50 bottle. There are a few 
minor brands, mainly locally distributed, that  have other sizes. There 
are some bottles; a few bott les of 100’s which are primar ily used, I 
suspect, in hospitals.

Mr. Rogers of Florida. Wh at I wanted was the idea for the safety 
factor.

Dr. Tainter. That is right .
Mr. Rogers of Florida. For reducing the number.
Dr. Tainter. That’s right.
Mr. Rogers of Florida. So that it has some credence then on the  

size of the bottle, as far as children being affected—
Dr. T ainter. Yes. They fe lt tha t this was the ideal size from all 

considerations, including having enough available for use.
Mr. Rogers of Florida. The question is then whether wre should go 

below t hat . Industry  has agreed that  size is a factor.
Dr. Tainter. Is a factor;  right.
Mr. Rogers of Florida. Anil whether we should do it or let it be 

done voluntarily,  w’hether it is necessary, do you think 50 is not an 
unreasonable number?

Dr. Tainter. It  has turned  out to be a very good number over the 
last 11 veal’s.

Mr. Rogers of Florida. I am also concerned by the fact  that  the 
Food and Drug Administration has given out a figure that some 10,000 
out of 12,000 reported cases, as I  recall the testimony, was from baby 
aspirin poisoning, or overdosage.

Dr. Tainter. I don’t know where tha t figure came from.
Mr. R ogers of Florida. Well I will ask. This committee will ask 

them to document tha t st atement to the committee.
Dr. Tainter. The poison control centers have told us they have 

no such information in writing.
Mr. Rogers of Florida. Now, you say oil of wintergreen is quite a 

problem. Should some consideration be given to that?
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Dr. Tainter. I think oil of wintergreen should be labeled as a 
hazardous substance if it  is around the home to be used as a rubbing 
liniment.

Mr. Rogers of Florida. Is that presently done?
Mr. Luther. There are special labeling provisions in the FDA 

regulations for highlighting the danger.
Dr . Tainter. The problem here-----
Mr. Rogers of Florida. This  legislation would give him authority 

to do something abou t oil of wintergreen because the wording is 
“or other  forms of salicylic acid.”

Dr. Tainter. The problem on the oil of wintergreen can be clari­
fied if I simply point, out that if a child swallowed 1 teaspoonful of oil 
of wintergreen, he might get a fatal dose.

Mr. Rogers of Florida. Ju st  1 teaspoon?
Dr. Tainter. One teaspoon; yes. You see 1 teaspoon is 5 grams, 

and 5 grams is 5,000 milligrams, which is 62 of the tablets , so tha t a 
single swallow of oil of wintergreen can very well be fatal.

Mr. Rogers of Florida. Well-----
Dr. Tainter. And this is why it is so hazardous a thing to have 

around.
Mr. Rogers of Florida. I think we ough t to go into this problem 

too.
This bill would give them authority  under the present language?
Dr. T ainter. Under the present  language; yes.
Mr. Rogers of Florida. Should we take any action to actually 

require physicians to report all cases of overdosage, or hospitals to 
report this to a center in order for us to get some legitimate  statistics  
or know w hat action should be taken?

Dr. Tainter. There are two ways to get the statis tics, either set 
up field studies on a volu ntary basis with cooperating groups, and 
this is what is being done now at  Syracuse. There the Syracuse 
Board of Health, the University Medical School, the State board of 
health and the drug industry are participating in underwriting a study 
to go from 3 to 5 years. They have 3 groups of 500 familes each. In 
one family group they are following, are families where poisoning has 
occurred in the children.

They have another 500 group where poisoning has not occurred 
where they are doing intensive education of the family by monthly 
visits, inspections of the house, talking to the housewife about the 
hazards , and so forth.

The third family group they are using as an unchanged control 
group.

They  are now going into their third year I believe, and they have 
all of their  data  on IBM cards. We have seen no tabulations, but 
they are investigating each entire circumstance of each poisoning 
incident: If we had a group of these in different parts  of the  country 
to take care of the differences in local habits and local distribution of 
drugs and medicines and so on, then we would have a very complete 
unders tanding of this and could really do what the best thing possible 
is.

Mr. Rogers of Florida. Now I notice you say you don’t think it is 
advisable to put any first aid trea tment on it because of the size of 
the bottle, and because it takes  12 hours before you get the symptoms 
of an overdosage of aspirin.
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Dr. Tainter. Yes.
Mr. Rogers of Florida. Now does this mean you could have death 

in 12 hours?
Dr. Tainter. It would be very unusual, no. I  think I either  

misspoke or was not understood.
Symptoms can take as long as 12 hours to develop in the case of 

low dosage, or threshold cases. But aspirin is a drug  which has no 
adverse effect on the stomach, it doesn’t burn the stomach the way 
an acid or lye would, it takes several hours for it to be completely 
absorbed so that you can take time and get the child into the hands 
of a professional who can determine how much was taken and decide 
whether they  need to wash out the stomach or j ust watch the child 
for any symptoms. This is a kind of a decision a mother should not 
make because the symptoms develop so slowly. She is very apt to 
make a mistake and do the wrong thing.

Mr. Rogers of Florida. Well, in any event if the re is an  overdose, 
the  sooner you get it out of the stomach, the bette r for the child.

Dr. Tainter. Yes, of course.
Mr. Rogers of Florida. So, first aid, in other words if the mother 

could have the child vomit this  would at least help to get it out 
of the system even before she took it to the doctor. Suppose she 
had a difficult time finding a doctor, and sometimes this happens 
nowadays. I have even had the  experience myself with that.

Dr. T ainter. Well, there  is a doctor or a hospital within a half 
an hour of almost everybody in this country.

Mr. Rogers of Florida. Well, sometimes it is difficult to find a 
doctor.

Dr. T ainter. Except , of course, in the most ru ral areas.
Then there are the hospitals.
Mr. Rogers of Florida. Well, not always the  hospitals.
Dr. Tainter. Nearly every hospital has a poison control center 

where they are equipped to handle these cases prompt ly on admission. 
The problem of vomiting, I  thin k maybe I  should tell you a lit tle bit 
more about that.

The problem of vomiting is this, tha t there is nothing in the home 
which is a good effective vomiting agent to make the children vomit 
quickly.

Mr. Rogers of Florida. Except the finger, possibly.
Dr. Tainter. Well even th at  does not work with the child excited 

and so forth , tha t does not always work.
When I was a medical s tudent  I  taught, and was t aug ht tha t they 

should use a musta rd infusion.
Well, the  mustard seed tha t you get doesn’t have any ir rita nt prop­

erties until after you let it steep  for 10 to 15 minutes. I know a lot 
of mothers would be excited with a child whom they thought had 
swallowed a bottle of aspirin and would not wait 15 minutes or so 
until the mustard developed it s strength, so that  it  would not work.

They  have tried sirup of ipecac. The trouble with ipecac is that  
it may take as long as a half an hour for it  to work in about a third of 
the cases, and nobody has sirup of ipecac in their medicine cabinet  
anyway, so tha t there jus t isn’t a good antidote , a good vomiting 
agent that  the mother can be told to use. If she calls the doctor or 
the hospital and tells of the circumstances, the doctor  will say to 
either bring the child in, or he will drop out and see i t, or she does
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whatever is necessary and this gives the child an opportuni ty to have 
professional protection.

Mr. Rogers of Florida. Now, on your aspirin bottle, I don’t see 
where you say, that for overdoses or for treatment for overdoses, 
immediately contact  a  doctor.

Dr. Tainter. This  is what we are recommending here today as 
being the preferred way of emphasizing the fact that you should con­
sult  or contact your physician. We will be very glad to put tha t on 
the labels, and we th ink it  might be helpful. I t would be the most 
helpful thing we could put on i t.

Mr. Rogers of Florida. I  notice your printing abou t keeping the 
medicine out of the reach of children is blue on blue. It  might be 
difficult for some people to see.

Dr. Tainter. I can promise you that will be changed. I am 
embarrassed by tha t very much.

Mr. R ogers of Florida. I think it is difficult to see.
Dr. Tainter. Yes.
Mr.  R ogers of Florida. Now, one other question and I will con­

clude.
I notice tha t you don’t want  us to turn over to an administra tive 

agency the right to set by regulation the number of aspirins in the 
bottle . But now suppose we require a hearing? A proper hearing 
where parties can be heard  and evidence must be adduced, what 
would be your feeling on that?

Dr. Tainter. Well, I think  it  would be bet ter than letting them 
do it without a hearing, but  I think that you have enough data in 
fron t of you now so that a decision—you have relatively  few choices 
and a decision could be ar rived a t right here.

Mr. Rogers of Florida. You think it is better for us to just say 
“35,” than turn it over and let them go through hearings with it and 
get in medical evidence from both sides?

Dr. Tainter. I think it  is much bet ter.
Mr. Rogers of Florida. And vet  you are willing for us to empower 

them to increase the number of tablets. Why is tha t? Don’t you 
want to let them decrease the number?

Dr. Tainter. If there is some new packaging which develops 
whereby a bottle comes out that is safer than any we have now, or 
some new way of packaging tablets, that, is obviously better, then 
they should be empowered to take cognizance of that .

Mr. Rogers of Florida. Don’t you think probably it is always 
going to be difficult to get a safe cap? A child, one way or another, 
is going to be able to get through one, I would think.

Dr.  Tainter. Incidenta lly, we tried tha t cap you have on there in 
a children’s home and we found that no children 2 years old could 
open i t at all out of 20-some th at tried it ; and abou t 20 tried it in the 
3-year-old category and only 2 could get i t open after they had been 
shown how.

Mr. R ogers of Florida. I think we should commend you for that.
Dr.  Tainter. I strongly suspect tha t in a good many of these 

children’s cases tha t the mother just put the cap loosely on the top 
of the bottle and hasn’t snapped it down.

Mr. Rogers of Florida. Thank you. Your testimony has been 
mos t helpful.

Dr.  Tainter. Thank you.
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Mr. J arman. Mr.  Nelsen.
Mr. N el se n . Tha nk  you, M r. Ch airma n.
On page 3 you make refere nce to the  marke tin g polic ies and also 

for indu str yw ide conferences, how the y were  held.
Now i t i s possib le th at  the  Foo d and  D ru g A dm inist ra tio n feels th at  

thi s is too tim e consuming,  th a t it  would be to o di fficu lt to  get  indu str y­
wide pa rti cipa tio n and  coopera tion?

Dr. T aint er . Well, if this were a court  of law I  wo uld n’t be allowed 
to ans wer th a t que stio n becau se you would be ask ing me  to assu me 
wha t somebody else is th ink ing.  I don’t ha ve  an answ er for  th at .

Mr. N el se n. Let  me ask yo u th is.  Has  the in du st ry  coo per ated 
on a high per centa ge------

Dr . T ai nt er . In du st ry  is ve ry  coo perativ e ab ou t th is thing. In  
all the  disc ussions  we have  ha d,  I have never heard  anyone  even  
sug gest th ey  would no t ha pp ily  go along with any dec ision of such  a 
conference  grou p. In  o th er  w ord s as I said , we are engaged in selling 
med icines, an d we have a fee ling  of public  res ponsibil ity . We will 
do wha t is best,  as soon as th a t can  be pro perly  e stablishe d.

Mr. J arm an. Will the  ge nt leman  y ield?
Mr. N else n. I .yield, yes .
Mr. J arman. H ow was th e decis ion arr ive d a t in the 1955 

conference?
Dr . T aint er . There  was a general  consensus .
Mr . J arman. Was a vo te tak en ?
Dr . T ain te r. I don’t th in k th ey  need ed a vote. No , the re was 

no t eno ugh  divis ion of opinion, th ey  ju st  discussed th e th ing ve ry 
thorou gh ly and  these were the dec isions they  a rrived a t by  consensus .

Th e rea son I quote  the Dru g Tra de  N ews on th at  was because un ­
fo rtun ately ap pa rent ly  no bo dy  kep t an y mi nu tes  of th is meeting. 
I  have  no t been able  to find an y au thor ita tiv e min utes. Th ey  ha d a 
Ch airm an , Dr. Ho lland , who w as the m edical d irecto r of  food and  dr ug  
a t th a t tim e, bu t they  ha d no secretary to tak e the minutes  so the  
Dr ug  Tra de  News, which at te nd ed  the  confe rence, repo rted  it in fa ir 
de tai l an d gav e the conclus ions which  were  a rrived a t and which h av e 
been lived up  to, of course, ev er  s ince.

Mr. J arman. Based  upon  th e difference  in tes tim on y th a t the 
comm ittee  ha s had on this pro ble m,  do you  th ink  th a t a conference 
of th a t so rt  w hou ld reach a consensus?

Dr . T ai nt er . Well I do n’t  know  of any  difference in testimon y 
here ag ain st the findings of th a t com mit tee .

Mr. J arman. There  ha s bee n some  difference in tes tim on y befo re 
the comm ittee  to the  numb er of asp irins, for  example, th at ou gh t to 
go in th e bo ttle.

Dr . T ai nt er . From  the 25 to  th e 35 to the 50?
Mr. J arman. In  th at  c ate gory,  which is a big  issue here.
Dr . T ai nt er . I woidd thi iik  th a t i f th is c ommittee  were rec onven ed,  

it  wo uld con sider the da ta  that , y ou  h ave  in fro nt  of you now. pa rti cu ­
lar ly  th e tabu lat ion of the  m or ta lit y and  poison case incidence. I 
woidd th ink th is would  st im ulate the poison contr ol cen ters, the  
Nat iona l In st itut es  of He al th  or  HEW , Public Hea lth  or  som ebo dy 
to go ou t an d ge t more de tai led  an d reliable  figures  and sta tis tic s on 
wha t the  facts ac tua lly  are . The n on the bas is of tho se  fac ts and 
figures we would be able  to ar rive  aga in a t a pro per con sensus  on 
wh atev er  was  shown  to be the pr op er  course of act ion .
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M r. J arman. W ha t am ou nt  of tim e do you  th in k th at  would take  
to  come  up wi th fac ts an d figures to guide you ?

Dr. T ain ter. Th e Syrac use  stu dy , because they  are  try ing to 
follow these people an d th ei r families while th ey  are  in the  process of 
wa iting  for  poisonin gs to  occur, is wh at  we call a prospectiv e stu dy . 
The y are  looking ah ead into the fu tur e. T hat  is goin g to tak e some­
w hat  over 3 y ears. The y are  ab ou t 2 y ears in to  it  now. You  cou ld 
ge t usab le inform ation I th ink in 6 mo nth s to a ye ar  if you se t up a 
gro up and  had  sev era l inv est iga tor s to go ou t an d inq uire into the se 
cases.

Mr. Luther. Excuse me. Co nsist en t wi th the tes tim ony ab ou t 
the 35 and even  the 25 tab let s, if the re is to be  legis lation, we are  
sug ges ting those n um bers.  We would  a lso if the re w ere a reconvening 
of the com mit tee  and the FD A came to the comm ittee  with the  s ame 
th ink ing th at  they  ha d when they  end orse d th is bill and  appea red  
before  you  in Ju ne , we would certa inly m ake  the  same  offer of coopera­
tion and  would no t s ay  th at  50 is fine, we w on 't move.  Of course,  we 
will move , even if we do no t feel the fac ts ju st ify it,  ju st  the  source 
from  which the  sug gestion  is make would ce rta in ly  be cons idered.

I ju st  wa nt  to po in t ou t this is no t a sta lling  device in any way.  
We  would appear befo re such a com mittee an d ma ke  the  same rep re­
sentat ions  as we have bee n makin g here .

Mr. J arman. In  line  wi th wh at Mr . Rogers said a mo ment ago 
wi th reference to n hearin g, if we pro vided in the  bill for a hea ring at  
which time all in tereste d groups  and  ind ividuals  could  be hea rd, 
wou ld that  no t essen tia lly  achieve  the  sam e resu lt th at  a confe rence 
wou ld achieve?

Mr . Luther. Well, we thi nk  f irst on the  pro posit ion  we made here . 
25 an d 35, the re is no scientif ic fac tua l quest ion , it is a que stio n of 
poli cy. If  you  wa nt to  red uce it,  it is a questio n of policy, you  can 
take  the  25 or 35, there’s ample  support for th at , so we do no t th ink 
th a t the re is a  healing needed in  term s of de veloping fact s. Th ey  are 
p re tt y  ava ilab le and p re tt y  clear. I t  is a ques tio n of se tting  the  
poli cy. Hearin gs are  not usefu l for  th at purpo se.  We th ink the 
Congress ought to set the policy.

If, however, the comm ittee  would  reco nvene, it  would receive the 
policy of FD A an d th a t would be conside red in the deliberatio ns.  
Fo rg et tin g th at , ass um ing  a hea ring before FD A doe s occur and does 
get  invo lved  in facts, aa  yo u kn ow  leg all y the bu rd en  in suc h a si tu a­
tio n is real ly on the  d efen da nt , the  ind us try  in th is case, to overwhelm 
in the evidence  the  posit ion  of the  Ad minist ra tor because the  judg­
men ts  are  s ustained in th e court s if the re is an y su bs tant ia l evidence  
to supp or t the  Adm inist ra tor and  his findings.

We  do not  feel th at it  is a suffi cien tly factu al problem where  you 
sho idd  do th at . I t  is pu re ly  policy , Congress shou ld set it.  If  Con­
gres s does  not , we are  pe rfe ctl y willing to convene with FD A and  the  
professions and eve ryone else on th is mat te r.

M r. N elsen. I not ice  on page  21 you conclude your  stat em en t by  
suggest ing  that , if a fu rthe r lim ita tio n on the nu mbe r of tab let s in a 
bott le  is to be imposed, th a t the Congress do it , and you suggest the  
figure  of 35 grains or  we might  go to 25.

Now, assume th at  the Congress did  go to 25 and it  turned ou t to 
be  a n ut te rly ridicidous  numb er.  Did it  e ver  o ccu r to you how cum ­
berso me  i t is to ge t a bil l th roug h Congress to cha nge it  if we f ind we
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have made a mistake? Is it possible th at  this procedure might in 
some way be difficult for the industry if we did make a mistake in 
setting i t a t 25?

Dr. Tainter. I think  we would prefer to take our chances with the 
Congress, if you will allow me to say so.

Mr. Nelsen. Thank you for the compliment.
Getting back to page 8, I think I asked a question in the earlier 

hearing relative to the term “accidental poisoning” and actually  it  
should have been termed “accidental ingestion.” It  was your 
feeling that  the figure dealing with accidental poisoning was taken from 
a rep ort which actually was accidental ingestion. Has tha t ever been 
documented?

Dr. T ainter. Yes, it is in table 5,1 think, of the poison center control 
reports. They refer all the way tlirough not  to poison but to ingestion.

Mr. Nelsen. Was this a statement t ha t came from Food and Drug 
or from a witness?

Dr. Tainter. A witness of or from the Food and Drug here, used 
the word “poisoning” as if i t were “ingestion.”

Mr. Nelsen. In other  words it is not exactly an accurate 
analogy-----

Dr. Tainter. No, sir.
Mr. Nelsen. Thank you. No more questions.
Mr. Jarman. Mr. Satterfield.
Mr. Satterfield. Thank  you, Doctor. I enjoyed your remarks 

very much.
I have no other  questions, Mr. Chairman.
Mr. J arman. Thank you very much, gentlemen, for being with us.
Dr. Tainter. Thank you, sir, for the opportunity.
Mr. J arman. Our next witness this morning is Mr. James F. Hoge, 

for The Proprie tary Association, and I understand he is accompanied 
by Mr. Paid R. Connolly, of Washington, and Dr. William D. Paid, 
of the University of Iowa Medical School.

We are glad to have you, Mr. Hoge.

STATEMENT OF JAMES F. HOGE, THE PROPRIETARY ASSOCIA­
TION ; ACCOMPANIED BY PAUL R. CONNOLLY, OF HOGAN
& HARTSON, WASHINGTON, D.C., AND DR. WILLIAM D. PAUL,
UNIVERSITY OF IOWA  MEDICAL SCHOOL

Mr. H oge. Thank you, Mr. Chairman. We want to accommodate 
ourselves to your time requirement and already we have contemplated 
means of shortening our presentations.

Let me take a moment to introduce, please, on my right, Mr. Paul 
R. Connolly. Mr. Connolly is a member of the firm of Hogan & 
Hartson,  in this ci ty, and he is a member of the bars of the State of 
Maryland and of the Dis tric t of Columbia.

On my left is Dr. W. D. Paul of the University  of Iowa Medical 
School. He has been with tha t school since about 1930. He has 
given me a statement  of his biography and with your permission I 
woidd like for th at to appear  of record a t the appropria te place rather 
than  to take the time to read  it now. I may be forgiven for just say­
ing that it is a very distinguished biography and tha t Dr . Paul also has 
a very extensive bibliography. I had not thought that  I woidd put 
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th at  of record unless the committee  desires it, although I have it here. 
It  is a very extensive one.

Mr. Chairman, I ask permission tha t my statement may appear in 
the record in full.

Mr. J arman. Without objection, it will be done.
(The prepared st atem ent  of James F. Hoge follows:)

Sta tem ent  of  J am es F. I I ogf. on  B eh al f of th e  P ro pr ie ta ry  Assoc iatio n

My name is James F. Hoge. I am a member of the ba r of th e Sta te of N orth  
Caro lina and of the State of New York. I am a nat ive  North  Carolin ian and 
practiced law at  Greensboro  in th at sta te  for about eigh t years before moving to 
New York in 1930. My add ress now is 90 Park Avenue, New York City, where 
I am engaged in the active pra ctice of the  law as senior mem ber of the  firm of 
Rogers, Hoge & Hills.

REPR ESENTATION

My appearance on H.R . 13886 is on behalf of The Proprie tary  Association, 
the  offices of which are a t 1700 Pennsylvan ia Avenue, N.W. , Washington, D.C. 
The Association was organ ized in 1881 anil has been in continuous  existence 
since. It s active  m embers—9S in number—are engaged in the manufac ture  a nd 
dis trib ution of proprie tary  medicines—medicines which  are complete ly com­
pounded,  packaged and labeled for  use b y consumers.

These medicines are classified as over -the-counter items, i.e., items no t re­
stri cted by law or practice  to sale  on prescription.  Illu strative of such articles 
are  many  well-known prod ucts , such  as Vicks Vaporub, Listerine, Bavcr Aspirin, 
Bufferin, Anacin, Alka-Seltzer, Castoria , Murine and Phillips’ Milk of Magnesia. 
The re are  also 140 associate members—companies which do not manufac ture  
and  d istr ibu te proprie tary  medicines bu t which a re interested  therein as suppliers  
of materials and services.

POSITION

I would like for my first reference to be one of a pprec iat ion ; to express thanks  
on behalf of my client, The  Proprieta ry Association, and  of myself, its General 
Counsel since 1934, for the  pr ivileg e of this appearance.

Our appreciation is deepened by the  seriousness of this legisla tion. For it  is a 
very  serious bill—serious in  purpose an d po tent ial to bo th p rodu cer and consumer. 
I have  said to m y client—an d, with you r permission, I now say to you—that  it  is 
the  most crucial legislative prop osal  to confront  man ufac turer s of prop rieta ry 
medicines since the introduction on Jun e 6, 1933 of S. 1944, which—after much 
amend ment—and after five year s—was to become the  Food, Dru g and Cosmetic 
Act of J un e 25, 1938.

Let  me inte rjec t a t this  point  t hat  this  Association became a suppor ter of that  
bill a t the  time of its Sena te passage in Mav 1935. In August of that  year, I 
appeare d before this Com mittee and pledged the  sup port of this  Association in 
the  following words:

“ We do not oppose the  bill here  today anti we do not propose any  amendments.
“ I am par ticularly  glad to say  that , Mr. Chairman, because up until  this time 

we have considered it necessary to be an opponent, a lthough all th e while we have 
realized th at  improved food and drug legislation  was, and is, needed, not only 
in the inte res t of the publ ic but in the inte res t of legitimate  indust ry.” (Hear­
ings before  the Subcommittee  of Committe e on In ter sta te and  Foreign Com­
merce:  H.R. 6906, H.R.  8S05, H.R . 8941 and S. 5, 74th Congress, First Session, 
Sa tur day, August 10, 1935, page 694.)

Th is Association h as supporte d thi s law ever s ince; and will contin ue to  su ppor t 
it. I t  now opposes II.R.  13886, bu t only in pa rt.  It  certainly supp orts  its 
decla red purpose “ to pr ote ct children and  othe rs from acc identa l death or  injury.” 
To be sure, it  is wholeheartedly in favor of child safe ty. If th at  were the full 
exten t of t he  bill, we would hav e no criticism of it . But that  is not  t he extent of 
it, and  our  purpose and position here today are to seek such amendmen t a s will 
confine it  to th at  purpose.

Our concern is tha t, under the hea rt-s tirr ing  ban ner  of “child safe ty,”  the  bill 
would pu t the packaging and  labeling of over -the-counter drugs under a system 
of governm enta l licensing; would accomplish th at  by unlimited delegation  of 
au thor ity  to the Food and Drug  Adm inist ration.

Our concern is confined to three points : (1) limita tion,  by FDA regulation,  o f 
the  qu an tity per  pack age of aspi rin—and of aspirin -containing produc ts—
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intende d for use by children; (2) requirement, by FDA  regu lation, of safe ty 
closures for reta il drug packages,  whether or not intended for children; and (3) 
delega tion of author ity  to FDA  to prescribe the  con tent  and the  manner and 
form of s tat em en t of labeling  wi th respect to direc tions a nd warnings.

I.  Quanti ty Limitation on Packaged Asp irin
Und er Section 2 of the  bill, a drug would be deemed to  be adulterated i f i t is an 

aspir in or other form of salicylic acid preparation in a dosage  form inten ded for 
use by children,  and  packaged in a retail container, if the aggregate quantity  of 
the d rug in such contain er exceeds a limit  which has been established by  regulations 
of the FDA  as being likely—if ingested a t one time  by a child  of tend er age—to 
cause dea th or serious injury.

Manufactu rers  rep resen ting at least 95% of t he  t ota l children ’s aspir in market 
now pack age  the  pro duct in con tain ers  of 50 tab let s of 1/4 g rain s. They  h ave 
done this  since 1955 when they  a dopted the recommenda tions  of a  special medical 
advisory panel  s et up unde r FDA direct ion. The p ane l inclu ded representatives 
of the  American Medical Associa tion, the  American Academy of Pediatrics , 
represe ntat ives  of industry, mem bers  of the  FDA and “general inte res t 
particip an ts.”

We are not here today to  argue for a con tinu atio n of packaging 50 tablets  to 
the  container. We are qu ite  prep ared  to  conform to  contemp orary tho ught 
respectin g the  number of tab lets  per package, and to  reduce the number. But , 
for perspective, it is ns important—as it is fair—to point out  th at  the  present 
practice was formulated by the  special advisory panel  referred to and th at  the  
panel  operated  with the  p art icipat ion  and endorsement of the  F DA, and th at  its 
recom mendations were adop ted and pu t into  effect withou t legis lation or other 
governmenta l coercion.

The  action of tha t panel -was reported in the columns  of “D rug  Trade News 
for Feb ruary 28, 1955 and a copy of th at  r eport is att ached hereto as Appendix I. 
Th e recommendation  of the panel  were as follows:

1. Child ren’s aspir in pro ducts  should continue to  be offered in flavored 
form.

2. Different  dosage str ength s of children ’s aspirin were "undesi rab le' .
3. A sta nda rd dose strength  per  tablet of 1J4 grains of aspirin  was urged.
4. All labels and packages conta ining  salicylates  should carry a clear and 

conspicuous warning  to  “keep out  of t he reach of chi ldren” .
5. The  label ing should direct  paren ts to  consult the ir phys ician concerning 

dosage for children und er t hr ee  years.
6. Manufac turers should no t increase thei r then prese nt maximum amo unt  

of child ren’s flavored aspi rin per  package. Th en and  now th at maximum 
has been 59 tab lets  of 1% grains each.

7. "Safety  closures” should  be developed and used.
8. Since the  problem is basically  one of parental negligence or ignorance, 

increased educat ional efforts concerning the dangers of acciden tal ingestion of 
aspir in-con taining products was urged.

If, on the evidence adduced at  these hearings, this  Com mit tee concludes th a t 
child safety  will be prom oted  by limiting the  number of tab lets  in containers of 
child ren’s flavored  aspirin, the Proprieta ry Association desires to  coopera te in 
developing the  legislation. I t  asks  only th at  the limi tation be wri tten  into  the  
Act ra ther  tha n left to determ ination  and change by adm inistrative regulat ion. 
And it  asks th at  the  l imi tation be prac tical  and  reasonable. Dr. Falmisano, a 
ped iatr ician in the  Bureau of Medic ine of FDA, testified a t the hear ing before 
this  C omm ittee on  June 24, 1966 th at :

“Somewhere in the neighborhood of 20 to 25 tab lets  of grain of aspirin  
flavored  would seem to be the  place where you would hav e to  cu t i t off if you  want  
to  do w hat  we are talking about.”  (Record, page 38)

Our recommendation  is th at  the Committee ac t on th at  tes tim ony  and fix in 
the bill itself  a limit  of 25 tab lets  of 1% grain child ren’s f lavored aspirin , or the  
equivalent for liquid  prepara tions .
I I . Safety Closures

Under Section 3 of the  bill, any drug in a reta il container (including one to be 
dispensed on  prescr iption),  and “whether  or not such drug  is inte nde d for chi ldren” 
which the FD A by regulation requ ires to be secured by safe ty closure, would be 
adulterated unless its containe r is secured in conformity  with such  regula tions .

The  difficulty on this poin t is t hat  t he  bill here, too, is designed for y et  another 
delega tion of auth ori ty to  the  FD A;  this  time to presc ribe safe ty closures. The 
objection  to this fur ther delega tion is compounded by the  fac ts presently  per-
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tainin g to  the development  of sui tab le such closures. Th at  factual  situation has 
been fully explained to the  C ommit tee  by other witnesses.

Mem bers  of this Association— par ticu larly those which man ufacture children’s 
flavored  aspirin—have  sough t for a long time, with the aid of the makers of 
bott les,  to devise safety closures. They have employed—and do now employ— 
such  closures  as h ave  been developed.  They would welcome—and are ardently  
seeking—more efficient closures. The objection to the  bi ll at  this  point is again 
the delega tion of unlimited au thor ity  to the FDA. Ra the r tha n make that  
delegation , it  would be bette r to  require that  the  FDA  be dire cted to hold con­
ferences or  hearings to explore the subject a nd  to make recomm endat ions.
I I I . Basic Changes in Labeling Law

Section  4(b) of the bill includes in ident ical language a provision of I I. R. 13885, 
a bill now pending before this  C ommittee  which rela tes to severa l aspects of (hug 
regulation. What II. H. 13886 does  at  this point is to tak e one of those aspects 
(entitle d in II. IL 13885 a s “D rug  Labeling Regu lation”) and  incorporate it into 
II. R. 13886, the "Chi ld Safe ty Act of 1986." Such excerpted portion would 
apply to  all drugs and  with resp ect  to them the  use by children  would be merely 
incidental.

This excerpted  portion would drast ical ly amend Sec. 502( f)(2),  Th at  section— 
since 1938—has required drug labe ling to  bear  “a deq uate” direc tions  and “ade­
qu ate” warnings. The mamifacturer is, and has been, und er the  obligation  to 
include such adequate directions  and warnings on penalty of encountering—if he 
fails—th e serious sanct ions of injunct ion , criminal prosecut ion and product 
seizure.

Section 502(f) was a highly im porta nt provision at  the  tim e of enactmen t in 
1938, and through the years lias con tributed great ly to  th e safe and  effective use 
of d rugs . The section has been  ttie  bette r for imposing the. responsibi lity upon 
the manufacturer—for requiring that, he meet the  law’s comm andm ents and 
proh ibitions at the  risk of encountering, as above-sta ted, criminal prosecution, 
seizure of product, and injunction if he fails to  m eet his responsibili ty.

In the  course of the hearings  on June  24, 1966, there was test imony th at  the  
FDA had been “dealing witli regulat ions unde r th at section since 1938 without 
provision for hearing” ; th at

“ We are regula ting the ent ire range of drug labeliug unde r t ha t section without 
any problem without a hearing, so we d idn’t  think  it  called for one to add this 
additional thing." (Record, page s 35 and 36 (The reference to  “th is addit ional  
thi ng” being presumably the proposed extensive rewrite of Sec tion 502(f))).

Tha t is not  accurate. FDA has, indeed, been “regulating the  enti re range of 
drug  labeling under t ha t section,”  and it lias been doing it "without any problem 
withou t a hearing.” But  that  is where any  analogy to  t he  proposed amendment 
stops . The  law requires the  manuf acture r to  include in liis labeling adequate 
direc tions  and adequate warnings and  imposes the responsibility on him t o comply 
with  the law; imposes responsib ility on FDA to  enforce the  law. The proposed 
amend ment would, in effect, empower FDA to make the  law. For—under the 
amendmen t—every  detail of th e labeling as to directions and warnings would be 
form ulat ed and prescribed by FDA.

For  more than a  qu arte r of  a century , FDA lias formula ted and  published—and 
ind ust ry has applied—a comprehensive se t of suggested  warnings which appea r 
in the  Code of Federa l Regula tions, Tit le 21, Chapter 1, Pa rt  131, entit led “ fnter-  
prepre tive  Stateme nts Re Warnings on Drugs and Devices For Over-The-Counter 
Sate” . A copy of such current “I nte rpretive Sta tements ” is att ached hereto as 
Appendix II. The  “purpose of issuance” of these s tate ments  is s ta ted at  Section 
131.1 as follows:
§131.1 Purpose of issuance.

Th e warning and caut ion sta tem ents suggested in Sub parts B, C, and D of 
this pa rt,  for inclusion in the  label or labeling of drugs and  devices subjec t to 
section 502 (d) and (f)(2) and  oth er relev ant provisions of the  Federal Food, 
Drug, and Cosmetic Act are  issued for the purpose of assisting industry  in prepar­
ing proper labeling for these articles fo r over-the-counter sale anil in meeting the 
legal requirements of the act that the label or labeling of drugs and devices bear adequate 
warnings, in  such manner and form as are necessary for the protection of users. 
Only sect ion 502(d) of the  act requ ires use of the specific language included in 
these suggested warning and  caution  statements. These suggested warning or 
caution statements are illustrative o f those that may be necessary or desirable. It is 
the responsibility of the manufacture, packer, shipper, or distributor in interstate com­
merce to see that such statements are adequate for  compliance with the provisions of
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the law. Omission of any art icle from this suggested  list  does no t relieve drugs an d 
devices subject to provisions of the  ac t from bearing adequa te warning or cau tion  
sta tem ents where such sta tem ents are necessary or desirable for the protection of 
the user. (Emphasis added .)

Enactment of Section 4(b) would completely change the  concept and appl ica­
tion  of the  existing law wi th resp ect  to the labeling of over-the-counter  drugs. I t  
would amend existing law so subs tan tial ly and  so completely aa to swallow up  and 
replace pract ically  all other labeling requ irements  p erta inin g to over -the-counter 
drugs. It  would p ut  them—in so far  as labeling is concerned—under a system  of  
vir tual  licensing. It  would accomplish this by unl imi ted delegation  of  auth ori ty 
to  EDA to p rescribe th e label ing—including the  manner and form of s tatem ent— 
with respect to directions a nd  warnings; with respect to all ma tte rs to be included 
in, or omitte d from, the  labe ling; and even to requ ire "su ch o the r information*’ 
as EDA decrees.

Th e overwhelming enlargeme nt of Section 502(f), which Section  4(b) of t he  bill 
proposes, is here  shown by the new matter being capitaliz ed:

“ (b) Section 502(f) o f such Act (21 U.S.C. 352(f)) is amended to read as follows:
(‘A drug or device shall be deemed to be misb randed—’)
“ ‘(f) Unless its  labeling bears (1) ad equate directions  for u se; (2) such adequate 

warnings against use in those patho logical conditions or  by children  where its use 
may be dangerous  to heal th, or  against unsafe dosage or meth ods or dura tion  of 
adm inistratio n or  app licat ion, or  against a sub stantial and  reasonably foreseeable 
risk of causing accidental  injury , in such manner and form, as are necessary for 
the protect ion of users, includ ing instructions for fi rst-aid tre atmen t when neces­
sary  or appropriate; and (3) such  other information rela ting  to the foregoing 
ma tte rs and to side effects, contraindica tions, effectiveness , and other matters as 
may be requi red by or p ursuan t to regula tions  (applicable  to the  labeling of such 
drug) prescribed by the Sec retary  in order to carry  ou t the  purposes of this  
parag rap h; and unless such labeling is in all respects in conformity (with respect  to 
ma tte rs to be included in or om itt ed  from such labeling, and  w ith respect to man­
ner and form of statement of m at ters included) with the requiremen ts (applicable 
to t he  labeling of such drug) prescribed by the  Sec retary by o r pu rsu ant to regula­
tion on the  basis of a  finding that , such requirements  are  necessary  for the safe and 
effective  use of  drugs or of the specific drug or class of drugs involved: Provided, 
Tha t where any  requ irem ent of  clause (1) of this paragraph , as appl ied to any 
drug  or device, is no t necessary for the  protect ion of the public he alth , th e Secretary  
shall promulgate regula tion s'ex emptin g such drug  or device from such require­
m en t’ ’’

The  sweeping extent of the  proposed delegation may be analyze d by rearranging, 
or  breaking down, the words of the  section as proposed to be amended. The 
proposal  is th at  the  FDA have unlimited delega tion to requ ire (Page 4, line 1) 
"such other information rela ting to ";

A. The “Foregoing Ma tters . to  wit:
1. Adequate directions, and
2. Adequate warnings again st—
(a) use in  pathological cond itions
(b) use by  children
(c) unsafe dosage
(d) methods of administratio n
(e) dura tion  of adminis tra tion or application
(f) risk of accidental inj ury
(g) inst ructions for  first aid

B. “and to":
(h) side effects
(i) contra indications
(j) effectiveness, and
(k) “other  m att ers ’’ as ma y be required by regu lation, and the  a rticle  will 

be misbranded
C. "unless such labeling" confo rms “in all respects” with  regu lations as to—

(l) “maimer" of state men t, and
(m) “form of sta temen t" for the  “safe and effec tive"  use of the produc t

This  break down speaks  for itself . I t both dem onstrates the  thoroughness of
the  p resent  provisions of law and the  extent of th e att em pte d enlargement- under 
the  proposed amendment, Exc ept  for (f) and (g), t he  law now covers all the sub­
sta nti ve  elements in th e foregoing analysis.  As in terp rete d and applied—and as 
illu strated in Appendix II —it require s “adequ ate" warnings again st—
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(a) use in patho logical condi tions: with respect to infection, in case of 
burns , irritation, swelling, rash, rapid  pulse, dizziness, glaucoma, kidney 
disease, nervous symptom s, nausea, fever, persistent  coughs, high blood pres­
sure, diabetes, hea rt disease, liver disease, inte stin al disorders, diarrhea,  sore 
throat;

(b) use by ch ildren : thi rty -tw o suggested warnings  with respect to children 
appear in Appendix II ;

(c) unsafe dosage: twen ty-seven  suggested warnings against unsafe dosage 
app ear  in Appendix I I ;

(d) methods of adm inistration: against  use as a dus ting  powder, aga ins t 
inte rnal  use, use in solu tion , against  app licat ion to  l arge  areas of the body , 
against bandaging  ex tremities , for inhalation only, not  for ingestion;

(e) dura tion  of adm inistratio n or appl icat ion: again st use if sym ptoms 
pers ist or recur f requen tly,  limitat ion  on number of days of use, against  f re­
quent  or  prolonged use.

We will pass over m ome ntar ily (f), risk of accidental inju ry and (g), inst ruct ions 
for first aid, and come to (h), “side effects” and (i), “contrain dica tions.” Both  
are covered by the pre sen t la w as il lust rated in the  foregoing. A “side e ffect” is 
defined by Webster  as—

“an effect of a drug othe r tha n the  one i t was administered  to evoke,” 
and in Stedman’s Medical Dict ionary as

“a resul t of drug  or othe r form of therapy  in add ition to or  in extension  of 
the  desired the rapeut ic effect. While technically the  therapeut ic effect 
carried  beyond the desir ed limi t (e.g., a hemorrhage from an anticoa gulant  
is a s.), the term  more often refers to pharmacologic result s of therapy unre ­
lated to the usual objective (e.g., a development of signs of Cushing’s syn­
drome with steroid the rap y).  The term  usually , bu t not  necessarily, con­
notes an undesirable effect.”

“Contraind icat ion” is—
“an  indication,  sym pton, or  condi tion th at  makes inadvisable a par ticula r 
treatm ent or p rocedure” (Webster);
“any  special symptom or  c ircumstance th at  renders the use of a remed y or 
the  carry ing out  of a surgical procedure inadvisab le.” (Stedman)

As to (j), “effectiveness,”  the  law has been str ic t as to over- the-counter medi­
cines ever  since enactment in 1938. A drug  is defined as misbranded if “its 
labeling is false or misleading in a ny par ticu lar” (502(a)).  And

“If  an artic le is alleged to be misbranded because the  labeling is misleading, 
then in determining whether the labeling is misleading there  shall be taken 
into  account (among oth er things) not  only represen tations made or sug­
gested by sta tem ent , word, design, device, o r any  combination thereo f, bu t 
also the extent  to which the labeling fails to reveal fac ts mate rial in the ligh t 
of such represen tations or  material with respect to consequences which may 
resu lt from the use of the article to which the labeling relates  under the 
conditions of use prescribed in the labeling thereof or  u nde r such conditions 
of use as are customary or  usual.”  (Sec. 201 (n)).

If the drug is not  effective for  the claims conta ined in its labeling, then  the 
labeling is false o r misleading and the drug  is misbranded  an d is subjec t to seizure 
and the manufacture  o r d ist rib uto r of i t is sub ject  to c riminal prosecution  a nd/or  
injunction. (Sec. 302, 303, 304).

As to  (k), “other  m att ers ”, as may be required by regulation, th at  obviously is 
a wide open gra nt of au tho rity. As’ for (1) and (m), “m anner and form of state ­
men t” , the law now requires the  warnings “in  such manne r anti form, as are 
necessary for the protect ion of users.”

So, the  law now embraces—and  since 1938 has embrace d—the subs tance of 
everyth ing  proposed except warnings as to risk of accidental inju ry and ins truc ­
tion s for first aid ((f) and (g) in the foregoing analys is). Other than those ele­
men ts, the bill adds  nothing to existing law excep t a delega tion of unlimited 
auth ority' to the  FDA, and  there has been no showing of any need for this  dele­
gation. If over -the-counter drugs are so fraught with danger, or with  need for 
professional direction, as to  requ ire the proposed form of licensing control , they 
should not be sold over  t he  counter. They  should be sold only on prescription . 

PRODUCT LIABILITY

Special att ent ion  may now be drawn to the  proposal th at  the labeling of drugs 
shou ld bear  warnings aga ins t risk of causing accidental injury  and should include 
instruc tion s for first aid tre atmen t in the  eve nt of such accidental injury. This
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proposal should have most carefu l examination. If  enacted, it  would likely open 
wide the door to minute  administrative regula tion and  enormous prod uct liability.

With the passage of time there would likely be an increasing  adm inis trat ive 
dem and for warnings again st an increas ing num ber of risks. The fac t of the  
mat te r is, this amendment would be the answer to a negligence lawyer’s prayer. 
The  manufacturer would be liable for inju ry no t only from intended use bu t f rom 
unintended use and from abuse and misuse.

Th e r isk of accid ental  injury  is dependent upon many contingencies over which 
the  manufacturer has no cont rol. Accidents may accompany the use of drugs in 
all the  circumstances, ways a nd  aspects in which they  may accom pany p racti cally  
eve rything th at  people do: walking, riding, bath ing,  working, playing, etc.

Th e proposal for inclusion in labeling  of inst ruct ions  for firs t aid  treatm ent is 
even more alarming. It  may be asserted by the  enforcement agency or by civil 
liti gants  th at  “in structions are  necessary or appro pri ate” in a multitude  of cir­
cums tances. It  may be aeer ted th at  such “in structions” are  “necessary” with 
respect to all uses—intended or unintended—and  in all the  conditions for which it 
is recom mended. Wh at is considered “necessary or approp ria te” a t one time 
may not be so considered a t ano ther. The  list of conditions in which such in­
struct ion s are deemed “necessary or appropriate” may  leng then  with time, and  
the  composition of the “inst ruc tions” may broaden and the  nature of them may 
change with  changing adm inis trat ions.

I t is quit e well recognized that  the Food and Drug Act is di rec ted  primarily to 
pro tec ting the health  of the  public.  So—when public health requires it—the  
th re at  of enlarged produc t liab ility  must be tolerated . Bu t must it be baited, 
inv ited , and encouraged?

Fi rs t aid  treatm ent involves ques tions  of therapeutic s; involves  medical care 
and incid ents  of the practice of medicine : involves ques tions as to the propriety  
of, and  the  appropr iate , self-medicat ion in such cases. Thus, the manufacturer 
would  be faced with differences of medical opinion as to whe ther  the sta ted  in­
struct ion s were the proper ones, whether they (and/or unsta ted  ones) were 
“necessary or app rop ria te.”  Unce rtain ty, controver sy and litiga tion would 
inevita bly  be bred by ques tions of this sort, proli ferated and blown into  consider ­
able proportions by cross-winds of medical opinion.

CONCLUSION

Th e philosophy of the  Federal  Food and Drug  law has been to  encourage  
pr iva te ini tiat ive  and  enterprise ; to sta te in the  law the  commands and prohib i­
tions; to impose ttpon manufacturers the  responsibili ty for obeying such com­
mands and  prohibitions. There  are  in the  law exceptions, but such exceptions 
have been justified on the  basis of needed public protectio n. So, the new drug  
provis ions of the law are , in effect , a form of licensing. Likewise, the certificat ion 
of antib iotics. But these  are  exceptions which prove the rule. Unless such 
rule and this  concept of the Food  and Drug law have become outm oded  and are 
to be discarded and the  manufacture  of drug  produc ts made an administered 
industry, the FDA should no t receive  t he  delegation of autho rity which this bill 
proposes.

The conclusion of the  mat ter is th at  H.R . 13886 goes fa r beyond child safety,  
envelops controversial medical opinion, escalates legal liability  and constricts 
indust ria l independence. I t enlarges delegation of autho rity  to FDA beyond 
any thing foreseeable.

The  full measure of the  comple teness  with which H.R.  13886 locks up under 
Governm ent control the  labe ling and packag ing of drugs may  be taken in the  
frame of reference afforded by Appendix II I wherein  the  far-reaching controls 
now per tain ing  to these pro duc ts are  outlined.

Therefore, we respectfully req uest th at  H.R . 13886 and similar bills no t be 
favo rably reported in  the ir pre sen t form, bu t th at  they be ame nded to overcome 
the  ob jections herein set out.
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APP EN DI X I 
(Drug  Trad e News, Feb . 28, 1955]

FDA, I ndustry Officials Agree  on Children’s Aspir in Policy, 
Recommend Label Warning

Washington.—The Food an d Drug Administration  is expected in time to 
adop t as formal policy most  of the recommenda tions made by a medical advisory 
panel on accidental  ingestion and misuse of salicy late preparations by children, 
a FDA spokesman said following a  panel meeting on the  sub jec t held here.

Chief among five recommenda tions  adopted unanimous ly by the  panel of in­
dustry, gove rnment and oth er phys ician s and technicians inte res ted in the  sub­
ject  was that  labels of all bot tles  and packages of p repa rations  conta ining  salicy­
lates carry “clear ly visible and in bold face typ e” the  following “WA RN ING: 
Keep ou t of reach of child ren.”

The group  also recomm ended th at  no specific dosage recom mendations for 
children unde r three  be carried on labels of these  preparat ions, bu t that  labels 
should bear  the  sta tem ent : “F or  child ren under three  consult  your physician.”

Another recommendation  was that , if possible, m anufacturer s agree on a stand­
ard  s tre ng th of 1J4 gr. for children ’s aspirin . Dose forms of several  s trengths for 
child ren are "undesirable,” the  panel stated.

The  group said it  "looks with favo r” on m anufactu rers refraining  from increasing 
the  present maximum amo unts of ch ildren's flavored a spirin  per  package uni t and 
tha t it encourages development of a  safety  closure a nd container .

Dr. Albert H. Holland,  Jr. , FDA medical direc tor, emphasized that,  while 
flavored  aspirins probably arc a fac tor  in the salicylate  h aza rd for children, the 
group recognized they have “importa nt medical advanta ges" and agreed no 
res tric tive  action should be tak en  against the  continued man ufacture of such 
preparations.

The  panel also urged “wider  and more effective use” of educational means to 
inform  physicians, pharmacists and consumers of the  hazards  involved in acci­
dental ingestion of salicylate -containing preparations.

Dr. Holland said the  panel’s recommendations will form the basis for recom­
mendatio ns to be made by FD A’s Medical Division to Commissioner George P. 
Larr ick. A spokesman for Mr. Larr ick said tha t when Dr. Hollan d’s recommenda­
tions  are received they  will be considered from a legal and adm inis trat ive  view­
poin t ami  a public sta tem ent  will be made of the policy finally adopted . It  was 
made clear that  time will be given manufac ture rs and  dis tribu tor s to work off 
stocks  of prep arations and labe ls on hand at the  time  a policy  decision is an­
nounced.

The salicy late panel, the second to be set  up under Dr. Hollan d's direction , 
was headed by Dr. Charles F . McKha nn,  p rofessor of ped iatries, Jefferson Medical 
College, Philade lphia. Dr. Hol land  said he was "much grat ified” a t the  manner 
in which the  group had att acked the  problem under stud y and  a t the nature  an d 
unanim ity  character izing its recommendations.

Representing industry  at  t he  Feb . 14 meeting were Drs. George R. Hazel and 
Edward J . Matson, Abbott; Dr. Theo dore  G. Kluinpp and II.  M. Manes, Ste rling 
Drug ; C. D. Smith Jr. , and Joseph W. Kouten , Carroll  Dunham Sm ith:  Dr. C lay­
ton G. Weigand, Lilly; Dr. Jam es M. Shaffer and Rob ert L. McNeil , J r.,  McNeil 
Laboratories: Drs. L. Eugene D aily  and Paul McLeon, Norwich: Drs. E. A. Sharp  
and  George M. Shadle, Parke-Davis : II. B. Solmson and Earl  Kimzey, Plough; 
Dr. Douglas Remsen and J. J.  Too ty, Squibb division of Mathieson; Drs. E. 
Gifford Upjohn and Ear l L. Burbidge, Upjohn, and Dr. E. R. Neary and J.  J.  
Feldman, White  Laborator ies.

Par tici pat ing  as consu ltants: Dr. Jay M. Arena, Duke University ; Dr. Edward 
Press, American Public Hea lth Assn.; Dr. Torald Sollman, Western Reserve Uni­
versity , and  Dr. George M. Wheatley , Metropolitan Life I nsu ran ce Co.

“General inte rest" par tic ipants : Bernard Conley, Committee on Toxicology, 
American Medical Assn.: Dr. Ila rvey  B. llaag , Medical College of Virginia: Dr. 
Jus tin  Powers, Comm ittee on the  Nat ional Form ulary: Dr. M. II. Seevers, Uni­
vers ity of Michigan, and Newell Stewart, Nat iona l Pharmaceutica l Council.

FDA  represen tatives: Commissioner Larrick; Dr. Holland; Dr. Irvin Ker lan,  
chief. Research and Reference Branc h: Dr. Kenneth B. C ampbell, Drug and De­
vice Branch: Dr. Ernest Q. King, New Drug Branch: Elizabeth C. Kelly, chief, 
Medical Reference Service; Dr.  Arnold J . Lehman, chief, Division of Ph armacology: 
Dr. B. J. Vos, Division of Pharmacology: Dr. Geoffrey’ Woodward,  Division of 
Pharmacology, and Morris L. Yakowitz , Office of the  Commissioner.
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APPEN DIX  II
N ote,—Boldface romiui and boldface ital ic typ e In text (excluding heads! lias been added:  Bold for 32 

warn ings as to  use by children an d italic  tor 27 warnings against  unsafe dosage.

T itle 21—F ood and Drugs

CHAPTER  I—FOOD AND DRUG ADMINISTRATION, DEPARTMEN T 
OF HEALTH, EDUCATION, AND WELFARE 

SUBCHAPTER C—  DRUGS

Part 131—Interpretative Statements R e Warnings on Drugs and Devices 
FOR OVE R-THE-COU NTER SaLE

The Commissioner of Food and Drugs has considered the  comments filed on the 
proposed interpretative  statements re warnings on drugs and devices for over- 
the-counter sale published in the Federal R egister of March 26, 1959 (21 F.R. 
2361), and in accordance with the  authority  delegated to him by the Secretary 
of Health, Education, and Welfare (22 F.R, 1045, 23 F.R. 9500), Title 21 is 
amended by adding thereto the following new part:

Subpart A—Definitions and Interpretat ions
Sec.
131.1 Purpos e of issuance.
131.2 Defin itions .
131.3 Warnin gs required on drugs exe mpted from prescriptlon-dts|>ensing req uirement s of section 503

(b)(1)(C).
131.4 Warning s suggested for drugs by form al o r informal sta tem ent s of  policy.
131.5 Warning s req uired  on insul in int ended tor over-the-counter sale.
131.fi Warnings required on ce rtifiab le a ntibio tics exempted from prescr iption-dispensing requiremen ts. 
131.7 Warning s required by  official compend ia.
1312* Wa rnin g sta tements in relation  to  co ndi tions for use.
131.fi General warnings re accidental Ingestion b y children .
131.10 Conspicuousness o f warning s tat em en ts.
131.11 Warnin gs on veter inary drugs  in ten ded  for adminis trat ion  to diseased an ima ls.

Subpart B—-Drugs for Human  Use
131,15 Drags  for hum an use: recom mended w arn ing  and  cautio n sta tem ents.
131.lfi Dra gs for human use : warning  and  caut ion  sta tem ent s require d by  regulations.
131.17 Dra gs for human use; warning a nd  cau tio n statements specifically require d b y law.

Subpart C—Drugs for Veterinary Use
131.20 Drugs for vete rinary use ; recommended warnin g and  ca utio n sta tements .
131.21 Dru gs for veter inary  use; warning and cau tion  sta tem ent s required b y regulatio ns.

Subpart D—Devices
131.25 Devices; reeommeufieri warnin g and  cau tion sta tomenis.

Authority: {{ 131.1 to 131.25 issued u nd er  secs. 503, 508,507, 701, 52 Stat . 1052, as amended;  55 Slat . 851,' 
59 Stat.  463, us amend ed; 52 Stat. 1055, as  ame nde d; 21 U.S.C. 353,356, 357,371. In terp re ts or applies sec. 
502, 52 Sta t. 1050. as amended; 53 Sta t. 854; 21 U.S .C.  352.

Cross R efere nces: For Interr elated reg ulation s issued und er th e Fed eral Food, Dru g, and Cosmetic 
Act . see Pa rts  1 (Dru gs),  3, 130, Hfi, 146c, 140(1, 146c. l td , 165.

Subpart A—Definitions  and I nterpretations 
§ 131,1 Purpose of issuance.

The warning and enution stat ements suggested in Subparts B, C, and D of 
this part, for inclusion in the label or labeling of drugs and devices subject to 
section 502 (d) and (f)(2) and other relevant provisions of the  Federal Food, 
Drug, and Cosmetic Act are issued for the purpose of assisting industry in preparing 
proper labeling for these articles fo r over-the-counter sale and in meeting the legal 
requirements of the act that the label or labeling of drugs and devices bear adequate 
warnings, in such manner and form as are necessary for the protection of users. 
Only section 502(d) of the act  requires use of the specific language included in 
these suggested warning and caution statements . These suggested warning or 
caution statements are illustra tive of those tha t may be necessary or desirable. 
It  is the responsibility of the manufacturer, packer, shipper, or distributor in interstate 
commerce to see that such statements are adequate for compliance with the provisions 
of the law. Omission of any art icle from this  suggested list docs not relieve drugs 
and devices subject to provisions of the act from bearing adequate warning or
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cautio n sta tem ents where such sta tem en ts are  necessary or desirable for the  pro­
tect ion of the  user.
§ 131.2 Definitions.

(a) As used in this  part, the  term “ac t” means the Federal Food, Drug, and 
Cosmetic Act.

(b) The  te rms “drugs” and  "dev ices” are  defined in section 201 (g) and (k) of 
the  act.

(c) Official compendia are defined in section 201 (j) of the  ac t.
§ 131.3 Warn ings required on dru gs exem pted from prescription-dispensing 

require ments  of section 503(b )(1)(C).
Drugs exem pted from prescription-dispensing requi rements under  section 

503(b)(1)(C) of the  act  are sub jec t to  the labeling  requi rements prescribed in 
§ 130.102(a) of this  chap ter. Although, for convenience, warning and  caution 
stat ements for a number of the drugs named in § 130.102 of this cha pte r (cross- 
referenced in the tex t of this part ) are  included in S ubpart B of this  part, the in­
clusion of such  drugs in §§ 131.15, 131.16, 131.17 in no way affects the  require­
ments for compliance with § 130.102(a) of this chapter , or the  provisions of an 
effective a pplication pursuant  to se ction  505(b) of the act.
§ 131.4 Warn ings suggested  for dru gs by formal or informal sta tem ents of 

policy.
The warn ing and cautio n sta tem ents included  in Sub part B in no way affect 

any warning sta tem en t suggested  for such drugs or devices by any sta tem en t of 
policy or in terpre tat ion  in Pa rt  3 of this chap ter.
§ 131.5 Warnings required on insu lin intended  for ove r-the-coun ter sale.

Warning and caution statements  for insulin products sold  ove r th e co unter must 
comply with  the  specific labeling provis ions of the ac t and § 164.6 of this  chapter.
§ 131.6 Warn ings required on ce rtifiable antib iotics exem pted from prescr iption­

dispensing  requi rements .
Cer tain certifiab le antib iotic  drugs are  exempted from prescription -dispensing 

requ irem ents  u nde r section 507 of the act, bu t a re subject  to the  specific labeling 
requirements,  including warning  o r cau tion  sta tem ents, of the  a pplicable section 
of the ant ibio tic regulations.
§ 131.7 Warnings required by official compend ia.

Any d rug  included in the  official compendia defined by the ac t shall bear  such 
warning  or caut ion sta tem ent as may be requ ired by such compendia, and  no 
sta tem ent in Sub par t B or Subpart  C of thi s part is intended to alte r, modify, or 
permit  th e omission of any such s ta temen t required by such compendia .
§ 131.8 Warning sfate menfs in rela tion to conditions for use.

T he mention in any warning or c aution sta tem ent included  in Sub par ts A, B, 
and C of t his  part , of a disease condit ion does not  imply a finding on the pa rt of 
the  Food and Drug Administrat ion th a t any drug or device is efficacious in such 
condi tion;  nor  is any drug or device bearing  labeling  referring to  such disease 
co nd it io n pr ec lu de d fro m reg ula tory- ac tion  und er  th e ap pl ic ab le  pr ov is ions  of 
the  ac t if such  claim is considered to be misbranding.
§ 131.9 Gen eral  warnings re accidental ingestion by chi ldren.

Section 131.15 includes a t the  present time  under certa in items, bu t not  all 
medicines, the  sta tem ent  “Keep this  and all medications  out of the reach of 
children ” or “ Keep out  of the  reach of child ren.”  However, in view of the 
possibility of accidental  ingestion of drugs , it is not only suggested  but is recom­
mended  th at  one of these sta tem ent s be used on the  label of all drug products. 
§ 131.10 Consp icuousness of warning sta tem ents.

Necessary warning stat eme nts should appear  in the  labeling prom inently and 
conspicuously as compared to oth er words, statements, designs, and devices 
in order to  comply  with the  provisions of section 502 (c) and (f)(2) of the act. 
The  warning  statements  should be  placed in t he  label ing in jux taposit ion with the 
direc tions for  use, and in any case should appear  on the  label when there is suf­
ficient label space in addition to mandato ry label information.
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§ 131.11 Warnings on veter inary  dru gs intended for adminis trat ion to diseased 
anim als.

None of the warning  o r caut ion sta tem ents recommended for use in the labe l­
ing of drugs intended for adminis tra tion to diseased animals shall  be construed 
to sugges t or  imply  th at  any  produc t of a diseased anim al is sui table for food 
use. (See sec tion 402(a)(5) of the  act.)

Sub part B— D rugs  fo r H uman U se

§ 131.15 Drugs for human use; reco mmended warning and caution sta tem ents. 
AC ETAN ILI D.

Warning—Do no t exc eed  re co m m en ded  dosage . Overd osa ge or  co n­
ti nue d use  m ay resu lt in  se rio us  bloo d di stur ba nc es . 
AC ET OP IIE NE TIDI N- CO NT  AIM ING  PR EPAR AT IONS . (See § 3.37 of this 

chap ter.)
Warning— This  medicat ion may  damage the  kidneys when used in large 

amo unts or for a long period of time. Do no t ta ke  m or e tit an  th e re co m ­
m en ded  do sage , nor ta ke  re gu larly  for  long er  th an  10 da ys  w itho ut  
co ns ult in g yo ur  ph ys ic ian.
AN ES TH ET ICS FOR EX TE RN AL  USE (LOCAL AN ESTH ET ICS).  See 

also § 130.102(a) (10) and  (23) of thi s chapte r.)
Caution— Do not  use in the  eyes. Not  for  p ro long ed  use . If  t he  condition

for winch thi s prep arat ion is used pers ists or if a rash or irr ita tion develops, 
discontinue use and consult physician.
AN TIBIOT ICS FOR EX TE RN AL  USE FO R PR EV EN TION  OF IN FE C­

TIO N. (See also §§ 130.102(a)(5), 1460.202, 146e.4O2, 146e.4O7, 146e.4O9, 
164e.411, 146e.422 of thi s chapter .)

Caution— In  case of deep or puncture wounds or serious burns  consult physi­
cian. If  redness, irritation, swelling, or  pain persists or increases or  i f infection 
occurs, discontinue use  and consult physician.  Do not use in  t he  eyes.  
AN TIHIST AM INICS FOR EX TE RN AL USE (EXC EP T PR EP AR AT IONS  

FOR OPHT HA LM IC USE).
Caution—  Do not use in the  eyes. I f  t he co nd it io n for  wh ich  th is  pre pa ra ­

tion  is us ed  p er si st s or if a rash or irr ita tion develops, di sc ontinue us e an d  
co ns ul t ph ys ic ia n.
♦A NT IHIST AM INICS, ORAL. (See also §§3.29 and 130.102(a) (4), (6), 

(13), (24), and  25 of this  chapter .)
Caution— This  prep arat ion may  cause drowsiness. Do not drive or opera te 

mach inery  while taking this medication. Do not give to children und er 6 years 
of age or exce ed the recommended dosage  unless  direc ted by physician.

The reference to  drowsiness is n ot  requ ired on preparations for the  promotion 
of sleep or on prepara tions that  are shown not to produce drowsiness.

*Cy di  zing-conta ining preparat ions shou ld include the  following:
ITaming— No t for use by women who are pregn ant o r who may possib le become 

pregnant, unless directed by a phy sician, since th is d rug  may  have the  po ten tia lity  
of inju ring  th e unborn child.*
AN TIPE  RSPI RANTS.

Do no t apply  to  broken skin. If a  rash develops, discontinue  use. 
ANTI PY RI NE.

Warning— Do no t exceed  re com m ended  dos age . If skin rash  appea rs, 
discontinue use and  consult physic ian.
AN TISE PT ICS FOR EX TE RN AL  USE.

Caution— In  case of deep or pun ctu re w ounds or serious burns, consult  physic ian- 
If redness, irr ita tion, swelling, or pain pers ists or increases or  if  i nfection occurs 
discontinue use and  consult physic ian.

The reference to wounds and  burns is no t requ ired on preparations  intended  
solely for diaper  rash.
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AR SENIC PRE PAR ATIONS.
Warning—Fr eq ue nt  or p ro lo ng ed  use m ay  cause  s er ious  in ju ry . Do no t 

ex ce ed  re co m m en de d dosag e. Keep out of the reach  of children . 
BEL LAD ONNA PREP AR AT IONS  AND PR EP AR AT IONS  OF ITS ALKA­

LOIDS  (AT RO PIN E. HYOSCYAM INE . AND  SCO POL AMINE  (HY- 
OS CINE )); 11YOSCYAMUS, STRAMO NIUM, AND  REIAT ED DRUG 
PR EPAR ATIONS.

Warning—Not to be used by elderly  persons or by child ren under 6 years  of 
age unless directed by physician.

Caution—Do no t exc eed  re co m m en ded  dos age . N ot for fr eq ue nt  or  
pr ol on ge d use. If  dryness of the  mouth occurs, decrease dosage. Discontinue 
use if rapid pulse, dizziness, or  blur ring  of vision occurs.

See also Rectal Preparations for additional warnings.
Scopolamine or scopolamine aminoxide prep arat ions for insomnia should  

inclu de the  following warning or i ts  equivalent :
Warning—Not to be used by persons having glaucom a or  excessive pressure 

within  the eye, by elderly persons (where undiagnosed glaucoma or excessive 
pressure  within the eye may be present) , or by children und er 12 years of age, 
unless directed by a physician.

In addi tion to  this sta tem ent , t he  following or its equivalent should be included:
Caution— Do no t exc eed  re co m m en ded  dos age . Not  for fr eq ue nt  or  

pr ol on ge d use.  If dryness of the  mouth occurs, decrease  dosage. Discontinue 
use if rapid pulse, dizziness, or blurr ing of vision occurs.

Scopolamine or scopolamine aminoxide preparations for motion sickness 
shou ld include the  following:

Warning Not to be used by child ren under 6 years of age unless directed 
by physician .

Caution— Do no t exc eed  re co m m en ded  dos age. Discontinue use if rapid  
pulse, dizziness, or blurring of vision occurs.
BO RIC  ACID (PO WD ERED, CRYST ALLIN E, OR GRA NUL AR).

Warning— Do not use as a dust ing powder, especially on infants, or take  
inte rna lly.  Use only as a solu tion. Do not apply to badly  broken or raw skin, 
or to large areas of the  body.
BROM IDE S.

Caution— Use onl y as d ir ec te d.  Do not give to children or use in the presence 
of kidney  disease. If skin rash  uppears or if nervous sym ptoms persist,  recur 
freque ntly , or are unusual, discontinue use and consult physic ian.
CARBO LIC ACID (PH ENOL) PRE PARATIO NS (MORE THAN 0.5 PE R­

CE NT ) FOR EX TE RN AL  USE.
Warning—Use according  to  di re ct ions . Do not apply to largo areas of the 

body . If applied to fingers or  toes, do not  bandage.
CATHARTIC S AND LAX ATIVES —IR RITA NT S AND OT HE R PE RI­

STALTIC  STIMULAN TS.
Warning—  Do not use when abdomina l pain, nausea, or vomiting  a re present . 

Fre qu en t or pr olon ge d us e o f th is  preparat ion may resu lt in dependence on 
laxa tives.

Merc ury preparations should have added  to the  “ freque nt use” sta tem ent , the 
words “an d serious mercury poisoning.”

Phenolphthalein  preparations should bear, in addi tion to the general warning, 
the  following statement:

Caution—If  skin rash appears, do not use this  or any other preparation con­
tain ing  phenolphthalein.

See also Mineral Oil Laxatives.
CHL ORA TES: MOUTH WASH OR GARGLE.

Avoid swallowing.
COB ALT  PRE PAR ATION S. (See also § 3.48 of this ch apte r.)

Warning— Do no t exc eed  th e  re co m m en ded  dos age . Do not administer 
to children  under 12 years  of age  unless directed by physic ian. Do not use for 
more tha n 2 months unless dire cted by physician.

This warning  is not  required on articles  containing not  more than 0.5 milli­
gram  of cobalt as a cobalt sal t per  dosage uni t and which recommend adm inis tra-
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tion of not  more than  0.5 milligram per  dose and not more tha n 2 milligrams per  
21-hour period.
“ COUGH-DUE -TO-COLD” PREPAR ATIONS. (See also § 130.102(a) (14) 

and  (20) of this chapter ).
Warning—Persons with a high fever  or persistent cough shou ld no t use this 

preparatio n unless directed by physic ian.
CO UNTE RI RR IT ANTS  ANU RU BE FA CIEN TS.
Caution— Do not apply  to irr ita ted skin or if excessive irr ita tion develops. 

Avoid ge ttin g into  t he eyes or on mucous membranes.
If offered for use in ar thr iti s or rheum atism , in jux taposi tion therewith , the  

sta tem ent:
Caution— If pain persists for more than 10 days,  or redness is present, or in 

conditions affecting  children und er 12 years  of age consult a physician immediately.
See also “Salicylates” in this  sect ion for additional warnings for pre paratio ns 

containing methyl salicy late.
CR EOSOTE, CRESOLS,  GUA IACOL,  AND SIM ILAR  SUB STA NCES IN  

PR EP AR AT IONS  FO R EX TE RN AL USE.
Caution— Do not apply  to large  areas of th e body.

CR EOSOTE, CRESOLS,  GUA IACOL,  AND SIM ILAR  SUB STA NCES IN 
DO UCHE PR EP AR AT IONS .

Warning—The use of so lutions stro nge r t han  those recom mended may result in 
severe local i rrita tion , burns , or serio us poisoning. Mix as direc ted before pouring 
into  douche bag. Do not use more often  than twice weekly unless directed by 
physic ian.
DIAR RH EA  PREPAR AT IONS .
Warning—Do not  use for more than  2 days or in the  presence of h igh fever or 

in infants or children under 3 years  of age unless directed by a physic ian. 
DI SPEN SE RS  PR ES SU RIZE D BY GASEOUS PROPELLANTS FOR 

DRU GS FOR  EX TE RN AL  USE. (See also § 130.102(a) (11) and (18) of 
this  chap ter.)

Warning—-Keep away from eyes or o the r mucous membranes.  Avoid inhaling.
This warn ing is not necessary for preparations specifically designed for use on 

mucous membranes.
Where indicated, in order  to pre vent chilling the tissues, a caution should be 

included aga ins t holding the  d ispenser too close to  t he body.
Warning—Content s under pressure. Do not puncture. Do not use or store 

nea r heat or open flame. Exposure to  tem peratur es above 130° Fah ren hei t may 
cause bur stin g. Never throw con tainer into  fire or incinera tor.
DO UC HE PREPAR AT IONS .
Warning—Do not use more ofte n tha n twice weekly unless direc ted  by physician.
See also  Creosote * * * Douche for addi tiona l warning .

DR ESSIN GS , PR OT EC TIVE  SPRAY-O N TY PE . (See also § 130.102(a) (11) 
and  (18) of th is chap ter.)

Wam ing-^li i case of deep or pun ctu re wounds or serious burns consult physician. 
If  redness , irri tation,  swelling or pain persists or increases or if infection occurs 
consult physician.  Keep away from eyes or othe r mucous membranes. Avoid 
inhaling.

See also Dispensers Pressurized by Gaseous Prop ellants * * * for addi tional 
warnings to  be included for pro ducts  under pressure.
EPH ED RIN E PR EP AR AT IONS  (ORAL)
Warning—Do not exceed t he  recommended dosage. Reduce dosage if ne rvous­

ness, restlessness, or sleeplessness occurs. Do not use if high blood pressure , 
heart  d isease, diabetes , or thy roid disease is present unless directed  by physic ian. 
EPI N EPH RIN E I NH ALATION  1:100 (NOT FO R IN JE CTI ON).
Warning—Fo r inha lation only. Reduce dosage if bronchial irr ita tion, nervous­

ness, restlessness, or sleeplessness occurs. Do not  use if high blood pressure , 
hear t disease, diabetes, or thyroid  disease is present unless directed  by physic ian. 
If  prompt relief is not obta ined  consult  physic ian. Do no t use epinephrine  
inhalat ion if i t is brown in color o r contains  a precipit ate.
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GENT IAN VIOLET (ME TII YLROSANILINE CHLORIDE) TABLETS.
Caution—Do not bite or chew tablets before swallowing. If nausea develops, 

discontinue for 1 or 2 days; then resume treatment with reduced dosage, increasing 
dose gradually to former level. This preparation should not be used by persons 
with heart, kidney, or liver disease or intestinal disorders. Abstinence from 
alcohol during trea tmen t is advisable.
HEXYLRESORCINOL ANTHELMINTICS .

Warning—Do not chew or break in the mouth.
IOD INE  AND IOD IDE S (ORAL).

Caution—If  a  skin rash appears, discontinue use and consult physician. 
MERCURY PREPARATIONS FOR EXTERNAL USE.

Warning—Discontinue use if rash or irritation develops or if condition for 
which used persists. Fre que nt or prolo nge d use , or application to large areas 
may cause serious mercury poisoning.
Ammoniated mercury bleach cream:

Warning—Discontinue use if rash or irritation develops. Do not apply to  irri­
tated or damaged skin (cuts, bruises, sunburn)  or af ter shaving or using a depila­
tory.  Do not apply to child ren under 12 years of age.
MINERAL OIL LAXATIVES.  (See also § 3.4 of this chapter.)

Caution—Take only a t bedtime. Avoid p rol ong ed use.  Do not adminis ter 
to infants or young children, in pregnancy, or to bedridden or aged patients 
unless directed by physician.
NASAL PREPARATIONS:  OIL BASE.

Warning—Do no t exceed reco mm ende d dosage nor  use for pro lon ged 
per iod . Do not administer to infants or children unless directed by physician. 
Do not use as a spray.
NASAL PREPARATIONS IN PLASTIC SPRAY CONTAINERS.

Avoid overdosage. Follo w dir ect ion s for use car efu lly .
NASAL PREPARATIONS:  VASOCONSTRICTORS (AMPHETAMINE,  EP­

HEDRINE, EP INEP HR INE, METHAMPHET AMIN E, AND OTHERS 
OF SIMILAR ACTIV ITY).  (See also § 130.102(a)(16) of this chapter.)

Caution—Do no t exceed reco mm ende d dosage. Overdosage ma y cause 
nerv ousness, res tles sne ss,  or sleeplessness. Do not  use for more than  3 or 
4 consecutive days unless directed by physician.
NASAL PREPARATIONS: VASOCONSTRICTORS (PHENY LEP HRINE  

HYDROCHLORIDE, HYDRO XYAM PHETAMINE, PHENYLPRO­
PANOLAMINE, AND OTHERS OF SIMILAR ACTIVITY).

Caution—Do no t exceed  reco mm en de d dosage.
NUX VOMICA AND STRYCHNINE PREPARATIONS.

n'orninff—Do no t exceed  the reco mm en de d dosa ge. Keep out of the
reach of children.
OPHTHALMIC PREPARATIONS. (See also §3.28 of this chapter.)

Warning—If irritation persists or increases, discontinue use and consult phy­
sician. Keep container tight ly closed.

Solutions should include the statem ent: Do not touch dropper tip (or other 
dispensing tip) to any surface, since this may contaminate  solution.

Boric acid offered’for use in the preparation of ophthalmic solutions should 
bear the statement: Prepare  solution by boiling in water. Store in a sterile 
container. Prepare sufficient for one day’s use and discard unused portion.

Phenacetin-containing preparations . (See Acetophenetidin.) 
PHE NYLEP HRINE  HYDR OCHLORIDE PREPARATIONS, ORAL.

Caution—Individuals with high blood pressure, hea rt disease, diabetes, or 
thyroid disease should use only as directed by physician.
PHENYLPROPANOLAM INE HYDROCHLORIDE PREPARATIONS, 

ORAL.
Caution—Individuals with high blood pressure, heart disease, diabetes, or 

thyroid  disease should use only as directed by physician.
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POTASSIUM PERMANGA NATE AQUEOUS SOLUTIONS (CONTAIN­
ING NOT MORE THAN  0.04 PER CEN T POTASSIUM PERMANGA­
NATE) (See § 3.7 of this chapter.)

Warning— For esternal use on the skin only. Severe injury  may result from 
use internally or as a douche. Avoid contac t with mucous membranes. [Item 
added, 25 F.R.  8074, Aug. 23, I960.]
QUININE AND OTHER CINCHONA DERIV ATIVES (EXCEP T FOR 

USE IN MALARIA).
Caution—Discontinue use if ringing in  the ears, deafness, skin rash, or visual 

disturbances occur.
RECTAL PREPARATIONS FOR EXTERNAL USE. (See also § 130.102(a) 

(3) of this chapter.)
Warning—In case of rectal bleeding, consult physician promptly.
See also Belladonna Prepa rations * * * for additional warnings.

RESINS, OLEORESINS, AND VOLATILE OILS.
Caution—If nausea, vomiting, abdominal discomfort, diarrhea, or skin rash 

occurs, discontinue use and  consult physician.
RESORCINOL (NOT TH E MONOACETATE) HAIR PREPARATIONS.

Caution—Excessive use of this preparation may temporarily discolor blond, 
white, or red hair.
SALICYLATES, INC LUD ING ASPIRIN AND SALICYLAMIDE (EXCEPT 

METHYL SALICYLATE, EFFERVESCEN T SALICYLATE PREPA­
RATIONS, AND PREPA RATIONS OF PARAAMINOSALICYLIC ACID 
AND ITS SALTS). (See also §§ 3.43 and 3.509 of this chapter.)

Warning—Keep out of the reach of children; or
Warning—Keep this and all medications out of the reach of children.
The above information should appear on the label.
Caution—For children under 3 years of age consult physician; or 
Caution—For younger children consult your physician.
One of the two sta tements immediately preceding is required on the label of all 

aspirin tablets, but such a  sta tement  is not  required on the labels of other salicy­
lates clearly offered for administration to adults only.

If offered for use in arth ritis  or rheumatism, in juxtaposition  therewith, the 
statemen t:

Caution—If pain persists for more than 10 days, or redness is present, or
in conditions affecting children under 12 years of age consult a physician 
immediately.
SALICYLATES:  METHYL SALICYLATE (WINTERGREEN  OIL). See 

also §§ 3.35 and 3.509 of th is chapter.
Warning—Do no t use otherw ise  tha n as direct ed. Keep out of the reach 

of children to avoid accidental poisoning.
If the preparation is a counterirr itant  or rubefacient the s tatem ent:
Caution—Discontinue use if excessive irritation of the skin develops. Avoid 

getting into the eyes or on mucous membranes.
If offered for use in arth riti s or rheumatism, in juxtaposi tion therewith, the 

statement:
Caution—If pain persists for more than 10 days or redness is present, or in con­

ditions affecting children under 12 years of age consult  a  physician immediately. 
SILVER.

Caution—Fre que nt or prolon ged use of  thi s preparati on  may result in 
permanent discoloration of skin and mucous membranes.
SODIUM PERBORATE MOUTH WASH AND GARGLE AND TOOTH­

PASTE.
Caution—Discontinue use if irritation or inflammation develops, or increases. 

Avoid swallowing.
SULFONAMIDE NOSE DROPS.

Caution—Do not use if a known allergy to sulfonamide drugs exists.
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SU LF UR PR EP AR AT ION FO R EX TE RN AL  USE.
Caution— If undue  skin irr ita tion develops or increases, discontinue use and

con sul t physician.
TH RO AT  PREPAR AT IONS  FO R TE MPO RA RY  RE LI EF  OF MINOR 

SO RE  THROA T: LOZENGES,  T ROCHES, WASHES, GARGLES, ETC . 
(See also § .3.510 of this  c hap ter. )

Warning—Severe or per sist ent  sore throat or sore throat accompanied by high 
fever, headache, nausea, and  vom iting may be serious. Consu lt physician 
promptly.  Do not use more t ha n 2 day s or adminis ter to ch ildren unde r 3 years 
of age  unless directed by physician .
TOOTHACHE PREPAR ATIONS.

For  te mpo ra ry  u se on ly  u n ti l a den ti st  c an  be co ns ul te d.
ZIN C STE ARATE DU STING POW DERS.

Warn ing—Keep out of the  rea ch of infants and children; avoid inhaling.
§ 131.16 Drugs for human use ; warning and caution sta tem ents required by 

regula tions .
ACETAM INO PHEN (,V-ACET YL-p-AMIN OPH ENO L). (See § 130.102(a)(1) 

of this  chapter.)
Warning—Do not give to children  under 3 years of age or use for more tha n 

10 day s unless directed by a physician.
If offered for use in arthri tis,  or rheum atism , in juxtapo sitio n therewith , the  

sta tem ent :
Caution—  If pain pers ists for more than  10 days, or redness is presen t, or in 

conditions  affecting children un der 12 years of age consult a physic ian immediately, 
ALCOHOL RU BB ING COMP OU ND . (See 26 CF R 182.855(a)(5); The 

Na tional Form ulary , Tenth  Editio n 1955, pp. 27-28 ; and section 502(g) of 
the act.)

Warning— For external use only.  If taken internal ly serious gastric  dis turb ­
ances will result.
AN TIB IOTIC-CO NT AINING  DR UG S FO R EX TE RN AL  USE FOR PR E­

VENTION OF IN FE CT IO N. (See § 130.102(a)(5) of this  chapter.) 
Caul-ion— If redness, irri tat ion , swelling, or pain  persist s or increases or if

infection occurs, discontinue use and  consu lt physic ian. Do not use in t he  eyes. 
♦A NT IIIIST AM INICS, ORAL (PIIEN YL TO LO XA MI NE  DIHY DR OG EN  

CI TR AT E, MEC LIZINE  HY DR OC HL OR IDE, DO XY LAMINE SUC­
CINA TE, CH LO RO TII EN  CITR AT E, CY CL IZINE HYDROCHLO­
RI DE , AND CH LO RC YC LIZINE  HY DR OC HL OR IDE PR EP AR A­
TIO NS), (See §§3.29 and  130.102(a) (4), (6), (13), (24), and  (25) of this 
chap ter.)

Caution— This prep arat ion may cause drowsiness. Do no t driv e or opera te 
machinery while taking this  med ication. Do not give to children unde r 6 years 
of age or exceed the  recom mended dosage unless directed by physician.

If offered for symptoms of colds, the  st atement:
Caution— If relief does not  occur within 3 days, discontinue  use and consult 

physic ian.
♦For chlorcyclizine-, cyclizine- , or meclizine-containing preparations, the 

sta tem ent:
Warning—Not for use by women who are pregnant  or who may possibly be­

come pregnant, unless direc ted by  a physician, since this drug may have the  
po ten tia lity  of injuring  the  u nbo rn child.*
BA CITR AC IN-CON TA INING OINT ME NT S. (See §§ 146e.4O2, 146e.4O7, 

146e.411 of this chapter .)
For  use only in the  prevention of infection  in minor cuts and  abrasions.
Use of the drug should be discont inued and a physician consulted  if signs of 

infec tion or irri tation appear.
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BA CITR AC IN (ZINC BA CITR AC IN)-P OL YM YX IN OIN TM EN T;  BAC­
ITRA CIN-PO LY MY XIN-NE OM YC IN OINT ME NT . (See §§ 146e.4O9 
and 146e.422 of thi s c hapter.)

For use only in the preventio n of infection in minor cuts  a nd abras ions. Use 
of the drug should  be di scontinued and a physician consulted if signs of infection 
or i rrit ation appear .

If  i t is in liquid form, also the  s tat em en t “ Not  for injection.” 
CA RB ET AP EN TA NE  CI TR ATE  PREPAR ATIONS. (See Cough-Due-to-  

Cold Preparations.)
“CO U GII- D UE-TO-COLD”  PR EP AR AT IONS  (DEX TR OM ET HO RP HA N 

HY DR OB RO MID E AND  CA RB ET AP EN TA NE  CI TR AT E) . (See 
§ 130.102(a) (14) and (20) of thi s chapter.)

Warning Keep out of the reach of children. Do not adm iniste r to child ren 
under 2 years of age unless d irected by physician. Persistent  cough may indicate 
the  presence of a serious condition. Persons with a high fever o r pe rsis ten t cough 
should  no t use this preparation unless directed by physic ian.
DE XT RO ME TH OR PH AN  IIYDR OB RO MID E PR EP AR AT IONS . (See 

Cough-Due-to -Cold Preparations.)
DIA MTHAZOLE DI HY DR OC HL OR ID E FOR EX TE RN AL  USE. (See 

§ 130.102(a)(7) of thi s c hapter.)
Warning— Do not apply to chi ldre n under 6 years of age beca use serious 

reac tions may occur. Do not apply to children 6 to 12 yea rs of age unless di rected  
by physic ian. Do not  use on mucous membranes. Discontinue use and con­
sul t physician if irri tation develops or relief is no t obtained . Keep out of the 
reach of children.
DICY CL OM INE HY DR OC HL OR IDE WITH AN ANTACID . (See § 130.102 

(a)(8) of th is chapter .)
Warning— Do no t exc eed  th e re co m m en ded  dos age . Do not administer 

to children und er 12 years  of age or use  for a prolonged period unless directed by 
physic ian, since persi stent  or recu rring  symptoms may indic ate a serious disease 
requ iring  medical attention.
DI PH EM AN IL  M ETH YLSULFATE FOR  EXT ER NA L USE. (See § 130.102 

(a) (22) of th is chapter.)
Caution— If  redness, irri tation,  swelling, or pain persist s or increases , discon­

tinu e use and  consu lt physician.
DY CL ON IN E HY DR OC HL OR ID E. (See § 130.102(a)(23) of this  chapter. )

Caution— Do not  use in the  eyes. No t for prolonged use. Do not  apply  to 
large area s of the  body. If redness , irri tation,  swelling, or pain persist s or in­
creases, discontinue use unless directed  by physician. Do not  use, bu t consult  
physician for deep or puncture wounds or serious burns. Do no t use in case of 
rectal bleeding, as this may’ indicate serious disease.
IIE XA DE NO L. (See § 130.102(a) (11) of this chapter.)

Caution— Do not use for tre atm ent of serious burns or skin conditions or for 
condi tions  which persis t fo r prolonged periods. In such cases, consult you r phy­
sician. Do n ot spray in  vicini ty of eves, mouth , nose, or ears . Do n ot sto re above 
120° F.
IN SU LIN.  (See § 164.6(c) of this chapter .)
Insul in (40, 80, or 100 U.S.P. uni ts per milliliter):

Caution— Do not  remove stopper. No t for intra venous nor  in tram uscula r use. 
Do not use a fte r expiration  date shown on outside  w rapper or  conta iner . Do not 
use if drug  has become viscous or if i ts color has become other tha n water clear.

In add ition to the above warnings, the following sta tem ents should be included 
in t he  labeling:  “Keep in a cold place, avoid freezing. Failure to follow directions 
for use may  lead to infection.”

68- 985 — 61 15
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Pro tam ine  zinc insulin, isophane insulin, lente insulin, semilente insulin, or ultra- 
len te insulin:

Caution— Do not remove stopp er. No t for  in travenous  nor intramuscular use. 
Do no t use after expira tion da te shown on outside wra pper or container. Do 
no t sub stit ute  for any oth er insulin -conta ining drug unless directed by physi­
cian. Do not use when precip itat e has become lumped  or granular in appear­
ance or hits formed a depos it of solid particles on ttie wall of the container.

In  addi tion to the  above warnings for protamin e zinc insul in * * *, the fol­
lowing s tate ments  should be included in th e labe ling of these preparations: “Keep 
in a cold place, avoid freezing” ; “Shake carefully” or “Shake  well before using” 
or  “Shake well” o r “Shake carefu lly to  suspend all part icles” ; “Fa ilure  to follow 
direc tions  for  use may lead to infect ion.”
Globin  zinc insulin:

Caution—Do not remove stop per . Not for intravenous nor  i ntramuscular use. 
Do not  use aft er expirat ion da te  shown on outside wrapper or container . Do not 
use if any  turbid ity  or precip ita te has developed in the solution. Do not sub- 
st itu tc  for any othe r in sulin -con taining drug unless directed by physician.

In addi tion to the above  warn ings  for globin zinc insulin , the  following st ate­
ments  should be included  in the  labeling : “Keep in a cold place, avoid freezing. 
Fai lure  to follow directions for use may lead to infec tion.”
♦IPECA C SYRUP IN ON E-FL UID OUNCE CO NT AINE RS FOR EM ER ­

GEN CY TR EA TM EN T OF POISON ING, TO IN DU CE  VOM ITIN G. 
(See § 3.30 of thi s c hap ter.)

Ipecac syrup packaged for over -the-counter sale mus t bea r sta tem ents to the 
following effect, in a prom inen t and conspicuous  manner:

The following sta tem ent  (boxed a nd in red let ters) :
“F or emergency use to cause vomiting in poisoning. Before using, call physi­

cian, the  Poison "Control  Center, or  hospital emergency room immedia tely for 
advice.”

The  following warning:  Warning—Keep out of reach of children . Do not  
use in unconscious persons. Ordinari ly, this drug should not  be used if s try ch­
nine, corrosives such as alkal ies (lye) and strong acids, or petroleum distill ates 
such as kerosene, gasoline, coal oil, fuel oil, pa int  thinner,  or cleaning lluid have 
been ingested.
ISO AM YL IIY DR OC UP RE INE AND ZOL AMINE HY DROCHLORIDE  

RECTAL PREPARA TIO NS  FOR EXT ER NA L USE.  (See § 130.102(a) (3) 
of th is chapter .)

H’nrninp—Do not use this  preparation in case of recta l bleeding, as this  may 
ind ica te serious disease.
NEOM YC IN SULFATE WITH  A VASOCO NSTRICTOR, IN NASAL P REP­

ARATIONS (SPRAY OR  DRO PS).  (See § 130.102(a)(9) of this chapte r.) 
Caution Do no t exceed re co m m en ded  dos age . Do not administer to

children  under 3 years of age unless directed by physic ian. 
OX YTETRA CY CL INE AND  POLYMY XIN  B SUL FAT E. (See Antibiot ic- 

Containing Drugs for Ex ternal Use * * ♦)
PR AM OX INE HY DR OC HL OR IDE FOR EX TE RN AL  USE. (See 

§ 130.102(a) (19) of this  chap ter.)
Caution—  Do not use in the  eyes or nose. Not for prolonged use. Do not 

apply  to  large a reas  of the  body . If redness, irri tation,  swelling, or pain persists 
or increases, discont inue use unless  directed by a physician.
SO DIUM  FLUORID E DENTIF RIC E POW DER. (See § 130.102(a)(10) of 

thi s chapter.)
Caution—Children under G years of age should not use  this  drug.

SO DIUM  GENTISA TE. (See §§ 3.43, 3.509, 130.102(a)(2) of this  chapte r.)
Warning—Do not give to chi ldre n under 6 years of age or use for prolonged 

period unless directed by physician.
Warning—Keep this and all medications  out of the reach of children; or
Warning—Keep out of the reach of children.
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If offered for use in art hr iti s or rheum atism , in jux taposi tion  therewith , the  
sta tem ent:

Caution—If pain pers ists  for more than 10 days,  or redness is present, or in 
conditions affecting children under 12 years of age, consult a physician imme­
diate ly.
SOD IUM  MONOFLU ORO PHO SPH ATE  DE NT IFRI CE  SOLUTION. (See 

§ 130.102(a) (15) of this  chap ter. )
Caution— Children und er 6 yea rs of age should  not use this  drug.

TUA MI NOHE PTA NE SULFATE NASAL PREPAR ATION S (See § 130-  
102(a) (16) of this chapter.)

Caution— Do no t exceed re co m m en ded  dosag e. Overdosage m ay  cause 
nervousness, restlessness, or sleeplessness . Individuals with high blood pressure , 
heart  disease, diabetes, or thy roid disease should use oidy as directed by

Chysic ian. Do not use for more  tha n 3 or 4 consecutive days unless directed 
y physic ian.

VIB ESA TE PR EPAR ATIONS. (See § 130.102(a)(IS) of this  c hapter.)
Caution— Do not use but con sul t physic ian for deep or puncture wounds or 

serious  burns . If redness, irr ita tion, swelling, or pain  persis ts or  increases, dis­
continue use and  consult  physician .

Warning—Contents unde r pres sure . Do not punc ture.  Do not use or sto re 
near heat or open flame. Exposure  to tempera tures above 130° F ahrenh eit may 
oause bursting.  Never throw con tain er into lire or incinera tor.
§ 131.17 Drugs for human use ; warning  and cautio n sta tem ents specifically 

require d by law.
PREPAR ATIONS CO NT AINING  IIABIT -FO RM ING  DERIV ATIVE S OF 

SUBSTANCES NAMED IN SEC TION 502(d) OF TIIE  ACT. (See 
§§ 165.1, 165.2, and 165.5 of  this  chapter .)

The  sta tem ent “Warning— May be hab it forming” isTrequired to appear on 
the  labels of all drugs containing der ivatives designated  in jj 165.1 of this chapter  
ns habit forming, including exempt narcotic preparatio ns described in § 165.5(a) 
of this cha pter and preparations containing on e or  more derivativ es of barb itur ic 
acid, unless such drug is no t sui tab le for internal  use and is dis trib uted and sold 
exclusively for such external use as involves no possibil ity of habit  format ion.

APP EN DI X II I
OU TLINE OF PRINCIPAL FEDERAL CONTROLS PRE SEN TLY  PERTAIN ING  TO PACKAGING 

AN D LAB ELING OF DRUGS

1. The  definition of terras in Sec. 201 of th e Federa l Food, Drug and Cosmetic 
Act are  broad and clastic:

(a) “Drug” means, among o ther things, artic les used in t he  diagnosis, cure, 
mitigatio n, treatm ent or  prevent ion  of disease in man or other animals.

(b) “ Label” means mat ter d isplay ed on the immediate, conta iner.
(c) “ Labeling” means mat te r accompanying the  artic le.
(d) “Misb randing” includes no t only repre sentation s expressly made bu t 

the failure of labeling to reveal facts materia l in the light of representat ions 
con tained in th e labeling or ma terial with respect  to consequences which may 
resu lt f rom use of the labeled ar tic le under the conditions of use sta ted  or under 
such conditions as are cus tomary.

2. The elements of misb rand ing are comprehensive and the  requ irements  are 
broad and precise.

(a) Labeling must not  be “false or misleading in any partic ula r,"  and a 
drug is misbranded  if it is dange rous to heal th when used as directed in its 
labeling.  (Sec. 502(a) and (j))

fb) The label must con tain  name and  address of manufacture r or dis­
tri bu tor and sta tem ent  of weight, measure or numerical coun t. (Sec. 502(b))

Ela borate  regulations, going into much detail , affect label compliance with 
the sta tu tory  provisions. (21 CFR  1.102)

(c) Information on labels, ami  in labeling must he prom inen tly placed 
“with such conspicuousness" (as compared with other  words, stateme nts,  
designs or devices, in the  labeling) and in such terms as to render it likely
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to  be read and understood  by the  ordin ary indiv idual unde r cus tomary  
conditions of purchase and use.”  (Sec. 502(c))

Elaborate regulations, going into  much detail, affect label compliance with 
the sta tut ory provisions. (21 CF R 1.103)

(d) If it contains  any hab it forming substance,  the  label mus t bear the 
name  and quantity or  proportion of such subs tance and  the  sta tem ent 
“Warning— May be habi t forming.” (Sec. 502(d))

(c) The label must bea r the  “established name” of the drug  and, if it  
consists of two or more ingredients, the  establi shed name (and in some 
cases th e quant ity) of act ive  ingredients. (Sec. 502(e))

Elab orate regulations, going into much detail , affect label compliance 
with  t he  st atu tor y provisions. (21 CFR. 1.105)

(f) The labeling mus t contain (1) adeq uate  directions  for use and (2) 
such adeq uate  warn ings  against use in those pathological conditions or by 
children where its use may  be dangerous to hea lth  or against unsafe dosage 
or methods or du rat ion  of'ad min istration or application , in such m anner and 
form, as a re necessary for the  protect ion of users. (Sec. 502(f))

(g) If i t is a drug  the name  of which is recognized in an official compendium,
it  mus t be packaged and labeled  as prescr ibed in the  compendium. (Sec. 
502(g)) , , .

(h) If a  drug has been found  by the  Sec retary  to be liable to  deterioratio n, 
it  mus t be packaged in such form and mauner, and  its label bear such  pre­
caut ions  as  the Sec reta ry shall by regu lation requ ire as necessary for the  pro ­
tection of th e public hea lth.  (Sec. 502(h))

(i) The conta iner  m ust  not be “ so made, formed or filled as t o be mislead­
ing” ; the drug  must n ot be an imita tion of ano ther drug; i t must not be offered 
for sale under the  name of an other drug. (Sec. 502(i))

(j) Under the  “ Drug Abuse Control Amendments  of 1965,” i t m ust  no t be 
a “counterfeit drug” which is defined (Sec. 201(g)(2) ):

“The term ‘cou nte rfe it drug ’ means a  drug which, or th e contain er or  label­
ing of which, withou t authorization , bears  the  trademark, tradename, or 
other identifying mark , impr int, or device, or any likeness thereof, of a drug  
manufacturer, processor, packer , or dis trib uto r other tha n the person or 
ing of which, withou t authorization , bears  the  tradema rk, trade name, or 
persons who in fac t man ufac tured , processed, packed , or dist ribu ted such 
drug  and which thereby falsely purpor ts or is rep resented to  be the  p rod uct  
of, or t o have been pack ed or dist ribu ted by, such othe r drug manufac turer, 
processor, packer or dis trib uto r.”

(k) All depressant a nd stim ulant drugs subjec t to the  “ Drug Abuse Cont rol 
Amendments  of 1965” (Sec. 511) must bear prom inently on the  principal 
panel of the  label the following symbol or modificat ions:

The symbol In outline form is fo r use as 
a large, open -letter overprin t.

(l) The adverti sing  an d labeling of prescription drugs pur sua nt to the 1962 
Amendments, mus t contain the establ ished name “printed prominently  and 
in type a t least half a s large as t ha t used for any tmd e or brand name th ereo f,”  
the  ingred ients and “such other information in brief summary rela ting to 
side effects, c ontraindica tions, and effectiveness as shall be required in regula­
tions.” (Sec. 502(n))

(m) A d rug which is not  safe for use other tha n on prescrip tion must be
labeled “Caution: Federal  law proh ibits  dispens ing withou t prescription.”  
(Sec. 503(b)(4)) .

(n) Regula tions requ ire, when appropr iate , such stateme nts as for pre­
script ion compounding” ; “Caution : For manufactu ring,  processing or 
repacking” ; “F or inves tigat ional  use” ; ' “ Diagnos tic reagent— For  profes­
sional use on ly.”  (21 CFR 1.106 (j), (k), (J))

3. Packaging and labe ling are  subject to review and  approval under the  pro­
visions  of Sec. 505 as to “new drugs.” The  Act provides for the submission of
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labeling mate rial and  the  regulat ions make deta iled requiremen ts (21 CF R 130, 
et  seq .).

4. Sec. 507 requires cert ifica tion  of antibiotics  and  extensive regula tions  
presc ribe numerous labeling  and packag ing requ irements  (21 CFR 141, et  seq.).

5. Sec. 510 requires registration for the manufac ture,  process ing or repack aging  
of d rugs  and  requires facto ry inspection  a t leas t once every two years.

6. Sec. 704 provides  for inspectio n of factories, including the  materials there in 
and the  labeling pertaining to them .

7. Sec. 801 forbids imp ortatio n of any drug  art icle  wliich is misbranded . I t  
permits exportation when labeled on the outs ide of the  sh ipping package to show 
th at  it  is inten ded for export.

8. S. 985 and  H.R . 15440, the so-called “F air  Packaging and Labeling Act ,” 
now pend ing before the  Committee on In ters ta te  and  Foreign Commerce—if 
passed in present form—will ad d fur the r controls and specif ications which will 
no t be known until adoption of regula tions .

Mr. Hoge. In deference to the time element which we have dis­
cussed, I will shorten a good deal by skipping. I don’t want to skip, 
however, an expression of our appreciation, Mr. Chairman; we are 
gratefu l for this opportuni ty to be heard before this committee, and 
we are  the more grateful, Mr. Chairman, because of the seriousness 
of this bill.

I am going to cut my stat ement  to eliminate two of the points which 
I was to discuss because they have been discussed very fully: the 
aspirin matter  jus t now by Dr. Tain ter and safety  closures recently  
by Mr. Fisher. I am going to come in a moment to the third element 
which is the mat ter of labeling. I want to say to you as I do that 
this bill is extremely serious in tha t respect—more serious, I think, 
than we have realized; certa inly more serious than has been repre­
sented yet to this committee. With your permission and your pa­
tience I am going to try  in my statement  to analyze that par t of the 
bill and leave with you the seriousness of it.

Mr. Chairman my s tate ment has a reference as to who I am. My 
name is James F. Hoge and I am a member of the bar of the State of 
North Carolina and of the Sta te of New York. I have practiced in 
New York for nearly 36 years and am located at  90 Park  Avenue, 
New York City.

I appear today for my c lient—The Proprietary Association, located 
in this city. It  is an association of manufacturers of proprietary 
medicines.

There  is another thing th at  I  would not like to skip in the mat ter 
of time, and that is the  position of this association on food and drug 
legislation.

Mr.  Chairman, I appeared before this committee  on August 10, 
1935, and pledged the  support of this association to the bill which was 
then before you, and which abou t 3 years later became the Federal 
Food, Drug, and Cosmetic Act of 1938.

We were first a very arden t opponent of th at bill because of reasons 
which were stated  and argued at the time and we appeared before 
committees in the House and in the Senate on it. In May of 1935, 
when the bill passed the Senate, we had withdrawn our opposition. 
The bill had been amended, and we gave our support at that  time. 
I stated our support of record in your proceedings on August 10, 
1935, and I would like to quote just  this sentence from my stat e­
men t then:

We do not oppose the bill he re today, and we do not  propose any amendments,
I am  partic ular ly glad to say that , Mr. Chairm an, because up  unti l this  time we
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have considered it  neccssaiy  to be an opponent although all the while we have 
realized that  improved food and  drug  legislation was and is needed, not only in 
the interests of the public bu t in the  interest  of leg itima te industry.

And, Mr. Chairman, tha t has been our position ever since, and it is 
our position here today; and while we are cast in the sta tus  of an oppo­
nent to this bill, H.R. 13886, our opposition is only in part. We 
have no objection to the hazardous substances part, the latter part 
of the bill. We have no objection to H.R. 13884 which was before 
you originally when you opened these hearings; and our opposition to 
H.R . 13886 relates solely to the provisions on aspirin, which we have 
discussed here today; to the provisions on bottle closures; and then 
to the third m atte r to which 1 now come.

In this matter  our opposition is to the unlimited delegation of 
authority . We, as you have heard, have no objection to re­
ducing the  number of tablets in a bottle of aspirin. We don’t know 
what to say specifically about bottle  closures, but we will cooperate 
with whatever you try to work out on that . I think I would like to 
say this, however, about the aspirin matter  right at the point where 
you were a moment ago, Mr. Chairman. 1 remember the 1955 meet­
ing although I  was not presen t. I have attached to my statement as 
appendix J (see p. 210), a copy of the “Drug Trade News” for Feb­
ruary 28, 1955, which has been referred to several limes this morning. 
When you have a chance to study it, I would call your attent ion to 
the people who were at  the meeting, to the firms who were there, to 
the industry  which was represented, the names of the companies, the 
names of the people from the Government., and the names of the people 
from the. universities. Now as I recall, it was not so much a mat ter 
of reducing the number of tablets in a. hottie of children’s aspirin, as 
it was of encouraging the industry not to increase the number. The 
principal makers were then manufacturing bottles  of 50 jus t as they 
arc today, and the consensus of that meeting, as I remember it and as 
it seems to read in the “Drug Trade News” report, was that the in­
dus try was encouraged by the conference not to increase the number.

Now, with that, let me come to the mat ter of labeling, and tha t 
begins on page 7 ,1 believe, of our statement , Mr. Chairman. I hope 
you will include in the record what I  have said with respect to aspirin 
and bottle  closures and come to page 7 which I have entitled “ Basic 
Changes in Labeling Law.”

Section 4(b) of the bill includes in identical language a provision of 
H.R. 13885, which is also before this committee, although you have 
had no hearings on it yet. What H.R. 13886 does at this point is to 
take  one of the provisions of 13885, which in that, bill is entitled “Drug 
Labeling Regulation,” and incorporate it now in to this bill. 13886, as 
“ Child Safety Act of 1966.”

Now, such excerpted portion would apply to all drugs, not just  to 
aspirin but  to all drugs and with respect to them, the use by children 
would be merely incidental. This excerpted portion would drastically 
amend section 502(f)(2). Th at section was put into the law in 1938 
and since its enactment in 1938 i t has required drug labeling to bear 
“adequa te” directions and “adequate” warnings. The manufacturer 
is and has been under the obligation to include such adequate direc­
tions and warnings on penalty  of encountering, if he fails, the serious 
sanctions of injunction, criminal prosecution and product seizure.

Section 502(f) was a highly important provision at the tune of 
enactment in 1938. Mr. Chairman, 1 remember so vividly the dis-
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cussions and the debates first in opposition, then finally in support of 
a provision of law that  was to require the manufacturer to put  on his 
labels warnings against using or against methods of using. The phi­
losophy of it was—and it is a good philosophy—tha t warnings are 
“ the other side of the coin.” On one side of the coin are  directions 
how to use; on the other side are directions how not to use. So i t 
was really a very forward piece of legislation when it  was put  in this 
law in 1938. And, I submit to you, it has been the bette r for im­
posing th e responsibility on the manufacturer, for requiring tha t he 
meet the law’s commandments and prohibitions at the risk of the seri­
ous sanctions of injunction and criminal prosecution and seizure.

In the course of the hearings on .Tune 24, 1966, before you, there 
was tes timony  tha t the FDA had been, I am quoting now:
dealing with regula tions under th at  sect ion since 1938 withou t provision  for 
hearing— 
and tha t—
we are regulating the enti re range of drug labeling under that  sectio n withou t 
any problem witho ut a hearing, so we didn’t  think it called for one to add this 
addi tiona l thing .

That, “additional thing” I suppose was the proposed exhaustive, 
comprehensive rewrite of the section. Now, that statement made 
before you is not accurate. FDA  has indeed been “regula ting the 
entire range of drug labeling unde r that  section,” and it has been 
doing it “without any problem withou t a hearing.”

But, Mr. Chairman, tha t is where any analogy to the proposed 
amendment stops. The law requires the m anufactu rer to include, as 
I jus t said, adequate directions and adequate warnings and imposes 
the responsibility on him to comply with the law; and on the FDA to 
enforce the law. The proposed amendment would, in effect, em­
power FDA to make the law, and that  is the heart of our object ion to 
this proposed rewrite of the warning section of the law.

For, under  this amendment, every detail of the labeling as to  direc­
tions and warnings—Mr. Chairman, when you deal with over-the- 
counter  drugs, there are three important things: what the article is 
good for, and how you use it , and how you don’t use it. It  is im­
port ant  to put the weight on the label to put on the name and address 
and all other  required things, of course. But the most important 
thing, if you are selling an over-the-counter medicine, withou t a 
prescription, is to tell a person what it is good for, how to use it, and 
now not to use it, and tha t is where this subject comes to a crisis. 
For, as I  have just  said, every detail  now of the labeling, as to direc­
tions and warnings would be formulated by the FDA.

For more than a qua rter of a cen tury  FDA has formulated and pub­
lished, and indus try has applied a comprehensive set of suggested 
warnings which appear in the Code of Federal Regulations, title 21, 
chap ter 1, part 131, entitled “Inte rpre tative Statements Re Warnings 
on Drugs and Devices for Over-the-Counter Sale.”

Mr. Chairman, so th at you could see what is the situat ion in this 
respect, I have attached as appendix II (see p. 211) a copy of the 
Code of Federal Regulations, showing the suggested warnings which 
now exist and to some extent have existed for 25 years. I say to 
some extent, because suggestions have been added through the years, 
of course, bu t this law was passed in 193S, June; it was to take effect
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in June  1939, it was extended to January 1940; so, since January  1940, 
or very soon thereafter, there have been these suggested warnings to 
go on over-the-counter articles  and they are now as you see them here 
on my statement.

Mr. Nelsen. Mr. Chairm an, at  that  point would the gentleman 
yield for a question?

Mr. J arman. Yes.
Mr. Nelsen. In the D istr ict of Columbia Committee I introduced 

a bill, and the chairman introduced a bill dealing with the qualifying 
of the District  of Columbia for rehabilitation funds on the  same basis 
as the States, which I think  it  a very good bill.

The bill then went to the Education Committee and they added 
an elected school board to it and this addition killed the whole thing.

Now, if this section you refer to is already in the Drug Safety Act, 
would not this bill, which certain ly has areas of merit, be jeopardized 
in its passage because of the additional section tha t is put in there?

Mr. Hoge. Well, if I understand you, Congressman, it would. 
I don’t know whether I am familiar enough with it-----

Mr. Nelsen. I am dealing with this bill.
Mr. II oge. Yes.
Mr. N elsen. I am using my instance as a parallel where a good 

bill was defeated or pu t on the shelf because of an additional item 
which was put  in it. If the  child safety bill is to be passed and the 
controversial section is added to it which is already in the law, might 
not the addition jeopardize the bill?

Mr. H oge. Well, I would think so. And I appreciate  your putting 
a point here. Let me jus t say this, Mr. Chairman, I have been at 
this a long time. I have been counsel for this association for 32 
years, and I was present  during the whole time that  this food and 
drug law was worked out from June 1933 to June  1938 when it  was 
passed, and i t is a wonderful piece of legislation and it was hammered 
out  in a democratic way, first by ardent opposition, then by support, 
by  conferences in chambers, before you in hearings and in every way 
possible to exchange the views. This law as so hammered out is a 
good law, and we are dealing right now with one of the most important 
aspects of it, to wit, the command for directions and warnings on the  
label and the responsibility of the citizen to  obey the law. This law 
did tha t; it made the Food and Drug Adminis tration responsible for 
enforcing it and it left the courts to adjudicate  it. Thank you, 
Congressman Nelsen for interrup ting me at  tha t point.

On page 9 I want to call your atten tion to something tha t is very 
germane. I have quoted for you there—in fact have photostated— 
the purpose of issuance of the suggested warning and caution sta te­
ment. It  is taken from the code which you will see in another section 
of my statement—appendix II (see p. 221). I underscored jus t 
enough so tha t we can move along quickly without reading it all. 
Bu t 1 wanted you to see tha t the Food and Drug said itself in issuing 
these suggestions, tha t they  are issued for the purpose—I am quoting 
now :
issued for the purpose of assist ing industry in p reparing prop er labeling for these 
artic les for over-the-counter sale and in meeting the  legal requ irements  of the Act 
th at  the  label or labeling of drugs and devices bear  ade qua te warnings in such 
manne r and form as  are  necessary for th e protec tion  of users.
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And three lines farthe r on i t says:
These suggested warning or cau tion  sta tem ents are  illustra tive  of those th at  

may be necessa ry or desirable. It  is the  responsibility  of the man ufac turer, 
packer, shipper, or dis tributor in int ers tat e commerce to see that such sta tem ent s 
are  ade quate  for compliance with the  provisions of the  law.

And that  is a responsibility, Mr. Chairman, that every citizen 
ought to accept and we accept it gladly. Let me jus t say this, Mr. 
Chairm an. If you will look at the labels in the drugstores, you will 
see tha t practically all of them bear the warnings or the spirit of the 
warnings which are suggested here. You have  heard no charge tha t 
the industry stands in violation of the warning section of the act. 
We have made a point of tha t. Of course, the best, most practical 
thing one can do is to accept the warnings th at  the Government has 
suggested; use them or use language tha t says the same thing even 
if not in exactly the same language.

Now, enactment of section 4(b) would completely change the 
concept and application of the existing law with respect to the 
labeling of over-the-counter drugs. It  would amend existing law so 
substanti ally and so complete ly as to swallow up and replace pract i­
cally all other  labeling requirements pertaining to over-the-counter 
drugs. It  woidd swallow up everything except name and address 
and the weight and a few technical matters of tha t sort.

It  would p ut these articles, insofar as labeling is concerned, under 
a system of virtual licensing. It  would accomplish th is by unlimited 
delegation of authority  to FDA to prescribe the labeling, including 
the manner and the form of statement, with respect to  directions and 
warnings; with respect to all matters, says the amendment, to be in­
cluded in, or omitted from, the labeling; and even to  require “such 
othe r information” as the  FD A decrees.

Now, the overwhelming enlargement of the section is shown in my 
stat eme nt by the new mat ter  being capitalized. In the in teres t of time 
I won’t read it but  I  pu t it there for you, the bill, at  this particula r 
point, where it would amend section 502 and I have elevated into caps 
the new matte r and I have also, on some of the copies underscored it 
so as bring it  out the more.

Now I would like to break that down for you in a way which I think 
will show it a lit tle easier than repeating  so much of the language which 
goes into the proposal. So, I say  in my statement on page 11, th at the 
sweeping extent of the proposed delegation may be analyzed by re­
arranging, or breaking clown, the words of the  section as proposed to 
be amended. The proposal is th at FDA have unlimited delegation to 
require  “such other information relating to”—the bill says—“the 
foregoing matters.”

Now, what are the “foregoing matters” ? They are (1) adequate 
directions; and (2) adequate warnings against—(a) use in pathological 
conditions; (b) use by children; (cj unsafe dosage; (d) methods of 
adminis tration; (e) duration of administration or application; (f) risk 
of accidental injury; and (g) instructions for first aid.

And then the bill continues:
“And to” (h) side effects; (i) contraindications; (j) effectiveness, 

and (k) “other matters” as may be required by regulation, and the 
article will be misbranded, says the bill, quoting again unless such 
labeling “conforms” in all respec ts with regulations as to (1) “manner”
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of statem ent  and (m) “form of sta teme nt” for the “safe and effective” 
use of the  product.

Mr. Chairman, the breakdown speaks for itself. It  both demon­
stra tes the thoroughness of the present provisions of law and the 
exten t of the attempted enlargement under the  proposed amendment. 
Now except for (f) and (g), w hich were the risk of accidental injury, 
and instructions for first aid—except for those two elements—the law 
now covers all the substantive elements in the foregoing analysis. As 
interpreted and applied, and as illustrated by the suggested warn­
ings in appendix II  to my statement, the law requires “adequate” 
warnings against use in pathological conditions, where its use may 
be dangerous, says the presen t law. Well, the warnings suggested in 
appendix II will show that some of the pathological conditons against 
which we must warn are infection, burns, irritation, swelling, rash, 
rapid  pluse, dizziness, glaucoma, kidney disease, neverous symptoms, 
nausea, fever, persistent coughs, high blood pressure, diabetes,heart 
disease, liver disease, intes tinal  disorders, diarrhea, and sore throat. 
And. there are more, too. 1 have picked out representative  ones from 
the warnings here in appendix II . That is what we have to warn 
against now, they are the  pathological conditions.

(b) Use by children, and there rather than try to copy some of 
them, knowing of the in terest  tha t we have now in th is aspect of the 
mat ter, I underlined in red the warnings which now appear with respect 
to children. There are 32 of them if I have counted correctly, and I 
say again for ready reference, I pu t them in red so that you could see 
the natu re of the warnings th at  now perta in to us and so far as this 
record shows, are now obeyed.

(c) Unsafe dosage, which would tie in I think, Mr. Chairman, with 
the ma tter of antidotes and accidental risk and so on. There are 27 
suggested warnings against, unsafe dosage and I underline those in 
green so as to bring them up quickly and to differentiate them from 
the other, and you will see the  na ture  of them without taking the time 
now to read them to you.

(d) Methods of administration. Well, some of the warnings require 
or suggest tha t we should have a warning against use as a dusting 
powder or against internal use if it is an external m atte r or against use 
in solution or against application  to large areas of the body or against 
bandaging the extremities, the fingers and the toes or maybe for inhala­
tion only or maybe against inhalation, and then, of course, there are 
many other  warnings not for ingestion, tha t would be again unsafe 
methods of administrat ion. And then the warning law says there 
mus t be warnings against durat ion of administration or application 
where it  might be dangerous, and so these suggestions deal with warn­
ing against use if the symptoms persist, or if they recur  frequently, 
and then there are warnings which suggest tha t we should put  on the 
label the limitation of the number of days in which the medicine 
should be used before you see a doctor, for instance.

Then there are quite a few of them against f requent or prolonged use 
and ever  so many of them of an affirmative characte r, as well as 
negative, to use only as d irected, which is a very important direction.

Mr. Chairman, it is the theory of this law when it was enacted back 
in 1938 that one set of drugs sEoidd have a doctor to prescribe them 
because of the potency and the danger of them; another set of drugs 
shoidd be so labeled that the laymen could use them and as to him
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then the burden, said the law, and the philosophy was, you pu t on 
that label all the material that  the layman needs with which to use 
the drug intelligently and safely. This is the basic philosophy of this 
law, since 1938.

Now let me pass over momentarily (f), which was the risk of acci­
dental  inju ry and (g), instructions  as to first aid and come to (h), 
which was “side effects” anti (i) contraindications. The bill throws 
those in , Mr. Chairman, as though it was something new. I t  is not 
new. The only thing new about  side effects and contraindications in 
the bill is that as with all of it the Secretary would be given the power 
to prescribe and to tell U3 what to do ra ther  than  impose as the law 
now does, the burden.

All right. A side effect is defined by Webster as “an  effect of a 
drug other  than the one i t was adminis tered to evoke.”

Stedman, in his Medical Dictionary, goes to a li ttle more length b ut 
it is a helpfid definition.

A side effect is a resu lt of drug or other form of therap y in addition to  or in 
extension of the  desired the rap eutic  effect. While techn ically the the rapeut ic 
effect carried beyond the desired limit , for instan ce, a hemorrhage from an anti­
coagulant is a side effect, the  term more often refers to pharmacologic  result s of 
the rap y unrelated to the usual  objective , for instan ce, a developmen t of signs of 
Cushing 's syndrome with steroid the rap y. The  te rm usually, bu t no t necessarily, 
connotes an undesirable effect.

“Contraindication” is defined by Webster as “an indication, 
symptom, or condition tha t makes inadvisable a particular treatment 
or procedure.”

And, by Stedman, as “any special sympton or circumstance tha t 
renders the use of a remedy or  the  carrying out of a surgical procedure 
inadvisable.”

And I call your attention again, without reading the details of it, 
to appendix l l  which we went over a moment  ago in abstract, tha t 
you will find there time aft er time, tha t we must warn agains t the 
side effects. We must  warn and mention against the contraindica­
tions, so I repeat, it is all in the law now. The only thing tha t isn’t 
in the law is the  power of the Secretary to prescribe it literally  for us.

Now, as to “effectiveness,” and that  was (j) in my breakdown 
there. The law has been s trict as to over-the-counter medicines ever 
since enactment in 1938.

Now in the Kefauver hearings we went into a g reat deal of "effec­
tiveness” with respect to prescription drugs, comparative effectiveness 
if you please, but with respect to these over-the-counter things which, 
Mr. Chairman, if they are n ot  comparatively simple mus t be on pre­
scription , they ought not to he sold unless they  are capable of being 
handled by the layman.

Now, a drug is defined as misbranded if, and it has been since 
193S, if “its  labeling is false or misleading in any part icular.”  That 
is 502(a).

And then this very impor tant provision was pu t in in 1938 and we 
ought  to look at it because it  is very relevan t to what we are talking 
about today. The law provides, in 201 (n) tha t:

If in a rtic le is alleged t o be misbranded because the labeling  is misleading, then 
in determin ing whether the labeling is misleading, there  should  be taken into a c­
count, among other tilings, no t only  representation s made or suggested by sta te­
men t, word, design, device, or any combination thereof , bu t also the ext ent  to  
which the labeling fails to reveal fac ts materia l in the  light of such re presentations
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or ma terial with respect  to consequences which may  resul t from the  use of the 
article to  which the labeling  r ela tes  under the conditions of use prescribed in the 
labeling thereof or under such conditions  of use as are custo mary or usual.

Mr. Chairman, out of vour experience in hearings of this kind, you 
can imagine bow much though t, debate, went in to the working ou t of 
that section and incorporat ing i t in the statu te.

Now, if the drug is not effective for the claims contained in its 
labeling, then the labeling is false or misleading and drug is misbranded 
and  is subject to seizure and the manufacturer is subject to criminal 
prosecution and/or injunction .

Now, as to (k) in tha t breakdown of a few moments ago, which was 
“ other m atte rs” , as may be required by regulation, I can only say that  
that  obviously is a wide open g rant  of authority.

As for (1) and (m), “m anner and form of s tatem ent” , the law now 
requires the warnings “in such m anner and form, as are necessary for 
the protection of users.”

So, Mr. Chairman, the law now embraces, and since 1938 has 
embraced, the substance of everything proposed except warnings as 
to risk of accidental injury and instructions for first aid, tha t is (f) 
and (g) in my analysis. Other than those elements, the bill adds 
nothing to existing law except  a delegation of unlimited authority 
to the FDA, and there has been no showing of any need for this dele­
gation. If over-the-counter drugs are so fraught with danger or with 
the need for professional direction  as to require tlie proposed form of 
licensing control, they should not be sold over the counter. They 
should be sold only on prescription.

Now, I come to “product  li ability” and I am almost at  the end of 
my statement as I am contracting it, Mr. Chairman.

Special atten tion may now be drawn to the proposal tha t the 
labeling of drugs should bea r warnings against risk of causing acci­
dental injury, and should include instructions for first aid treatment 
in the event of accidental injury. This proposal should have most 
careful examination. If enacted,  it would likely open wide the door 
to minute administra tive regulation and enormous product liability.

Le t me interrupt myself here, I might forget it, yet in my study I 
wanted to say this to you; I said there jus t a moment ago tha t the 
instruction  for first aid should apply to accidental injury.

The way the bill is worded, that  is not correct. As I reexamine 
and read it, and if you will read the language of the bill, you will see 
that, the first aid instructions would apply to everything  that  is in the 
law now7, pathological conditions, unsafe dosage, use by children, 
everyth ing the law7 now says, with this addition, the way it  is put 
into  the bill, at  this par ticu lar point, would require first aid instruc­
tions with respect to all of them.

With the passage of time the re would likely be an increasing admin­
istra tive demand for warnings against an increasing number of risks. 
The fact of the matter is, this amendment would be the  answer to a 
negligence lawyer’s prayer. The manufacturer would be liable for 
injury not only from intended use but from unintended use and from 
abuse and misuse.

The risk of accidental injur y is dependent upon many contingencies 
over winch the manufacturer has no control. Accidents may accom­
pany  the use of the  drugs in all the circumstances, ways, and aspects
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in which they may accompany practically everything the people do: 
walking, riding, bathing, working, playing, and so forth.

The proposal for inclusion in labeling of instruc tions for first aid 
trea tment is even more alarming. It may be asserted by the  enforce­
ment agency or by civil li tigan ts tha t “instructions are necessary or 
appropriate” in a multitude of circumstances. It may be asserted 
tha t such “instruc tions” are “necessary” with respect to all uses, 
intended or unintended, and in all the conditions for which it is 
recommended. What is considered “necessary or appropriate” at 
one time may not be so considered at another. The lis t of conditions 
in which such instructions are deemed “necessary or appropria te” 
may lengthen with time, and the composition of the  “inst ructions”  
may broaden and the nature  of them may change with changing 
administrations.

It  is quite well recognized tha t the Food and D rug Act is directed
{irimarily to protecting the  he alth  of  the public. So, Mr. Chairman, 
et me be clear about this, when public heal th requires it, the  threat 

of enlarged product liabili ty must be tolerated, we must assume that 
burden. But I ask you this morning, must it be baited,  must it be 
invited, must it be encouraged by solemn legislation enacted by the  
Congress?

First aid treatment involves questions of therapeutics; involves 
medical care and incident of the practice of medicine; involves ques­
tions as to the propriety of, and the appropriate self-medication in 
such cases. Thus, the manufacturer would be faced with differences 
of medical opinion as to whether the stated instructions were the 
proper  ones, whether they, and/or the uns tated  ones, were “ necessary 
or appropriate .” Unce rtainty, controversy, and litigation would in­
evitably be bred by questions of this sort, proliferated and blown into 
considerable proportion by crosswinds of medical opinion.

Now, Mr. Chairman, at  tliis point I would like to hesitate. I hope 
that the rest of my sta tem ent  may be made a part of the record and if 
time will permit, I  wish you would recognize the gentleman with me, 
Mr. Connolly, who has had considerable experience in the law of 
product liability and he is with me this morning for that purpose. I 
think he has a statement which he may file, but  perhaps you may hear 
him briefly.

Dr. Paid is a physician and has had considerable experience with 
injuries, accidents, th at sort of thing; and he has a s tatemen t which he 
will file too, but perhaps you would hear both  of them briefly.

Mr. J arman. The committee will be glad to hear from them.
Mr. Connolly. May I proceed, Mr. Chairman?
Mr. J arman. Yes.
Mr. Connolly. Mr. Chairman, I am a practicing lawyer in the 

city of Washington. My credentials are set forth on the f irst page of 
my prepared statement. I have prepared this s tatem ent and I nave 
also prepared a memorandum brief which supports the conclusions 
tha t I have reached. I am going to de part from that in the interes t 
of time and try to summarize it  extemporaneously and I ask however 
that the statement and the brief, if you care to have it, will be in­
cluded in the record.

Mr. J arman. They will be accepted for the record.
(The prepared statement of Paid R. Connolly and memorandum 

brief a ttached thereto, follow:)
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Statement of Pace R. Connolly, E sq.
Mr. Chairman and Members of the Subcommittee: My name is Paul R.

Connolly. I am a partner in t he  Washington law firm of Hogan & li ar  (son, having 
offices a t 815 Connecticu t Avenue.1 My appearance before you today  is in the  
cap aci ty of consult ing counsel to the  Proprie tary  Associatio n1 by whom I have 
been  requested  to discuss the  impact of certain language found in H.R . 13886 
upon a manufac turer ’s liab ility in tor t. I have specific reference to those provi­
sions which would amend Section  502(f) of the Federa l Food, Drug & Cosmetic 
Act  [21 U.S.C. § 352(f)] to require  a manufac turer to include upon its labeling 
“ (2) such adequate warnings * * * against a substan tial  and reasonably fore­
seeable risk of causing acciden tal inju ry, in such manner and form, as are’ neces­
sary for the protection of users, including instructions for first-aid  trea tment  when 
necessary or appropriate; and (3) such other inform ation  rela ting  to the  fore­
going mat ters  and to side effects, contraindications, effectiveness, and  other 
ma tte rs as may be requ ired  by or  pursuant  to regu lations * * *”

Although there is no field of to rt  law  which is developing as rapid ly, as exten­
sively  and whose direction is more tow ard  the  imposition of new liabil ity upon 
a manufactur er than  in the  field of products  cases, the re is as ye t no body  of 
judic ial precedent 'which would impose the  nature or the extent  of new liability 
contemplated or inherent  in the language proposed by th is Bill. Despite the  
ready familiarity of th e ring of the words of the  Bill to the ear  of the  to rt lawyer  
their a rrangement and  sett ing  would create a vast new area  of l iabil ity for manu­
fac tur ers  wi thou t regard  to  any fau lt or wrongdoing on thei r p ar t. It s adoption 
would necessarily inhibit the development of new pro duc ts; largely impose an  in­
sur er’s obligation upon them, and  increase the  cost of thei r produc ts by grea tly 
increasing the ir insurance costs.

The  reach and extent  of t he  proposed amendatory language  t o Section 502(f) 
is best appreciated  if it is considered in the  light of the  most advan ced judic ial 
and pedagogical opinion. So measured, the proposed Bill (1) would exte nd a 
manufacturer’s duty to  warn to four areas  in which  most  courts have hith erto  
held  the re is no such du ty;  (2) would prescribe a new “good Sam aritan”  duty, 
which no court  has as y et imposed and for the discharge of which a manufac turer 
is plainly  a  poor choice, an d (3) would deprive a  m anu fac ture r of his common law 
defenses.

I. THE DOTY TO WARN EXTENDED INTO FOUR NEW AREAS

Th e most modern, advanc ed sta tem en t concerning a manufacturer’s liabili ty 
for marketing  a defective produc t is to be found in Section 402A of the  RES TATE­
M EN T (SECOND), TO ltT S, which imposes st ric t liabi lity upon a supplie r of a 
produc t which is in a defe ctive condi tion and unre ason ably  dangerous to the  
consumer.3 Comment h to th at  section makes it. clear th at  a product would be 
classified "defective” if it failed to bear  an adequa te warn ing of danger  where 
app rop ria te. Comm ent j illu strate s the  exten t of tilts fluty and a substantial 
body  of case law has defined it. The  manufactur er is n ot  an insurer  against all 
acciden tal injury  involving his product, and the courts have  held that  it is u n­
reasonable  to  require a warning  against every contingency which might occur  in 
the course of use of his pro duct.
A . Duty to IPam  of Hazards Aris ing From An Unintended Use of the Product

Even though a manufacture r can apprecia te the fac t th at  a user of his prod­
uc t might pu t it to a purpose for which it  was not  intended  by him, the cour ts 
hav e held that  there  is no du ty  to warn aga inst  such misuse. The proposed 
language  of II.R . 13886, however, would require a warning aga ins t any reason­
ab ly foreseeable misuse. This would require  a considerable degree of’foresight 
and imagination on the pa rt  of the manufacturer  to ant icipat e the myriad mis­
uses of his product by the ent ire spect rum of hum anity ranging from those of 
ve ry  ten der years, to the blind  and to the simply  careless.

H  am a mem ber of the American College of T rial Lawyers: the  Inte rna tional Association of Insurneo 
Counsel , presently serving as a member of Its Executive  Com mitt ee: and t he  American and District ol Co­
lum bia  B ar Associations. I have ta ught and  leciured  extensively in the Held of T rial  Tactics. Negligence 
Law a nd  E vidence a t the Georgetown University Law Center; a t the  P racti cing  Law Ins titute , and else­
where .

’ An Association of pr opr ieta ry drug  manufac turers witl i offices nt  1700 Pennsylvan ia Avenue, N.W., 
Washington. D.C.

> T he  adoption by  the  American Law  Insti tu te  of the doct rine  of stric t liabil ity  has most recen tly been 
crit iclr ed as an a tte mpt  a t leg islating. It  is nrgued t ha t 5 402A is not  a "re stn lem ent" of existing ease law 
bu t a declara tion of new law. Seo: Dal rym ple , "Brief Opiioshig Strict L iab ility In Tor t,"  Defense Research 
In st itu te , Inc . (1966).
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B. Duly to ll ’arn Against Obvious a nd Patent Hazards
The  cou rts have held that  a ma nufac turer is required to give notice only of 

la tent  dangers inhe rent  in his pro duct and is not liable for a pa tent  deficiency 
which shoidd have been obvious to  the consumer.  The proposed Bill, however, 
makes no such distinction. I t  requires notice of eve ry foreseeable hazard whether 
obvious to  anyone or not.
C. Duly to Warn of the Ii isk of Trivia l Inju ry

No court  or commentator  has tho ught it app ropriate to require a manufac­
tur er to warn of the danger of slight or trivia l injury. Ra the r, the  imposition 
of liability  rests upon the imm edia te threat  of serious bodily  harm. _ Judge 
Pre ttyma n. writing for the cou rt in Jamieson  v. Woodward & Lothrop, 247 F . 2d 
23, 29 (D.C . Cir. 1957) pu t the mat te r well when he said:

“B ut  we do not find in the autho riti es a doctr ine tha t, if the injury ordi­
nari ly foreseen is relatively minor and  so need not be warned against, a 
manufacturer must never theless warn aga inst  any  dire consequence which, 
also obviously, may ensue. Quite to the con trary it is well establ ished  th at  
a manufacturer  is not  liable, unless serious bodily harm is reasonably fore­
seeable.”

The  proposed ame ndatory language of H.R . 13886, however, uses the  word 
“subs tan tia l” as modifying the risk, not the injury. Such transpos ition  of words 
would requ ire a warning against the substan tial  possibility of a slight  or insignifi­
cant injury  and  the consequences w hich could result t herefrom.
D. Duly to Warn of Side Effects, Contraindications and Effectiveness of the Product

Mo st courts  have  held th at  a p roduct is not defec tive because i t does  not  provide
warning against a hazard or side e f f e c t  of which the  manufacturer could not reason­
ably have  had knowledge. The  Fif th Circ uit’s refual to impose liabil ity upon a 
tobacco company which provided no warning of the carcinogenic quality  of its 
cigarettes  is a familia r example of this  principle.* * Likewise, there is no duty to 
warn of an occasional allergic or idiosyncratic  reaction. There is a du ty to warn 
only where the allergic class is sufficient ly large to reflect upon the  capab ility of 
the produc t. The reason for thi s rule is said to arise from the  fac t that  most  
people, are allergic to someth ing: th at  a warning  would serve no purpose since the 
user most probably is unaw are of his allergy , and  tha t such warnings would inhibi t 
the  use of a  product which in av very well be helpful to t he grea t ma jori ty of users?

H.R . 13886 would v est in the  Secre tary , without right, of hearing, the author ity 
to e stablish an absolute du ty to warn aga ins t all undesirable effects arising front a 
produc t’s use. This wouhl give the  Secretary  the  power to  impose an  insurer’s 
liability  upon any ma nufac turer sub jec t to the  Food, Drug & Cosmetic Act. 

11. THE  DUTY TO BE “ THE  GOOD SAM ARITAN ”

A manufacturer is not under any present du ty to prescr ibe first-a id treatm ent 
on his pro duct’s literatu re. Th e “good Sam aritan rule” ra ther  inhibits such a 
practic e since, if a  person volu ntee rs to provide such cate,  he is liab le if the care 
tur ns  o ut  to be inaccura te or insufficient .

The proposed Bill would require  the  performance of a du ty to render first aid 
and would undoubted ly impose add itional  liability  upon the  m anufacturer  if th at  
aid were inaccura te; ill-advised, or inadequate. The varie ty of types of acci­
denta l inju ry and the  dis parat e na tur e of the human response thereto make it 
extremely  impractica l to prescribe  tre atm ent in advance bv means of n prin ted 
label.

H I.  THE DEPRIVATION OF THE COMMON LAW DEFENSES OF CONTRIBUTORY NEGLI­
GENCE AND ASSUMPTION OF BISK

Generally  speaking, a manufacture r of a product which has caused injury may 
defend upon the  ground tha t the  u ser was himself negligent in the  use of the pro­
duct or else th at  he exposed himself to a known risk of inju ry in the  manner in 
which he used i t. There is a considerable  body of  case law, however, which holds  
th at where legislation is enacted to pro tec t a special class of persons though t to 
be incap able  of protecting  themselves,  e.g., children  and the  intoxica ted, the  
defenses of  con tribu tory  neg ligence  and assum ption  of risk are  no t avai lable  to one  
charged with violating the  s ta tu te .

< See L'lrtiqtif v.  / » . Rfunold* Trtbncco Co,. 317 F. 2d 19 (5th Cir. 19C3).
* Freed iimn,  “ Allergy uni t Prod ucts  Lia bil ity  T od ay /' 24 Ohio S t. b.  J.  479 (19G3).
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In  the light of the pream ble to II. R. 13S86 and its common-name title,  it may 
well be successfully argued th at  a manufacturer  charged  with a violat ion of its 
provisions is deprived of his common law defenses.

The opinions and conclusions which I have  expressed concerning the  present 
sta te  of the law are supp orted by a memorandum brief which my office has 
prepar ed and which I desire to file as an addendum to these rema rks.

IV . RECO MMENDATION S

The  perfect ly well- intent ioned motives behind H.R . 13886—to pro tec t children  
and oth er users from subs tances haza rdous to the ir bodily integr ity—may be 
be tte r served if the  subcommittee were to follow the  dra fts  of the  American Law 
In sti tu te  in its RE STAT EM EN T, rathe r than  a tte mpt  to emplo y new language 
and  invoke  new concepts of liab ility . If such an approac h were employed, the  
language of H.R. 13886 should be modified to requ ire a warning as to “risks of  
serious bodily harm  which are  reasonab ly foreseeable to the  manufacturer from 
an intended use of the prod uct  bu t which a re not rea sonably obvious  to an  in tended user.”

In my opinion there should no t be imposed any  sta tu tory  du ty to prescribe 
first- aid remedies . Prob ably  the only  safe and comprehensive advice which should 
be given in such cases is a general admonition to “contact  your  physician in case 
of misuse.”

Memorandum Brie f Prepared by Paul R. Connolly, Esq., Concerning the 
Liability  o f/  Manufacturer Under Certain  Language Proposed by 
H.R . 13886
H.R.  13886 (89th Cong., 2d Sess.) proposes to  amend Section 502(f) of the

Federal Food, Drug & Cosmetic Act, 21 U.S.C. § 352(f), to  r equ ire th at  p roduct  
labels bear  “* * * (2) such adequ ate  warnings * * * aga ins t a substan tial  and 
reasonab ly foreseeable risk of causing accidental  in jury , in su ch manner and form, 
as are  necessary for the  pro tec tion of users, including ins tructio ns for first-a id 
tre atmen t when necessary or a pprop ria te;  an d (3) such oth er in formation  relating  
to  the  foregoing matter s and  to  s ide effects, contraind ications,  effectiveness, and 
oth er ma tte rs as may be required by or p urs uant to  regula tions * * * prescribed 
by the Secretary [of Health, Educa tion & Welfare].”

The  adoption of such sta tu to ry  language would enlarge the  liabil ity of a  manu­
fac turer subject to th e Act beyond  any degree ye t imposed by the rapidly develop­
ing case law in the  field of pro duc ts liabil ity. This sta tem en t can be read ily 
app rec iated by a comparison  of t he  liabi lity proposed by the Bill with the  mos t 
advanced present sta te of the law as developed  in judicia l opinions.

I. THE  DU TY TO WARN----GENERALL Y

The mos t adva nced  sta tem ent of the law concerning a manufacturer’s du ty to  
warn  is to be found und er Section 402A of the RE ST AT EM EN T (SEC OND), 
TOR TS,  which imposes s tric t liabil ity on a supplie r of a produc t which is in a de­
fective condi tion and reasonably dangerous to the consumer. Comment  h to 
Section  402A suggests that,  where  a manufacturer  has reason to ant icipat e th at  
danger  may result from the use of his product, as for example, the ingestion of an 
overdose of a drug, failure  to provide an  adequa te warning  aga ins t such  danger will 
rend er the prod uct defective  w ith in the meaning of section 402A.

Comment  j summarizes the  law concerning the manufacturer's duty to warn,  
and  provides as follows:

j. Directions or warning.— In  order to preven t the  pro duct from being 
unreasonably dangerous, the  seller may be required  to give directions or  
warning,  on the conta iner, as to its use. The seller may reasonably assume 
th at  those with common al lergies, as fo r example to eggs’ or strawberr ies, will 
be aware of them, and he is not required to w arn a gainst them . Where, how­
ever,  the product conta ins a n ingredient to which a substantial number of the 
population  are allergic, and the ingredient is one whose danger is not  gen­
erally  known, or if known is one which the  consumer would reasonably not 
expect to find in the product, the seller is required to give warning against it, 
if he has knowledge, or  by the app lica tion  of reasonable, developed  human 
skill and foresight should  have knowledge, of the presence  of the ingredient 
and  the danger. Likewise in the case of poisonous drugs, or those undu ly 
dangerous for o ther reasons, warning as to use may be required.



CHILD SAFETY ACT AND PER SON NEL  TRAINING 235

But a seller is not requ ired to  warn with respect  to products,  o r ingredients 
in them, which are only dangerous, or  potentia lly so, when consumed in 
excessive q uan tity , or  over a long period of t ime, when the danger, or  po ten­
tia lity  of danger, is genera lly known and  recognized. Again the dangers  of 
alcoholic beverages an ' an example , as are also those foods conta ining  such 
substances  as sa turated  fats , which may over  a perio d of time have a de­
leterious effect upon the  hu man hear t.

Where warning is given, the  seller may reasonably assum e th at  it  will be 
read and heeded; an d a  p rod uct bearing  such a warning, which is safe for  use 
if it is followed, is not in defective condition, nor is i t un reasonably dangerous.

Thus, under  pr esent case law a manufacturer  m us t prov ide warnings commen­
surat e w ith the potentia l dan ger  of his prod uct.  Heart v. Ross Manufac turing  Co., 
344 S.W. 2d 18 (Mo. 1001); Tampa Drug Co. v. IFoiZ, 103 So. 2d 603 (Fla. 1958); 
H ubbard-Hall Chemical Co. v. Silverman, 340 F. 2d 402 (1s t Cir. 1965) (app lying 
Mass. Law).

However, the manufacturer is no t an insu rer again st all accidental  inju ry and 
the cour ts have held th at  it  is unreasonable to requ ire a warning  aga inst  e very 
contingency which might occur in the use of his produc t. Thus, for example, a 
manufacturer  of chlorine gas was not requ ired t o warn an injured plainti ff of the 
dangers inhe rent  in using an inad equ ate  gas mask while working with chlorine  
gas, May  v. Allied Chlorine ifc Chemical Products, Inc.,  168 So. 2d 784 (Fla. App. 
1964).

II.  THE DUTY TO WARN “ AGAINST A SUBSTANTIAL AND REASONABLE FORESEEABLE 
RISK OF CAUSING ACCIDENTAL INJU RY”

1. The  du ty to  warn aga inst  hazards which arise from an unin tend ed use of 
the product. The str ic t l iabi lit y imposed upon a ma nufac turer by 5 402A of 
the RE ST AT EM EN T is mos t commonly thought to be res tric ted  t o situ atio ns 
where  the  produc t is used  in its  customary or intende d manner. Comment h, 
for example,  states, in pa rt,  th at  “a  produc t i s not in a defec tive condi tion when 
it  is safe for norma l handling and consumption.” Consequently , a manufacturer 
is no t under a du ty to  warn  o f the  dangers inhere nt in using a hot cat aly st with 
his chemical  produc t when he intended^ it  only to be used  with a cold cataly st, 
Afar&er v. Universal Oil Products Co., 250 F. 2d 603 (10th Cir. 1957) (app lying 
Okla, law); nor is he requ ired to contemplat e misuse of his prod uct by careless, 
ignorant, or incom petent persons, such as the  use of a lawn mower in close proxim­
ity  to  children. Murphy  v. Cory Pump  & Sup ply  Co., 197 N.E.  2d 849 (III. 
App. 1964), or the  use of a pap er cu tte r withou t norma l safe ty prec autions , 
Beckhusen v. E. P. Lawson, 196 N.Y.S.  2d 531 (App. Div. 1960), rev’d on other 
grounds, 214 N.Y.S.  2d 342 (1961).

A manufac turer is no t liable for injur ies wilich occur when his prod uct is no t 
pu t to the  use in tended by the  manufac turer . Nelson v. Union IFire Rope Corp., 
187 N.E .2d  425 (Ill. App. 1963), modified on other grounds, 199 N.E .2d 269 (Ill. 
1964); O’Donnell v. Asplundh Tree Expert Co., 99 A.2d 577 (N.J, 1963): Boyd v. 
Frenchee Chemical Corp., 37 F.Supp. 306 (E.D .N.Y. 1941). Thus , in McCready 
v. United Iron & Steel Co., 272 F.2d  700 (10th Cir. 1959) (app lying Okla. law), 
a manufactur er of casement windows was no t liable to construction  workmen 
who used the  moldings on these windows as a stepladder, even though ther e 
was some evidence that  he knew of such use.

As a corollary to the  rule of intended use, the  cour ts have imposed liabil ity 
on a manufac turer only where an injury resulted from normal use of the  product . 
Hentschel v. Baby Baihinelte Corp., 215 F.2d  102 (2d Cir. 1954), cert, denied, 
349 U.S. 923 (1955); Dubbs v. Zak Bros. Co., 175 N.E. 626 (Ohio App. 1931). 
Thus , in  Sawyer v . Pine Oil Sales Co., 155 F.2d 855 (5th  Cir. 1946), a cleansing 
agent manufac tured  by defe ndant splashed  into plaintif f's eye. The  courts, 
affirming a judgment for the  defe ndant manufac turer , sta ted , 155 F.2d at  856: 

“Cer tain  it is th at  persons in the general  use of benzene, household am­
monia,  lysol, nap tha , and  other similar  agents, are aware  of the  fac t th a t 
painful consequences will resu lt if they are  used in such manner as to allow 
them to get into the  eye, bu t these potent ial consequences do not result  in 
a discont inuance  of the ir use nor in the  conclusion that  they  are  unfit  for
the  use to which t hey  a re intend ed to be pu t.”

Abnormal use of the produc t was therefore  held to be a bar to pla inti ff's recovery.
The  resu lts in many of the above cited cases have  been crit icized by some law re­

view au thors, e.g., Dillard  A Ha rt,  “ Prod uct Liabili ty: Dire ctions for Use and  th e 
Du ty  to Warn,”  41 Va. L.R. 145 (1955); and Noel, “ Ma nufac turer’s Negligence of 
Design or Directions for Use of a Pro duc t,”  71 Yale L. J.  816 (1962). These
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auth ors advocate an extension of the mannfac ttirer ’s d uty  to warn , and would 
require him to  foresee abnormal and  unintended uses. Dillard and  Hart, for 
example, sugges t a distinct ion betw een directions for use and warnings against 
the  risk of harm created by a plaintif f’s failure to follow directions . These authors 
vigorously defend the holding of th e Virginia Supreme Court  in McClanahan v. 
California Spray-Chemical Corp., 75 S.E.2d 712 (Va. 11153), imposing liability on 
the manufactur er of a fungicide for the  destructio n of an apple crop when the 
produc t was applied  by the  plaintiff  at  the wrong time of the  year, cont rary  to 
defend ant ’s directions, on the  theory  th at  the  manufactur er had  a du ty to warn  
of the dangers of failure to follow it s directions.

Subsequ ent to these articles, some recen t cases have extended the  manu fact sure r’ 
liabil ity to injury resulting from an abnormal use of th e  produc t, oth er tha n that  
intended by the manufacturer.  These courts view “intended use’’ as a way to 
describe what the manufactur er can  “reasonably foresee ." If it  is reasonably 
foreseeable tha t a cleansing agent will get in a  p laint iff’s eye, or th at  a  child will 
ingest drug s carelessly left within Ids reach, these cour ts would impose liability 
on the manu factu rer, desp ite the  fact  these uses were not specifically intended 
by him. Thus , where it was formerly held th at  a manufacturer  was not liable 
for the  d eath of a  child who poured  f ingernail polish remover on his clothing  and 
then  lit. a match to himself, l^awson v. Benjamin Ansehl Co., 180 S.W.2d 751 (Mo. 
1911), it  has  recent ly been held th a t a manu factu rer is l iable for the  death  of a 
child who dra nk furnitu re polish because the use was reasonably foreseeable 
and therefore “int ended,” Spr uil l v. Boyle-Midway, Inc., 308 F.2d  79 (4th Cir. 
1962) (app lying Va. law).

The  proposed amen dment to Sect ion 502(f) would appear  to  ado pt the  views 
expressed in the  Spruill and McClanahan  cases by requiring a warning wherever 
there is a reasonab ly foreseeable risk of any accidental injury.  The  danger exists 
that, the  cour ts would utilize this language as a legislative license to  extend the 
drug ma nuf acture r’s liab ility and compel him to  foresee and warn  a gainst the risk 
of any injury which might be likely t o  occur in a home through the  use or abuse of 
his produc t. Thus, the proposed amendment to Section 502(f) goes beyond the 
RE STAT EM EN T and adopts the theo ry of liability  espoused by isolated authors 
and only the most far-reach ing eases.

2. Tlie d uty  to  warn ag ains t obvious and patent hazards: II. R. 13SS6 requires a 
manufacturer  to give adequa te warnings against, any substantial and reasonably 
foreseeable risks. The courts hav e consis tently held tha t a manufac turer  is 
required to  give notice of danger only of lat ent dangers in his p roduct,  and is not 
liable for in jury  caused by p atent dangers obviously known t o the  consumer when 
using the product in an intended man ner , McDaniel v.  Williams, 257 N. Y.S. 2d 702 
(App. Div. 1965); Sfeeens v. Durbin-Dwco, Inc.,  377 SAV.2d 343 (Mo. 1964); 
Strickler v. Slban, I l l  N.E.2d 863 (Ind . 1950). Thus , in Dempsey v. Virginia 
Dare Stores, 1S6 S.W.2d 217 (Mo. 1945), the  manufacturer  of a loosely woven and 
longhaired robe was not liable for  in jurie s when the  robe  ca ugh t fire because of its 
pa ten tly  f lammable qual ities.

The rule is well stated in Kalz  v . Arundel-Brooks Concrete Corp., 151 A. 2d 731 
733 (Md. 1959):

“ We think i t would be as u nreasonable to  requi re every supplier of concrete 
to  warn of its caustic  propertie s, as t o require an electr ic company  t o warn 
of the  danger of touching uninsu late d wires. If  th e danger  is not pat ent , it 
is at least in t he realm of com mon knowledge which the suppl ier may properly 
take  for grante d."

Thus , if a dangerous condi tion is obvious, no warning is required. Bv requir­
ing a warning against  any foreseeable risks, t he  proposed Bill would alte r this rule 
ami requ ire drag  manufactu rers to  warn in every case of the  co ns eq ue nt s of 
tak ing  an overdose, or of failure to  use as directed.

3. The  d uty  to  warn against the possibi lity of trivia l inju ry and r emote conse­
quences: In  Jamieson v. Woodward iC Lolhrop, 247 F. 2d 23 (D.C. Cir 1957), 
plainti ff brought an action aga inst  a  supplier  of an exercising machine for injur ies 
to her eye resulting from a rub ber  stre tching mechanism which slipped from her 
feet. In  a n extended discussion of the  problem of th e foreseeability of minor in­
juries, the court, refusing to  impo se liabi lity on the  supplie r, sta ted , 247 F. 2d 
at  29:

“ But we do not  find in  t he  author ities a doctrine th at , if the inju ry ordi­
narily  foreseen is relat ively min or and so need not- be warne d against, a manu­
fac turer must nevertheless warn  against, an y dire unusual consequence which, 
also obviously,  may ensue. Qui te to the  contrary it is well established that  
a manufacturer is not liable , unles s serious bodily harm is  reasonable foresee-
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able. Of course, so far  as foreseeabi lity is concerned, n ot  on ly may the  usual 
be foreseen, but  the unu sua l may  often be foreseen as a remote possibi lity. 
A manufac turer m ay foresee as  a remote possibility  t hat a metal decorat ion 
on a jewelry box may  sc rat ch  one and cause an infec tion; the Heel of a  lady 's 
shoe may break  at  an inopportun e moment, causing serious injury ; or th at  
a stickpin  m ay stab a man to  the  hear t. Yet  for these  r emote  e ventuali ties 
th e law imposes no liabi lity on the manOfacturer. ‘Reasonably foreseeable’ 
in the  rule here applicab le does  n ot encompass the  far reaches of pessimist ic 
imagination.” [Emphasis added.]

II. R. 13886 would a lter  th is rule by requiring a  m anu fac turer t o warn  ag ains t a  
substantial and  foreseeable risk of relat ively  minor injuries, such as an upse t 
stomach, skin rash, temporari ly blurred  vision or drowsiness.

4. The  duty  to warn concerning side effects, c ontraind icat ions am! effectiveness 
of the  produc t: H.R . 13886 w ould au thorise  the Secre tary of H eal th, Educatio n 
and  Welfare to impose, withou t hearing, an abso lute du ty  to  warn  of the side 
effects, contraindications and effectiveness of a  product.

Two problems are  pre sented by this provision. The  courts have  n ot  compelled 
a manuf acture r to warn aga inst  side effects, the existence of which he could not  
reaso nably know, e.g., the carcinogenic quality of ciga rette tobacco, Lartigue v. 
R. J . Reynolds Tobacco Co., 317 F . 2d 19 (5th Cir. 1963), or the allergenic qua lity  
of face cream,  Howard v. Avon Products, 395 P. 2d 1007 (Colo. 1964): or the danger  
of ra dia tion from a luminous watch dial, La Porte v . United Stales Radium Corp., 
13 F.  Supp. 263 (I) . N.J . 1935); Cf. Cochran v. Brooke, 409 P. 2d 904 (Ore. 1966). 
Some courts would, however, ex tend a manufactu rer' s liability to include unknown 
and  unknowable side effects, sub jecting  him to nn absolute liab ility  for injury 
from side effects. See Green y. American Tobacco Co., 154 So. 2d 169 (F la. 1963) 
and  Brann  v . Roux Distribut ing Co., 312 8.W. 2d 758 (Mo. 1958). No protect ion 
against a simila r extension of thi s rule is found in the  Bill. In  fact, it  would 
app ear  tha t liability  could be imposed upon a  manu fac ture r de spit e the fact tha t a 
par ticula r hazard could not hav e been discovered by the  most careful  research 
and  development. The  ma nufac turer is made an insurer aga inst  untoward  
results.  This can only inhib it the  development of new p roducts . See, Connolly, 
“The Liab ility  of a Ma nufacture r for Unknowable Haz ards Inh ere nt in Tils 
Pro duct, ” 23 Ins. Counsel Jou r. 303-307 (1965).

Secondly, a manufac turer  may ant icip ate  th at  his produc t is cont raindica ted 
to a consumer who has an  allergy or  an idiosyncra tic reaction.  Some courts 
have  sta led  th at  a manufactur er has no duty to warn such consumers. In 
Kinkead  v. Lysol, Inc., 296 N.Y.S . 461 (App. N.Y. 1937), the  court  in a memo­
randum  opin ion s tate d that  t he m anu fac ture r as a ma tte r of law does not have  to 
ant icipa te injur ies based solely on allergic reactions. The court  sta ted  that  the 
defec tive condi tion causing damage was in the unusual plaintiff, no t the defend­
ant’s p roduct . See also, Cumberland v. Household Research Corp., 145 F. Supp. 
782 (D. Mass . 1956): Payne v. R. If.  White Co., 49 N.E.  2d 425 (Mass. 1943). 
The grea t majority o f cases hold th at  a manufac turer  lias no duty to warn of the 
potentia l allergenic qualit ies of his p roduct  unless a substantial num ber  of persons 
w ill be affected adversely by that  prod uct.  /?.(?., Merrill v . Beaute Fur s Corp., 
235 F . 2d 893 (10th Cir. 1956); Wright v. Carter Products, 244 F. 2d 53 (2d Cir. 
1957). Thus, in Bennett v. Pilot Products Co., 235 P. 2d 525 (Utah 1951), the 
cour t sta ted  tha t the manufacturer’s knowledge that  some unknown few might 
suffer allergic reactions imposed no du ty to warn upon  the manuf acture r when 
these consumers were not in an identifiable class which could be effectively 
warned. The court fur ther s ta ted th at  nn al lergic response is generally held not  
to be with in the zone of legal foreseeability . See also, Lehner v. Procter A  Ganble 
Manufacturing Co., 143 N.Y.S. 2d 172 (Sup. Ct. 1955). Even  where an idio­
sync ratic  response is foreseeable in fa ct, the manufac turer will not lie held to a  duty  
to warn unless he can foresee that  a substan tial  n umb er of people will be similarly- 
harmed. Fo r example, i n Grau v . Procter A  Gamble Co., 324 F. 2d 309 (5th Cir. 
1963). oven though the  ma nufac turer knew, by virtue of a prior claim, th at an  
ingredient  of its Crest  too thpaste  could cause, in rare individuals , an allergic 
reaction, the  court  held tha t there was no duty to warn  aga ins t such a remote 
result . H.R . 13886 would author ize  regulations exten ding  a manufacturer's 
du ty to  w arn  a gainst idiosyncra tic reactions to extremes which find litt le or  no 
supp ort in the case taw of the various states.

The few- cases which hold a manufacture r liable for the damage suffered by a 
unique consumer have been critic ized severely, e.g., Braun  v. Roux Distributing 
Co., 312 S.W. 2d 75S (Mo. 1958); critiz ed in Freedman, “ Allergy and Prod ucts  
Liab ility Today ,” 24 Ohio St. L. .1. 479 (1963). Those scholars who have  ap-
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proved  such cases have done so on the radical ly novel theo ry tha t the manufac­
ture r of chemical produc ts should be subjected to an abso lute liability simila r to 
th a t imposed by Section 522 of the  R ESTA TEME NT  [relatin g to  ext rahazar dous 
activ ities) . E.g., Elkind, ‘‘Counsel for the Plaint iff Views the Problem of the  
Allergic Consumer,” 20 Bus. Law 179 (1964). The sound  policy reasons for 
refusing to  impose such  lia bi lit y are set  forth in F reedman, “Allergy and P roducts 
Libility  Tod ay,” supra. In  this  art icle, the autho r urges that  the Federal Food, 
Dru g & Cosmetic Act labeling provisions  should n ot be expanded  to require  warn­
ings against potenti al allergic  responses:

Drug products u nder Section 502(f) of the Act are requ ired to  be labeled so 
as to ap prop riate ly warn aga inst  known dangers in method  of use or  qu an tity 
of dosage. Surely no one would contend th at  every  manufac ture r must warn 
about  a  potential  allergic  response in th at  par ticu lar,  susceptib le indiv idual, 
simply  because, as Dr. Harry  Swartz expressed i t, “Everybody  is a  cand idate 
for allergy and 50% o f th e popula tion actu ally suffer from allergy in one form 
or another  t oda y.”  Indeed, it  can be substa nti ate d th at  there is no limited 
class of natu ral or artif icia l substances  which possess a unique  capa city  to 
harm  allergically a give n user; nor is there  a limited class of allergic users who 
will react adversely  t o na tur al or artificial substances.

To impose liability  wi tho ut fau lt upon the manufacture r for any allergic 
response is to  make the  m anufac ture r the insurer of every  p urchaser and u ser 
of the product. The re is no  produc t to which some person a t some time  is no t 
sensitive! If every product carr ied a cau tion about possible allergic responses, 
what economic just ification would there  be for such  warnings when the 
purchaser is ordinari ly unaware of his pecul iar susceptib ility  unt il he has 
used the product!  Legally , such a warning would provide the requisi te 
notice of potential  allergic response which would per tain  to an infinitesimal 
pa rt of the popu lation. The reputable  manufacture r who does warn may 
find himself at  a seve re disadvantage with  competitors who label the ir 
products with out  any warning, in the hope of improving the ir competitiv e 
sales position. Then again , the warning i tself may generate more liabil ity, 
for it  cons titute s an admission of knowledge of danger, and mus t therefore 
stand the tes t of “sufficiency” and duty to warn  * * *. Id. at  485-486. 

The same policy reasons advanc ed by this  autho r argue again st the provisions of 
H.R.  13886, which would change the  case law a nd  r equ ire a warning t o even  the  
hypersensi tive user of a pro duct.

III . THE DUTY TO FURNISH FIRST-AID INSTRUCTIONS

H.R. 13886 would require a manufacturer to  label his p rod uct  wi th in stru ctio ns 
for  firs t aid, “when necessa ry or appropriate.”  A manuf acture r is und er no 
presen t kigal duty to  specify first-a id trea tment  on the labels  of his prod uct.  See 
Shaw  v. Calgon, Inc., 114 A.2d 278 (N.J . 1955). Unlike the proposed legislation, 
even the rare and  ext reme  cases which require such labeling indicate  tha t a du ty 
to  prescribe an antidote arises only when the  foreseeable risk is of extrem ely 
serious harm, cf. Chas. Pfizer & Co. v. Branch, 365 S .W.2d 832 (Tex. Civ. App. 
1963). Thus , the genera l requ irement to provide first-a id instructions included 
in  II.R.  13886 imposes a du ty  upon  the  manufacturer which exceeds all known 
case law.

The  implications of this  labeling requirem ent are limi ted only by the bounds of 
imagination.  It  appears  th at the  manufacturer  may  be required to  prescribe 
sufficient first-aid procedures for the results  of any foreseeable misuse of his

Croduct . Moreover, having undertak en to provide such instructio ns, he may be 
eld liable if such ins tructio ns are found to  be inac curate or inadequa te. Cf. 

Johnson  v. IFesf Fargo M fg. Co., 95 N.W.2d 497 (Minn . 1959).
Should H.R. 13886 become law, a plaintif f might effectively  argue that  the  

manufacturer  should be held liable for a consumer’s idiosyncratic reaction to  a 
prescr ibed ant idote and th at he should be held liable for causing a consumer to 
diagnose and  treat improper ly a reaction as prod uct- rela ted when, in fact, it  was 
an independent malady requiring  immedia te medical attent ion .

Quite  possibly, the cour ts will impose a  higher s tandar d of care  upon the manu­
fac turer who gives first-a id treatm ent pur suant to a sta tu tory  duty tha n they 
would impose upon a  manufac ture r whose instru ction s were gra tuitously  rendered . 
In  m any jurisdictions  th e cour ts have s tated th at  a d efenda nt who has voluntari ly 
assumed a d uty  is liable for its misperforinance only if his conduct has aggravated 
the situation and left the  p laint iff in a worse position  tha n he would have been
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had  the  defendant done nothing. United Slates v . Gavangan, 280 F. 2d 319 (5th
Cir. I960); Therrien v. First Nat'I Stores, Inc ., 6 A. 2d 731 (R.I. 1939); Kuchynski  
v. Ukryn, 200 A. 416 (N .H. 1938); Kirshenhaum  v. General Outdoor Advertising  Co., 
180 N.E.  245 (N.Y. 1932); Erie Ry.  Co. v. Stewart, 40 F. 2d 855 (6th  Cir. 1930); 
Podespik v. Worcester Consol. St. Ry.  Co., 103 N.E. 638 (Mass. 1913). This limi­
tat ion  on  a defe ndan t’s liabi lity is o ften described as a n inducem ent to cause  h im 
to  undertake volun tarily  to prote ct another. I t  is no t unlikely th at  this  lim ita­
tion  will be discarded if the  d efe ndant ’s doctoring is no longer voluntary , bu t the  
resu lt of a  st atu tor y duty.

IV, THE DEPRI VATIO N OF COMMON LAW DE FE NS ES

Under present case law, the  m anufa ctu rer  of a produc t which may  cause harm  
to the  u ser has a duty to warn of the  dangerous propens ities of his prod uct.  The  
ques tion of the adequ acy of the warning  a nd the reasonableness of the notice to 
the  user concerning dangers inhere nt in the use of the pro duct are genera lly 
ques tions  for the jury  to decide. Whether plaintiff ’s injury  was caused by his 
own con trib uto ry negligence o r by assumpt ion of the  risk, or by an independent 
inte rven ing cause are also usua lly ques tions for the  ju ry .1 Tampa Drug Co. v.  
IForf, 103 So. 2d 603 (Fin. 1958); Martin  v. Bengue, Inc. 136 A. 2d 626 (N.J. 1957).

11. It. 13SS6 would impose a statutor y du ty to warn. Because this  duty is 
imposed by sta tut e, the  defend ant  manufacturer may not  be able to raise the  
defenses avai lable  to him at  common law. In certain circu mstances  a  defendant 
who has breac hed a sta tu tory  du ty  may not asse rt the  plaintif f's con tributory 
negligence or his assum ption of the  risk as a  defense. The  avai labi lity  of these 
defenses tur ns  upon the  type of pro tec tion the  statut e is i ntende d to afford. If 
the  sta tu to ry  duty  is imposed to protec t the public in general a nd  n ot a part icu lar  
or limi ted class of users, the ma nufac turer may avail himself of the  defenses of 
con trib uto rv negligence and ass umption of the risk. See Wright v. Cutter Products, 
Inc., 244 F.  2d 53 (2d Cir. 1957).

In  Dart v. Pure Oil Co., 27 N.W . 2d 555 (Minn . 1947), a  M inneso ta s ta tu te  
prescribed certa in precautions in t he  handl ing and labeling  of vo latile  oils distilled 
from petroleum. The cour t held th a t the sta tu te  was enac ted for the  protection  
of t he  public  in general and not for a par ticu lar or limi ted class o f users. Hence 
the  m anufac ture r was enti tled  to have su bmitted to the jury  t he  question whether 
plaintif f’s use  of an  acetelvne  to rch on a barrel conta ining  flammable  oils rendered  
the plaintiff contribu torily negligen t and  barred his recovery. The Dart court 
recognized, however, tha t certa in statutes  a re enacted to pro tec t a limited class of 
persons again st the ir inab ility  to protec t themselves. A defend ant ’s violation of 
such  a st atut e,  the cour t continued, would preclude his use of the  defense of 
con trib uto ry negligence. The  cou rt lis ted child labor stat ute s, s ta tu tes prohib iting 
sale  of dangerous articles to minors, and  sta tut es for th e protectio n of in toxicated 
persons as  exemplat ives of this type  of sta tute.

Many courts hold that  where a pro tec tive sta tu tory  d uty  is l imi ted to a  certain 
class of persons , par ticularly  children, the  normal defenses of c ont ribu tory  negli­
gence and assumption of risk do no t apply . If a manufacturer violates such a 
sta tu to ry  d uty, he is made an insu rer agains t all injuries to the  p laint iff from the 
use  of his produc t. Thus , in Bennett Drug Stores, Inc . v . Mosely, 20 S.E. 2d 208 
(Ga. App. 1942), a statut e provided th at  no poison could be sold unless its char­
acte r was known to the  purchaser. Th e cour t held th at  t his  s ta tu te  evidenced a 
legislative  intent  to pro tec t an ign oran t public aga inst  the  consequences of a 
dangerous produc t and precluded relian ce by the  manufacturer  o r dis trib uto r on 
the  defense of contr ibutory  negligence.

Similarly, Section 482 of the  RE ST AT EM EN T (SEC OND ), TOR TS,  pro­
vides th at :

“ The  p laintiff’s contr ibu tory  neg ligence  bars his recove ry for the  negligence 
of t he  defe ndant consisting  of the  violation of a  sta tut e, unles s the effect of 
the stat ut e is to place the entire responsibi lity for such harm as has  oc­
curred  upon the defendant. ”

• I t has been suggested tlin l logically lltere can lie no defense of con tributory negligence or assumption of 
the risk In a du ty  to warn  case. In  Dillard and Hur t, "P roduct Ltnh ility:  Directions for Useand  the  Duty 
to W arn."  41 Vo. L . Rev. MB, 1(13 (IWSB). Hie outl ier s suggest tha t the  proof tbnl a p laint Kt knew or should 
hove known of a certain risk is proof tha t the de fen dant' s failure tow am of th at  risk did  not cause the  datnago 
compln ined of. Such a proof prevents  recovery by  th e plaintiff  lift nuse he has failed to establish  proximate 
caus ation , an essen tial element of negligence . I t does not con stit ute  a proof of con trib uto ry negligence. 
Th e co urts  as a whole cont inue to use th e language of contributory  negligence in d ut y to warn cases. Th is 
mem orandu m a dopts  the ir language.
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Th e RE STAT EM EN T would bring abo ut the  same res ult  w ith respect to the 
defense of assumption of risk. RE STAT EM EN T, TOR TS.  5496F (1965). The 
RE ST AT EM EN T furth er provides that :

“E ven  where those for whose benefit  t he statut e is enac ted may be expected 
to  be, and are in f act, fully  able to pro tect themselves, it may still be found 
th at the  purpose  of this  l egislation is to relieve them  of the  burden of doing 
so and  to place the ent ire responsibi lity for avoiding the harm upon the de­
fendan t. RE ST AT EM EN T (SECOND), TORTS, §4S3, comment d at  
537; and § 496F, com men t b a t 579 (1965).”

Since H.R . 13886 is specifically a "Bill to pro tec t children and others from 
acciden tal death  o r inju ry”  it  cou ld be effect ively argued th at  th e purpose of  this 
legisla tion is to pro tect a limited  class of persons who generally are unab le to 
exercise self-protection. I t could be argued th at  a layman is ignorant of the 
harm ful tendencies of the  chemical preparations he uses to maintain his health  
and comfort. In this sense, he c ann ot p rotect  himself from the  dangers at tending 
such  products. The effect of th is legisla tion well may be to place all responsibi lity 
for injur ies to such consumers on the  manufactur er who is presumab ly an expert 
in such matters. If the cou rts so read this  sta tut e, the  manufacturer  would be 
held liable to a plaintif f who was injured by an obviously negligent misuse of his 
produc t, and would thus become an insurer as aga inst  all inju ries  resulting from 
use o f his p roduc t.

CONCLUSION

Fundamenta lly, II.R.  13886 would (1) create a new, extens ive federal du ty to 
warn on all drug  man ufactur ers which has no t hither to been tho ught necessary 
or desirable; (2) impose an except ional du ty to write  first-aid instructions in 
ant icipation of all t he vagaries of injury with such comple teness  as to prevent the 
imposition of a secondary  liabil ity, and (3) deprive the drug manufac turer s of the 
trad itio nal  defenses of con trib uto ry negligence and assumption of risk.

Mr. Connolly. Mr. Chairman, I was requested by Mr. Hoge on 
behalf of the Proprie tary Association to express an opinion as to the 
manner in which section 4(b) of H.R. 13886 increases or enlarges, if 
any, the product liability of a manufacturer of a proprietary drug. 
And, I have concluded th at  it  greatly enlarges that liability and I 
direct my  attention  almost exclusively to the proposed and mandatory 
language of the bill: a new section (f) which requires tha t the labeling 
bear adequate warnings “against a substantial and reasonably fore­
seeable risk of causing accidental injury.”

Does this enlarge and increase the liability of the manufacturer? 
Extensively?

Mr. Chairman, over the la st few years T know of no area  of tor t law 
which has so greatly increased and has received so much attention  as 
the field of product liabili ty. Over the last several years a new section 
of the restatement of the law has been hammered out by lawyers and 
is now section 402(f) of the  Restatement of the Law of Torts.

Basically it imposes a strict liability on the manufacturer  of a 
product which is deemed defective, irrespective of any fau lt or wrong­
doing on the part  of the manufacturer, a showing of the exercise of 
reasonable care on the par t of the manufacturer is no defense if in 
fact  he has marketed a defective product.

It  also imposes certain duties upon the m anufacturer to warn of the 
hazard  with respect to his product.

I suggest, Mr. Chairman, and gentlemen, that section 402(a) of the 
Restatement  of the Law of Torts is the most advanced statement  of 
a manufacturer ’s liability for his product. Basically, however, the 
restatement does not go so far as this bill. This bill imposes a duty 
to warn, on a manufacturer, and four new areas which neither the 
Restatement of th e Law of Torts nor any judicial opinion has yet 
sought to go.
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At pag e 4 of ray  s ta te m en t I  out line  tho se four  new  are as in which 
the du ty  to warn is imposed.

I th in k t he mos t f ar- rea ching  way in which t he bill goes is to r equ ire  
a manufac turer to wa rn of ha za rds aris ing from  an un int ended use of 
his prod uc t. Bo th th e restatem en t and  the  dec ided  cases hav e held 
th a t there is no duty  wh ats oever on th e pa rt of a manufac turer  to 
warn again st th e hazar ds  of a misuse of h is pro duct.

Now , we all know child ren  and ad idts can  misuse pro ducts . The 
prop rie ty  of misuse or th e foreseeab ility of a misuse ra th er  is some­
th in g th a t we can  appre cia te.  A manufac turer can  foresee a misuse 
of h is prod uc t bu t no court, has ye t gone so far  as t o sa y th a t he mu st 
neverthele ss even t hough he can  foresee a misuse, wa rn again st it.

Th e courts  and tex tw rit er s have no t gone so fa r a s t o req uir e ma nu­
facturers to provide wa rning s against obv ious or pat en t misuses or 
aga ins t obv ious or pa tent  hazards. Th e obl igation  to  wa rn has  been 
re st ric ted to  those of which  th e manufac turer  must ha ve  or  may have 
knowledge , bu t of which the  avera ge person would not  have  knowledge.

Now the  law would chara cte riz e such haz ard s as la te nt dan gers 
and there is an obl igation  in the law now th roug ho ut  the  coun try  to 
warn of l aten t haz ards, bu t th is  b ill would require a man uf ac tu re r no t 
only  to  pro vide war nings as  to  la tent  hazar ds bu t also  of any pa tent  
deficiencies. The list  of suc h deficienc ies, of course , would be as long 
as imagina tion could ma ke  the m.

W ha t is more, prese ntly th er e is no d ut y to  warn the user of a  sli ght 
or tri vi al  injury . The duty  to warn is r est ric ted  to sit ua tio ns  where  
serio us boddy harm mi gh t resu lt.  Th is bill conta ins  no such  lim ita­
tion an d would impose  a duty  upon a manufac turer  t o warn aga ins t a 
slig ht, a tri vial  in jur y or even suc h inju ries  as may be rem ote .

Fo ur th ly , the re is pres en tly , an d this  is a  m at te r th a t ha s been very, 
very  c losely l itig ate d, there  is  no d ut y to  warn again st a hazar d or side 
effec t of which the man uf ac tu re r could no t rea sonably  have had 
knowledge . Th is bill would  rem ove th a t res tri cti on  and impose an 
obl iga tion upo n a m an uf ac tu re r to  give  warnings of ha za rds th a t he 
could no t have known ab ou t, an d I will g ive you an ill us tra tio n of t ha t.

I th in k mo st of us, if we a re  n ot  fam ilia r w ith  the a ctua l decided case 
are  fam iliar with the news paper coverage wi th respec t to  it.

Th e fir st test case so to s pe ak  th at  li tig ate d the qu estio n of wh eth er 
a tob acc o co mp any  was li able in fad ing  to  give  w arnings  of the car cin­
ogen ic effec ts of sm oking.  Th e Fi fth  Ci rcui t Co ur t of App eals  after 
much con sidera tion dec ided th at  since  a man ufac turer could no t 
reason ab ly have  ha d kno wledg e of the  carcinogenic e ffec ts of cig are tte  
smoking,  need no t have  prov ide d a warning  th at  cig aret te  smoking  
was  h azard ous and  the refore  the re was no liab ility .

Pe rh ap s the  law is now changed , indeed  it  has been  cha nged be­
cau se the  man ufac ture r is c ha rged  w ith  th at  knowledge now.

M r. R ogers of Florida . Only wasn’t i t because of th a t deficiency in  
the law  th at  Congress had to ac t?

M r. C onnol ly. N o, I th in k no t, Mr. Rogers. You  see the  dif­
fere nce  is this , th at  the  co ur t found th at  a rea sonably  car efu l ma nu­
factur er , using the  skil l of science  ava ilab le to him , cou ld not hav e 
known a t the time cig arett es  w ere  m anufac tur ed  and  sold th roug ho ut  
the  th irt ies and  fort ies an d fifties  when  the  pla int iff  was engaged in 
smoking,  in this  ins tan ce a Came l cig are tte , coidd  no t have  known 
th at  tobacc o was a c arcinog enic agent.
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I think quite apart from the labeling requirement today, in view of 
the large body of statistics accumulated bv the Department of Health, 
Education, and Welfare, th at  there would be an obligation imposed 
on a manufacturer, or a jury could find, I will p ut  it  t ha t way, tha t a 
manufacturer was marketing a defective product if i t did not contain 
the warning, irrespective of the Federal law.

Mr. Rogers of Florida . Of course we require the warning because 
of the testimony presented to the Congress.

Mr. Connolly. This bill would require that there would be a 
responsibility  on the part of the manufacturer to warn of the effects 
of which he could not reasonably have had knowledge. In  other 
words, if a person could prove a cause and effect relationship, a side 
effect coming from a particular drug, there would be liabi lity imposed 
upon the manufacturer if the manufacturer had not warned of t hat  
side effect on his labeling, even though at  the time the package was 
made he could not reasonably have known of this occurrence, this 
side effect.

Mr. Rogers of Florida. I thought the wording was—as to side 
effects, contraindications, and effectiveness and other matte rs may be 
required or pursuant to regulations prescribed by the Secretary, under 
that  wouldn’t he have to first prescribe these before you would be 
held to a liability?

Mr. Connolly. I think we are now coming to the way it would 
be regulated, but I am talking now abou t in a civil damage suit.

Mr. Rogers of F lorida. I mean unless you were required to put 
this on by regulations, you would not be Held to a liability, would 
you? Under the law, the proposed law?

Mr. Connolly. You could not  be held liable for a violation of 
this act.

Mr. R ogers of Florida. No, I don’t think you could be held liable 
at  all, could you, unless it  had been recognized-----

Mr. Connolly. Question would arise as to whether or not you had 
a duty of-----

Mr. Rogers of Florida. I t says only prescribed by the Secretary  in 
order to c any out the purpose.

Mr. Connolly. Correct.
Mr. Rogers of Florida. Doesn’t it?
Mr. Connolly. Yes.
Mr. Rogers of Florida. Doesn’t t ha t mean tha t he m ust have this 

finding before you would be obligated?
Mr. Connolly. It depends on what the Secretary prescribes.
Mr. Rogers of Florida. I don’t care what he prescribes.
Mr. Connolly. Suppose he prescribes a catcnall.
Mr. Rogers of Florida. I don’t th ink tha t is in tended, is it?
Mr. Connolly. Well, it is solely within his discretion as to what he 

can prescribe.
Mr. Rogers of Flor ida. Well, if we put hearings in this, for the 

effective and safe use of the drug, it says with respect to the manner 
and form of statement of matters included. I jus t wanted to make 
tha t point clear. I can see what you are driving at, bu t I wondered 
if the proposed language would not require that the Secretary first 
make a finding and require you to do this before there would be 
any liability upon you.

Maybe we can go into th at  after we come back. We have to go.
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Mr. J arman. Mr. Connolly, we will have to suspend now. A 
quorum call is now in process in the House.

The committee will make an effort to get permission to sit again 
at  2 o’clock, and the committee will stand adjourned.

(Whereupon, at  12:25 p.m., the subcommittee stood in recess until 
2 p.m. this same day.)

AF TE RN OON  SE SS IO N

Mr. Jarman. The committee will be in order.
When we adjourned, we were hearing from Mr. Paid Connolly, and 

we will be very glad to hear your continuation.

STATEMENT OF JAMES F. HOGE; ACCOMPANIED BY PAUL R. 
CONNOLLY, AND DR. WILLIAM D. PAUL—R esum ed

Mi-. Connolly. And I was harin g some trouble with a  question as 
I recall of Mr. Rogers which I would like to come back to and see if 
I can’t answer it. The bell perhaps helped us all to reflect a litt le bit 
upon it.

Mr. Rogers, as I understood your question, you inquired as to 
whether or not liabil ity could be imposed upon a manufacturer for 
failure to warn of unknowable side effects if there was no regulation.

Mr. Rogers of Flor ida. Seeing tha t such-----
Mi-. Connolly. Promulgated  by the Secretary?
Mr. Rogers of Flor ida. Yes.
Mr. Connolly. I would like to make one thing perfectly clear. 

As I read the amendatory language of 502(f), the power to prescribe 
regulation arises only unde r (f)-3. I think there st ill exists a du ty to 
warn irrespective of regulation with respect to the  mat ters under 1 and 
2. Under 2, although not  articulated, I think  by implication is 
contained a duty to warn of side effects and contraindications.

Mr. Rogers of Flor ida. Even without regulations?
Mr. Connolly. Correct.
Mr. Rogers of Florida. Applicable to the labeling of such drug?
Mr. Connolly. I think  so.
Mr. Rogers of Flor ida. Prescribed by the Secretary?
Mr. Connolly. I think so.
Mr. Rogers of Florida. You separate tha t then from the matters 

in (3)?
Mr. Connolly. Yes.
Mr. Rogers of Florida. You don’t think (3) has anything to do 

with (1) and (2)?
Mr. Connolly. Oh, I  think it does. I think the Secretary has the 

righ t to draf t in terms the warnings tha t are necessarily required by 
(2). You have a duty to warn under (2), and the Secretary under (3) 
may in haec verba tell you what those warnings should be.

Also, while we had the recess, I happened to read an article which 
appeared in yeste rday’s New York Times magazine, on aspirin, 
strangely enough, and it  was somewhat interesting to me—-I am not  
a doctor—to find out th at  the medical fra terni ty says tha t there are 
many uses of aspirin th at  they don’t know about,  and indeed there 
are probably many reasons for not using aspirin, and I suggest to 
you, Mr. Congressman, that it would be altogether appropriate when 
I said tha t one would have to know the kind of a regulation promul-
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gated by the Secretary would be appropriate, or he would be au­
thorized to promulgate a regulation which would require labels on 
bott les of aspirin to bear this admonition: “Continued use of this 
prod uct may give rise to undesirable side effects.” I don’t think 
anyone in the courts could do anything  about that under this proposed 
amendatory  language, because you could not get witnesses to say 
th at  that was an incorrect regulation.

The second aspect of this  fourth area of a duty to warn is under the 
proposed amendatory language there would be a duty to warn of 
occasional allergic or idiosyncratic election. The law as it has been 
developed so far imposes no such duty  on a manufacturer, unless the  
allergic class is so large and so significant tha t it  can be said tha t a 
manufacturer should not put  in the general stream of commerce a 
product tha t may affect so many people. But  if the class of persons 
affected by the allergy is small and insignificant, there is no duty to 
warn.

So to summarize and briefly, the proposed amendatory language 
imposes a duty to warn on a manufacturer in four areas tha t neither 
the courts nor even the tex t writers have seen fit to go: the duty to 
warn of the unantic ipated or unintended use, the duty to warn with 
respect to obvious defects, the  du ty to warn with respect to the trivial 
injury , and the duty to warn with respect to side effects and contra 
indications.

Now, the amendatory language I am of the opinion also imposes a 
new duty,  and that is the duty as I  have characterized it to be the 
Good Samaritan. The sta tuto ry, the proposed stat uto ry language 
would require a manufac turer  to place on his labeling inst ructions for 
first-aid treatm ent when necessary or appropriate. The law does not 
require a manufacturer today,  as it has been developed in the case 
law, to prescribe firist-aid treatm ent, he would, of course, be liable, 
if the care turns out to be inadequate or insufficient. But  this bill 
would require the performance of tha t duty; namely, to render, to 
provide first-aid instruction.

I suggest to you that the  variety  of types of accidental injury and 
the disparate nature of the human response thereto , make i t extremely 
impractical to  prescribe trea tment  in advance by means of the printed 
label. I suggest also that  the manufacturer would really be called 
upon to practice medicine.

Finally, I think that  this bill, unless the congressional in tent  were 
made much more manifest than  is presently the case, could deprive a 
manufacturer  of the common law defenses of contributory negligence 
in assumption of risk which he presently would have to a produc t’s 
liabil ity case. Generally speaking, a manufacturer may defend a 
prod uct’s case on the ground  that the user was himself contributorily 
negligent or he assumed the risk of injury or damage to himself. 
However, there is a considerable body of case law which holds tha t 
these defenses are not available, when there is a st atu te enacted whose 
purpose is to p rotec t a limited class of persons, such as children, for 
example.

It  is said, and I would like to refer to the restatement, section 482 
says tha t—
the  plaintif f's contribu tory  negligence bars his recovery for the  negligence of the 
defen dan t consisting of a sta tu te , unless the  effect of the  statute is to place the  
entire  responsibili ty for such harm as has occurred upon the defendant.
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Continuing under 496(f ):
Even  where those for whose benefit the sta tu te  is ena cted  m ay be expected to be 

and are in fact fully able to  pro tec t themselves it may still be found that  the 
purp ose of this legislation is to  relieve them of the burden of doing so and to  place 
the  e ntire responsib ility for avoiding the harm upon the  defen dant.

Now, since H.R. 13886 is specifically a “bill to protect  children and 
others from accidental injury or death,” it could be effectively argued, 
I contend, tha t the purpose of the legislation is to protect a limited 
class of persons who generally are unable to exercise self-protection. 
Th at being so, the  courts, in deciding the  liability of a manufacturer, 
could and most probab ly would conclude that defense of contributory 
negligence and assumption of risk were not available to a manu­
facturer unless, as I said, the Congress expressed its  in tent in specific 
terms.

These, then, I suggest, are far-reaching concepts that  go right to the 
hea rt of the court liabili ty of a manufacturer. These are matters 
which are being debated in the courts and in our country’s law schools 
and by the text writers, and there is nothing like a unanimity of 
approach. 1 wonder whether this committee, and indeed Congress 
itself, should create a vas t new body of tort law which would rest upon 
a Federal  statu te. It would seem to me to be wiser to let the tort  
law develop in the o rdinary manner of a case-by-case adjudication.

I think, however, the most  significant part  of this proposed amenda­
tory language is the language which requires warnings against a sub­
stan tial and reasonably foreseeable risk of causing accidental injury. 
The single objection which 1 see from a manufacturer’s standpoint to 
t ha t language is the duty to warn against foreseeable, albeit unintended, 
use of the product.

If I could make a recommendation to the committ ee or to the sub­
committee, I would suggest that  it rathe r follow- the language of the 
American Law In stit ute ’s restatement , ra ther than attem pting  to em­
ploy new language to express this duty. So t est ed, the  approach would 
be that  13886 should be modified to require a warning as to “risks 
of serious bodily harm which are reasonably foreseeable to the manu­
facturer from an intended use of the product but w hich are not  reason­
ably obvious to an intended user.”

That specific language is contained at page S of my prepared stat e­
ment. I suggest th at th at  does follow the very carefully thought out, 
well hammered out language adopted by 1 he members of the American 
Law Ins titu te when they formulated their restatement.

Tha nk you, gentlemen.
Mr. J arman. Thank you, Mr. Connolly. The Chair would like 

to suggest tha t the commit tee now hear from D r. Paul, after which 
questions can be asked of all three witnesses.

(Dr. Paul’s prepared statement follows:)
Statement of William D. Paul, M.D .

My name is W. D. Paul, M.D ., I am Professor of Physical Medicine and  Re­
hab ilita tion  at the College of Medicine, University  of Iowa, Iowa City, Iowa. I 
am head of the art hri tis clinic a t the  University Hospitals , pa rt  of the  College 
of Medicine, and Medical director of the Iowa Chapt er of the A rthr itis  Foundation . 
My inte res t in the Child Safe ty Act of 1966, H.1I. 138S6, s tems  from the fact  t ha t 
for many years I have devoted  most of my time  to the diagnosis, trea tme nt, 
research  aiid teaching  of ar thr iti s. Thursday, August 14, 1966, Surgeon General 
William Stewart, of the Public Hea lth Service, released a sta tem en t to the news
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media  on the  sub ject  of arth rit is,  the  foremost cripplor in the Uni ted States. He 
sta ted  th at  the National Cen ter for Health Sta tisti cs repo rted  th at  arthri tis ranks 
second only to heart  disease as the  leading cause of act ivity limitation among 
persons who suffer from chronic disab ility. Last yea r (1965) the World Health 
Organization called an internatio nal  meeting to discuss the problem of a rthr itis,  
and it was concluded that  ar thrit is is a major disease in all coun tries  of the world. 
Rhe umatoid artliri tis, the comm onest form of a rtliri tis, as well as the typ e that  
causes  the  g reat est crippling, is no respec ter of age, ns i t occurs at  all ages, f rom 
infancy (1 yr  or less) to the  very old (90 yrs or more). The basic treatment, of all 
forms  of arth ritis , except gout,  is the  judicious use of salicyla tes, Rheumatolo-
?ists have  found, by experience, th at  acetylsalicylic acid (aspirin) is the most use- 

ul antiarthri tic  drug, the  safest, and the most  economical.
Since the  end of World War II , medical students  have been tau gh t to use the 

metric system when prescrib ing drugs. It  is of inte res t th at  a bill to change 
weigh ts aud measures to the metric system, S774, has passed the  sena te and is 
pending  before the House. The standard  tab let  of children’s aspirin contains 
1% gr of the drug, or 75 mg in the  metr ic system. The  ad ult  tab let  is 5 gr or  300 
mg. Physicians are accustomed to  ordering  a 75 mg tab let  for children, or 300 
mg for an adult.  The average maximum dose for very young child is 75 mg/kg/24 
hrs, a kilogram (kg) being 2.2 lbs. For older children the dose is approximately 
1.8 gm/24 hr. Since the weight  of children of a given age may vary widely, many 
pediatr icians feel t ha t a more accura te method of determin ing dose is to base it  
on the  surface  area of the  child. This is based on weight aga ins t height, the  
result  being expressed in squa re mete rs (Ma). Rheumatic  fever is a common 
disease in children, and treate d prim arily with aspirin. The  therapeutic  dose in 
tins  disease is 3.0 gms/M2/24 hr. When one divides 3.0 gm by 75 mg (1% gr) 
the answer is 40. Forty 1)4 gr tab lets  (75 mg) would be a  tot al of 3.0 gm of the 
drug . Both of these numbers are  round figures, easily understood  by physicians  
who then could calculate the  num ber  of table ts he wishes to prescribe, and he 
would know how long a bot tle or vial of 40 table ts would last.

Children between the ages of 3 through 5, average between 14.5 to 18.4 kg in 
weight. When one trea ts acu te rheumatic fever, rheumato id arth riti s or fever 
in children  of this age, the dose of aspirin  will average 25 grains in 24 hr periods. 
Twenty-five grains represen t twenty 1)1 gr tablets which represents  1.5 gms of 
aspir in, or one-half the  num ber of tablet s we recommend to  be packaged in  a 
single container, or enough tab lets to las t only  two days of tr eatment.

For children  3 years of age or  younger, the present" label inform s the paren t to 
consult a physician  for the p roper dosage. This is required by presen t regu lations 
and should  not be changed. We would recommend th at  und er Sec. 2 of H.R . 
13886, this  committee sta te th at a maximum of 40 table ts of flavored children’s 
asp irin  be packaged in any  one containe r. This would represe nt a total  dose of 
3.0 gm. If in the futu re physicians  and/o r the  commiss ioner of the  F.D.A . 
decided t ha t fewer tablets shou ld be marketed in a  single con tainer, they could by 
common consent reduce t he num ber  wi thout asking  Congress to  en act  a  new law.

We a t Iowa are concerned th at  if  fewer ta blet s, for in stance 20-25, are required 
to  be packaged in a single con tainer  by this  act , par ent s will purchase several 
containers a t one time instead  of one. If there are 4 or 5 bot tles  of children’s 
asp irin  in t he  medicine chest , the paren ts may not realize th a t one is missing, or 
if some tab lets  have been removed from more tha n one containe r.

We have heard that  95 % of a ll the  children’s aspirin sold are  packaged with a 
safe ty closure stopper. The m anu fac ture rs are cons tantly seeking a bet ter  safety  
device  an d would need no coercion to ado pt the  new closure. On the  other  hand , 
an  improved closure would make it  more difficult for an individual to manipulate.  
As ment ioned  above, rheumatoid art hr iti s is the  greates t cripp ler. This disease 
affect s any join t in the  body, bu t involves the  wrists and han ds early , result ing 
in severe  crippling. One of t he  major funct ions of t he  f ingers is grasp o r pinch. 
Rheum ato id arthri tis is a chron ic progressive disease, and  can only be kept unde r 
control  by various an tia rth rit ic drugs. These victims, all ages, have difficulty 
in opening containers, and  if the  safe ty closure poses too much  of a  problem will 
leave  the  bottle open in order to  have easier access to  the  medication . If there  
are  children or pets in the  household, the open container now becomes a  magne t 
to  a tt ra ct  the  curious.

Another group of people th at  in tere sts me is th e so-called elde r citizen. It  is  in 
this group tha t one finds the  larges t number of people suffering  from hea rt disease. 
One form of hear t disease is the  so-called heart  a ttack , or myocardial infarction. 
If they survive the  initial att ack, they then,  under stress of tension, excitement, 
overexert ion, over ea ting etc. will develop pain in the chest, called angina pectoris.
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This pain can be rel ieved, or an othe r heart  a tta ck  ab orted,  b y placing  nitroglycer­
ine und er the  tongue. When an individual  has angina pec tori s he reaches for a 
nitroglycerine tab let,  usua lly kep t in his pocket, bu t now he must, open a safe ty 
closure first. While he is t ry ing to  open the container , the  pain becomes worse, 
he has  difficulty brea thing , his hands become weak, and he may  succumb to the  
at tack  before he is able to ext ricate  a tab let.  A more common type of heart  
disease, is heart failure ; shor tness of breath , swelling of ankles, cyanosis, irregula r 
heart  beat, and enlargem ent of the liver. Heart  failure can  be kep t un der control 
with the  digitalis drugs. A favorite with the  physicians is digoxin, in doses of 
0.25 mg twice a day. Again, if the  safety closure is too difficult to  man ipulate, 
the  elder citizen will keep the con tain er uncapped, and of course  it  will be ava ilable 
to you ngs ters  or pets. How poten t is a tab let of digoxin? Four  tablets  of 0.25 mg 
equals one milligram, 1,000 milligram s equal  one gram, and 30 grams equa l one 
ounce. These tab lets  a re more toxic than a 300 mg (5 gr) adult  aspirin  tab let .

The members of the  College of Pharmacy , the  University  Hospita l Pha rmacy 
and  the  Poison Control Cen ter,  all of the University  of Iowa, have asked me to 
tra nsmi t this  thoug ht t o the  su bcom mittee. The  prima ry reason for ob jecting to 
this kind of remedial  act ion (a b ett er safety closure) is tha t it  would te nd to provide 
a false sense of secur ity to  the par ent  or pat ien t. Even  less care would result,  
regarding proper storage and general  safe-guarding  of medications around the 
house.

In  1965, the Nat iona l Clearinghouse for Poison Control Centers was notified 
th at 16,328 children , und er the age of 5, acciden tally  inges ted aspir in. Most, of  
these were very mild as hosp italiz ation  was not necessary , even  for observation, 
in 87.4%. During the same year  125 of these children  died from all forms of all 
salicylates including aspir in, a deplorable  figure indeed. The  bright side of the  
pic ture  is the fact  that  during 1965 there were 20,424,000 actual  living children 
un der the  age of 5 (Bureau of Census). One manuf acture r sta ted  that  they 
bot tled 50 million bottles of children ’s aspirin tablets  a year , and  from this  one 
can assum e that  a large num ber  of the more than 20 million child ren mus t have 
been given aspirin  fo r v arious illnesses, withou t any toxic effect.

When thinking of poisons, it  is necessary to remember  th at  the difference 
between the amoun t of a given substance  needed to produce a wanted effect a nd  
the am oun t that  may cause inju ry to tissue or body functions, determines the 
toxic ity. If one takes  water, as an example, we know tha t a glass full (200 cc) 
will s atis fy thi rst . However, dur ing h ot weathe r, when a large amoun t of water 
is consumed (abo ut 10 glasses) and  sweating is profuse, diar rhea  may resul t. 
This causes washing o ut of elec troly tes (salts) followed by  abdominal distress and 
chemical alkalosis. The difference in the amoun ts that  quench thi rst  and cause 
diar rhea, is large, and there fore we can say th at  w ater  is no t poisonous. Phenol  
or carbolic acid is very  poisonous  because the smal lest am ount tha t we can place 
on tissue, even the am ount ad her ing  to the jxjint  of a needle, will destroy the tissue 
on which it comes in con tac t. The  effective dose and  toxic dose are the same. 
Aspirin is essentia lly a safe drug  as a dose of 150 mg (two 1)4 gr tablets)  will 
reduce  fever  in infants , or  600 mg (two 5 gr table ts) will relieve a headache or 
painful joint in an adult . A toxic, bu t n ot necessarily a l eth al dose of aspirin  for 
infants would be in the range of 30  or more 75 mg (1% gr) tablets  ingested at one 
time , or  a much smaller dose tak en over a period of time in a very sick child. 
Fo r old er children o r an adu lt the  toxic dose var ies a  grea t deal.  Many arthri tics 
can tak e 20 or  even 30 ad ul t size table ts every day  for  weeks, with  only slight 
ring ing of the ears (tinnitu s).

I t would app ear  th at  I am try ing  to pa int  a rosy pic ture ignoring the  125 
dea ths  from aspirin or oth er salicy lates . Two facto rs th at  are  o ften overlooked 
when discussing fa tal cases of sa licylate poisoning  is first, th at  many medicaments 
contain salicylates, either asp irin  or othe r forms of salicylates, and  secondly the  
role of therapeuti c overdosage. This  past Sunday I visited a local pha rma cy 
located  in a town of a bout 3,000 people, adjace nt to  Iowa City (The Drug Fair, 
Coralvi lle, Iowa). I found 109 items on the  shelves th at  contained salicy lates 
rang ing from aspirin, sodium salicy late, choline salicylate  to  methyl salicylate. 
These preparations are recom mended for headache, muscular pains, liniments, 
sleeping potions, relaxants, inh ala nts , antifunga l (ath letes foot) , cough mixtures, 
cold preparations, and  corn  salves. Included were tablet s, liquids , ointments a nd  
plas ters.  Most  of these stat e the amo unt  of salicyla te per  dose on the label, bu t 
some showed no dosage, and most were mixtu res of m any drugs including salicy­
lates . I have outlined these  item s in Appendix 1. We do no t know how many  
dea ths  were actually caused  by childrens aspirin, bu t looking over this  list one 
can see that  “other  salicyla tes”  from the ir large numbers,  arc more readi ly 
avai lable to the curious child.
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March 26, 1966 an  article tit led  “ Infants, Toddlers, and Aspirin” appeared in 
the Brit ish Med. Jour, (page 757). The authors showed th at  therapeu tic over­
dosage is common in infant s up to the age of 3, and  accidental overdosage is 
more common from 3 to 5 years. (Appendix 2). They concluded  that,  “in 
Glasgow, during  1963-65, there were 79 cases of aspir in poisoning, of which 67 
were acciden tal with two dea ths,  and 12 therape utic  (overdosage) with six deaths. 
Acciden tal and therapeuti c dea ths  occur in different  age groups, and there is 
reason to  believe tha t very few therapeuti c dea ths are included in the accidental- 
poisoning returns, so the  prob lem is even grea ter tha n the  national mortali ty 
suggests.

No child died in the  acciden tal group who was admi tte d within 24 hours of 
ingestion, and the therap eut ic group  had all been given aspi rin for at  leas t 24 
hrs before admission. Th e time facto r is therefore very impor tant, and  it  is 
linked to  accurate diagnosis. No t one of the eigh t children who died was diagnosed 
correc tly before admission.”

Why is therapeutic  overdosage more dangerous than  accidental  poisoning? 
The answer lies in t he symptoms  th at occur during  overdosage . Usually the child 
is being tre ated for a  disease causing  fever. As salicylism starts  the chi ld brea thes 
faster , then over brea thes  (h yperven tilation).  This causes a  resp iratory alkalosis, 
a condi tion in which the blood becomes too alkaline. The  child becomes very 
fretfu l, has nausea and vomiting, becomes dehydra ted, anti then has a high fever. 
This  is then  followed by chemical acidosis. At this time the  child looks as if it. 
has pneumonia, or if the  urine is examined, sugar and  acetone  are found. An 
elevate d blood sugar is usua lly present . The child is given more aspir in in an 
at tempt  to reduce the  fever a nd  restlessness. The lab ora tory  findings and symp­
toms  are those typical of diab etic  coma (ketosis). Hospital ization is delayed  and 
the dea th rate  mounts. In accidental poisoning the frantic p aren t calls a physi­
cian at once, the child is tre ate d or sent to a hospita l, and recovery is assured.

An ant ido te is a  substan ce th at  neutralizes, dilutes  or removes a noxious sub­
stance. When a child swallows lye, a mild acid  such as vinegar (acetic acid) 
may neutralize the caustic.  In  the case of acids, milk can be given which will 
form a harmless prote in sa lt  when it combines with the  acid. There are no 
ant ido tes  for the chemical subs tanc es used as drugs. Previously , I mentioned 
digoxin, a drug  given in an infini tesimal dose of 0.25 mg twice a day, to combat 
hea rt failure. The symptom s of toxic ity arc loss of appetite, nausea, fuzziness of 
mental ity to psychosis, irregular hear t beats, diarrhea,  abdomina l distress;  the  
very same symptoms tha t occur in hea rt failure for which the digoxin was given. 
These symptoms may occur  on the same dose required to keep the  h ear t failure 
unde r control. Again there is no antidote,  no m ethod of clearing the body of the 
digoxin, and att em pts  to cause  vomiting or giving something  to  coun terac t the 
digoxin, may cause such a burden  to  th e a lready damaged heart, that  i t may stop 
beat ing. If one were to outl ine the side effects and  methods of combating  over­
dosage of any  drug, it would be necessary to  write a medica l text  on the  label, or 
an inser t, of several pages. This would be an excellent idea if every one using 
the  drug had a medical degree.

Everyone  is in agreement th at  hazardous substances, such as insecticides, 
pesticides,  lye, etc. should  carry warnings on the  label a nd direc tions for trea ting 
bums , etc. There  a re regu lations in effect at present th at  cover  label ing of haz­
ardous  substances. On page  3, line 22, of II. It. 13886, we read “or  against a 
sub stantial and reasonably foreseeable risk of causing accid ental  inju ry,”  and 
on page 4, line 4, “or pu rsu an t to regulat ions (applicable to  the labeling of such 
drugs) prescribed by the  Secretary  in order  to carry ou t the  purpose of this 
parag rap h.” A man takes a digitalis tablet, walks down stair s, trips  and frac­
tur es his spine. Woidd this  be classified as foreseeable risk? A physician 
prescribes  a tranquilizer,  the  pa tient take s the  tone) tab let , then  sits down to 
ea t dinner . His wife has prepare d fried chicken which he relishes, b ut acc identally 
Inhales a piece of chicken bone  and is rushed to the hosp ital for removal of the  
foreign body. Is this  event a foreseeable risk from ingesting one tranqu ilizing  
pill? A man who has an gina pectori s was told to tak e nit roglycerine for the pain. 
While working in a machine shop, he had pain, took a nitroglycerine tab let.  
Sho rtly  afterward s he became dizzy and cut  his finger. Could this be called a 
foreseeable risk, or included in contraindications? These are a few instances 
th at  I can recall. If we were to put on the  label or inse rt every precautionary 
measure that  might result in a “foreseeable risk”  no lal>cl would be large enough, 
and an insert  would have to be as voluminous as a medical tex t. People would 
be a fraid to us a  deterge nt, wear clothed th at were cleaned in a petroleum deriva ­
tive, or add sal t to the ir food. We know that  the  use of ext ra salt  can retain
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water  and  cause  swelling in people with heart disease. The present regulations 
requ ire the labeling  of hazardous  materials, even mentioning ant ido tes when 
necessary; therefore why add p robable  risks  to confuse and  scare the  public?

We could go through a series of commonly used subs tanc es and show the 
difficulty of point ing out , side effects,  indicat ions and contraindications  to lay 
persons, none of whom have a background in medicine. Adding emergency 
measures that  might be sta rte d by a paren t or relative (in the  case of a n adult) 
would not only delay ade qua te tre atm en t but confuse the picture of overdosage. 
For instan ce, how should a mother cause vomiting in a child. Should she place 
her finger in the childs th ro at  and gag it? Tins may cause vomi ting,  but the 
child may also inhale some of the  vo mitus  and develop a serious pneumonia, not a t 
once bu t hours o r days late r. Or the mother can be told to give syrup of Ipecac 
which may cause vomiting any tim e from 10 or  15 m inutes to 30 minutes afte r 
ingestion . The mother is no longer worried because the child has vomited. 
Between the  time of ingestion of the  drug , and  the time the  ch ild lias v omited, a 
large portio n of the drug has been  absorbed. The next day the child  has fever, 
over  vent ilat ion, and is fretfu l. Now the diagnosis becomes an acute  upper 
resp iratory  infection, a pneumonia or  d ials ' tic acidosis. The child may be given 
more of the  same drug pr ob ab ly  aspirin) and  there is fu rther delay before proper 
treatm ent is institu ted.

The poison contro l cente r a t the  University  Hospital in Iowa City has been in 
operation  for the past six years. Dur ing this time they have had  numerous calls 
alx iut accid ental  poisonings. Dur ing the six yea r period  there were only /uio 
occasions when it  was deemed necessa ry to te ll Ute paren t, o r pers on calling, w hat  
firs t-aid meth ods to  ca ny  out.  Th e dep artment of Pediatrics sees abo ut 2,000 
children a  year, some of whom are admi tted for aspirin poisoning. The re are less 
than one dea th a year from salicy lates , methyl salicylate being the  most frequent, 
salicylate causing death.

In’ conclusion we would like to sub mi t the following suggestions for your  con­
sideration.

1. The  Child  Safety Act of li»6G should include a  st ateme nt tha t each conta iner 
of childrens' flavored aspirin should contain up to a maximum of forty  75 mg 
tab lets , a total  dose of 3.0 gin.

2. Tile safe ty closure used at present is adequate . Making the  safe ty closure 
device more complicated would ac t as a hardship to the  crippled, debi litated , 
or elderly  person. It  would also, wc feel add  to the  problem of accidenta l poisoning. 
The glass conta iner, whe ther  it be glass or plastic, should be tall  a nd  t hin  so that  
even the  absence  of two or more tab let s would be readily  recognised. Horizontal 
lines could be raised on the outs ide of the vial, anil the  number  10, 20, 30, a nd 40 
placed nex t to the  horizonal line. This would make it easier to  dete ct the  loss of 
tablets.

3. The  label should contain, as it does now, th e notation in bold letters,  “Keep 
all medication  out of the reach of children.”

At the University Hospital wc have this  passage imprinted on the pap er sacks, 
called prescrip tion  bags. All pha rmaci sts  should be encouraged to do this. The 
label shou ld sta te, “C ontact your doctor, nearest  hospital,  or Poison Control 
center immedia tely if accidenta l inges tion or overdose occurs .” The label should 
sta te, “alw ays save the containe r and take it to  yo ur doctor in case of accidental 
poisoning.”

4. Included in the bill should be a sta tem ent  that, pha rmacist s should label 
the  conten ts and  dose on all p rescription lebcls, unless otherwise  inst ructed by the 
prescr ibing physician. This would help identify all drugs, and  prevent  a physician 
from presc ribing  a  potent medic ine th a t the pat ien t received from ano ther physi­
cian, and  is stil l taking.

5. Make funds available to the  F .D.A. which would be used as matc hing funds 
obta ined from industry to se t up an educational program on drug safe ty. The 
funds from industry could lie obt ained as a tax on the num ber of tab lets  sold, 
much like the funds obtained to prom ote agr icul tura l products . The  program 
could be carried out through the Nat ional P.T.A. and directed  toward mothers. 
Physicians  should also be inclu ded and taug ht how to  recognize poisonings, 
especially due to salicylates. Arch itec ts ami builders should  be urged to place a 
meta l cabinet, th at  has a safe ty lock or combination lock, in the bath room  or 
bedroom to be used as a  locked safe for  all medications.
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Appe ndix  1

Asp ir in  and/or ‘‘other sali cyla tes” foun d on shelves of the Drug  Fair , Coralville, 
Iowa

Name hos e Company

BufTerin___________ ____. ______
Anacin ....... ........................................
Su nd ra spot asp irin______________
Norw ich asp irin ..................................
Pen  tes t a sp ir in _______ _________
Tow er Indu strie s as pir in.. . ...............
Ex ce dr in ... _........................ . .............
Ch ild ren 's b u ff e ri n .. ............. ..........
Resolve  effervescent................. ..........
Fixrin  effervescent...... .......................
Alka-Seltxer........................................
St . Josephs  children’s asp irin.............
Bayer as pir in.......................... . ..........
Ch ild ren 's aspir in..............................
Aspir in___ _________________ . . . .
Chewablo children's  aspirin  . ...____

Purcpac chi ldren’s aspir in.................
Aspirin com|>ound_______________
En sea ls.  _________________ ______

h o .................................................
Measurin  Time Release. ....................

Sa lr in ...................................................
Pabr irin buffered t a b le ts .. .. .. .........
Em plr in compou nd................... . ... .
P \ C i uiiijneind.
Anodynos tabs ......... ...........................
Ascriptin________________ ______

FOB FA IN AN U ABT HBIT M

Defencin_________ ____ ________ __
Co unter pu in. ......... ........... ................
Ax ar. . . .  . . . . . . . . . . . . . . . . . . . . . . . . .
Triges ic................... ........ ....................
Dolctn. for ar thrit is.................... ........
Za rum in............................ . ................

Arth ropan____ _________________
Actasol syru p drops...........................
DeWitts (muscle p ain ).......................
Phenod yue  ta ble ts.............. ...............
Phcnosa l tabl ets ................ ................
Ealgos ta ble ts_____ _____ _______
Persisten_______ _______________
A lysine elixir.................... ______ .....
Salic tonyl................................. . ..........

COLDS

Coricid in.......... _ ............. ..................
Congesplrin......... . .................. ...........
Co ry ba n- D............ .........
Coric idin D . . . ....................................
Cor icidin Medtabs, child ren..............
Tr iam lnicln .........................................
Fle tch er’s cold t at * ............................
666 cold tablet s, also li qu id................
Drlcole ta b le ts .. .............. _________

Hi ll’s cascaro quinine cold ta b le ts .. .
Pyrroxat e cold capsu les .......... ..........
Coldene syrup, ad ult .....................
Coldene sy rup , chi ldren __________
Liq uipr iu ............................ ................
4-Way l iquid cold sy ru p.....................
Urs inus inlay t ab s.  . . ........................

Aspir in, 5 grain.............. . ..............
Aspir in. 3.5 grain...................... .
Asp irin , 5 gra in---- ------------------
.. .. .u u ..  __
.......do ...............................................
Aspirin,  salicyloinido, no dose.......
Aspir in. Di  grain ...........................
Aspir in, 5 cr aln ......... .....................
.. ..  do ..............................................
-----do ...............................................
Aspirin, 1M grain........... . ........... .
Aspir in, 5 grain ...............................
Aspir in, 1H grain.................  .......
Aspir in. 1 grain (100 tab lets ixjr 

bot tle) .
Aluminum salicylate. 1M grain, 

75 milligram (50 and 100 tablets 
per bottle).

Aspir in, 1H grain............................
227 milligram, 3H grain (aspir in) ..  
Aspir in, 5 grains, 325 mill igra ms... 
Aspir in, 5 grains, 650 milligram s... 
Aspirin , 10 gr ai ns. ........... . ...........

Aspirin, 3.’ gra ins ..........................
Calcium n<rl»appirin, equivalen t 

to 300 milligrams of aspirin.
Salicylumide, 5 and  10 grains.........
Aspirin, 5 grains........ . ................
Aspirin , 3.5 grams.......... ................

Aspirin,  5 gra ins..............................

Bristol -Myers .
American Home Products  

Corp.
Sundra Spot Co.
Norwich Iu*h.

Tower In dustr ies. 
Bristol-Myers, 

ho . 
ho .

Glen brook Lab.
Miles Lab.
Plough, Inc.
Bayer .

ho .
Upjohn Co.
Ab bo tt Lab.

Purepac Corp ., New York.  
Eli  Lil ly, 

ho . 
ho .

Chesebrough-Pond’s, New 
York.

White Co.
hor sey  L ab., Lincoln, Nebr.
Wurren Teed, 
hor sey  Lob.
Burroughs Wellcome. 
Upjohn.
Brvon.
Borer.

Aspir in. 300 milligram. . . . . . . . . . . .
Aspirin,  3.4, grain s..........................
Aspir in. 2H  gra ins.............. ...........
Aspir in. 3H  grains. 0.230 milli­

gram.
Aspir in, no dose. . . . . . . . . . . . . . . . . . .
Aspir in, 300 milligrams, 4 grains, 

potassium  salicylate,  3.5 grains. 
Choline salicylate , 174 m illigrams.  
Clio line sal icylate. 105 milligrams.
Salicylumide, no dose.............. .
Aspir in, 3.5 grains ... _________. . .
Aspir in, 260 milligrams...................
Aspirin,  3.5 grains...........................
Aspir in, 2.5 grains, sa licylsalicylic 

odd. no dose.
Sodium salicylate, no dose.............
Sodium salicylate , 10 grains...........

Groves Lab.
Squ ibb.
McKesson Robbins . 
Squ ibb.

ho lcln Corp .. New York. 
J. B. Williams, I ne.. New 

Jersey .
Purdue-Fredorick.

ho .
E. C. DeWit t, Chicago. 
Blue Line.
Pitman-Moore.
American  Ferment. 
Sherman.

Mcrrell.
Upjohn.

Aspirin , 1’4 gra ins ..........................
Aspirin, so m illigrams....................
Salicylaniide, 230 milligrams.........
Aspirin, 0.32 mil ligram....... . ..........
Aspirin , gra ins ......... ................
Aspirin , 225 milligrams...................
Aspirin , 45 millig rams....................
Sal icy lam lde, no dose.....................
Aspirin , 97 mil ligrams....................
Aspirin, no dose........ .....................
Aspirin , 3^4 grain s..........................
Sodium salicyla te, 216 mi llig ram s.. 
Sodium salicylate, 106 m illig ram ..
Salicylaniide. gra in..................
Sodium salicylate, no do se ............
Calcium Csrbesptrln, equal  to 300 

milligram aspi rin.

Schering Corp.
Grove  Lab.
J. B. Roerig Co., New York. 
Schering Corp.

Do.
hor sey  Lab.
Glen brook Lab.
Monticello Drug Co., Jack* 

sonville, Fla.
Cole Pharmaceut ical Co., St.  

Louis.
Whitehall Lab .
U pjohn.
Pharmacraft.

ho .
Johnson A Johnson . 
Bea umo nt Co., St Louis, 
ho rse y Lab ., Lincoln, Nebr .
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Asp ir in  and/or “other salicyla tes” foun d on shelves of  the Dru g Fair, Coralville, 
Iow a— Co ntinued

Nam e Dose Com pany

ANT ITE NSION

Compoz for simple tension—  
Devarex, s imple nervousness.

Tranquil -aid.................... ................ *

Alv a-Tranqui l relax te nsion.  —  

Alv a-Tranqui l (8 hours.time release) 

for sleep

Sleep tabl ets ..
N yt oi .............
Sotninex...... _

Salicy lamide, 125 milligrams. 
Sal icy lam ide, 300 milligrams . 

9 alley  I amide , 225 milligrams .

Potass ium  salicylate, 085 milli­
gram.

Potas siu m salicylate, 0.1944 milli­
gram.

Salic ylamide, 216 mil ligram s.—
Sal icy lam ide, no dose___ — -
Salicyl  amide, 200 mil lig ram s.,^—

Jeffery -Martin,
J.  B. Williams Co., New 

Jersey .
Tho mpson Mccical Co., New 

York.
Chicago, Eh 

Do.

McKresson Bobbins.
Block Drug Co., New Jersey , 
J,  B . Williams Co.

UNIM EN TS AN D .OIN TMENTS

Ban alg_______ ...
In rra  cel solu tion. ,
Be et li n im ent. ., .

Methyl S4illcylate, no dose..
Salicy lamide, no dose____
Me thyl salicylate , no  dose..

Omega oi l. do .

Conce ntra ted Broska ..

Anestol lini m en t........ .....................
Sloan's li n im en t...............................
Ben-Gay  lo ti on .. .. ...................... -
Ben-0  ay ba lm --------------------------
Ben-Gay e rcasele ss-.— ..............
Ben-Qa.v ch ild re n' s. ................
Analgesic ba lm ..................................
M ust ero le , re gu la r,  m ild , an d

child ren.
Minlt R ub.........................................
Me nth ola tum  deep heat  ru b .. .
N umotlz lne-------------------- -------
S u ri n .. - .. .— . . . . . . . . ----------------
Inf rnrub..............................................
Guia  C ain ph chest ru b—.......... .
Oer-o-foara......... . .....-------------------
Pa na lges lc. .......................... .
Methyl-rub....... ............................... ..
Dr.  Scholl’s Solvex (ath lete ’s foo t).—

Dr. Scholl’s corn salve....... ...........
Dr, Scholl’sz in o- pa ds .,_ .......... .
F reezone corn r em ov er .. . . . . . ----
Com pound W _ „ , -----------
Masco (corns) . ......... .....................

Glycol monosalicylate m eth yl 
sali cylate , salicylamide.

M ethy l sal icylate, no do se— ..
—  .<lu----- . . . . . . . . . . . . . . . . . . . . .
. . . d o  ......................................
- .. .d o ---------- ------------—------
..  - do . . . . . . . . . . . . . . . . . . . . . . . .

d o .----------------------------
..< lo .. . ....................................
. do ......................................

.do.

.do.
do.

.d o
Glycol monosaiicy late, no dose.
M ethy l salicylate, no  dose-------
-----do .................... . .............. —
Salicylates, nod ose ...........
Methyl salicylate, no dose____ _
Salicylic acid, no dose-------------

— d o . . . — ---- ------- —

Advicin anti fung al cr eam . 
N P 27 ant ifungal cream. . .  
T-4-L sol anti fungal_____

. —.d o . — — —
— do..............................

Whitfield's o intm en t____
Do....................... ........

Prak-t-kal  Steem Mist-----

Kaz-for-eolds, in ha lant ....... .
Han kscruft  vapor izer fluid...  
Steftmaid vaporizer f lu id .. ..

MIS CEL LANEOUS

.d o.
_do.

Methyl  salicylate, no dose ............

.. d o .............................................

Cole Chemical Co.
’res ted  Products  Co,, St, Louis. 
Whitehall  Lab,,. Inc., New

York .
Omega Chemica l Co. , Now 

Jers ey.
Dru g Mas ter,  S t. Louis.

Norwich Phar inacal.
Standa rd Lab ., Morr is P lain s. 
Cha rles  Pfizer,

Do.
Do.
Do.

Lilly.
Plou gh.

Grove Lab .
Me nth ola tum  Co., Buffalo, 
Ho bart Lab ., OUcago. 
McKesson Lab,
Whitehall Lab.,  New York. 
Dorsey Lab ., Lincoln, Nebr , 
Ger iatr ic Pharmaceut ical Co. 
Po lvt brass,
Pfeiffer.
Scholl Manufacturing Co., 

New York.
Do.
Do.

Whi tehall L aboratory.
Do.

Mosco Chemical Co., Roches­
ter , N.Y .

Scherlng.
Norwich Pharm acol.
Sorbol Co., Mechanicsburg,

Ohio.
Lilly.
Pu rep ac Co.
Prak-t-ko l Corp ., Elizabeth,  

N J .
Kaz Co„  New York. 
tlanksc rAft Co.
Wheeler Chemical Co,, Water

loo, Iowa.

Stanback ta b le ts .................
Stanback pow der .— . . . .

Doa n’s pill s------- -------------

Salic ylamide, no dose_______ . . .

Sodium salicylate, no dose...........

Stanback Co.,  Sa lisbury, N.C. 
Do.

B C Remedy Co., Durham, 
N.C.

Fos ter Milb urn Co., Buffalo.

68-9 85— 60- 17
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Appen dix  2
[F ro m t he  Brit ish Medical Jo urn al]

I nfa nts , T oddlers, and Aspibin

Campbel l’s peak age for mo rta lity  corresponds with the  pe ak age for accidental 
poisoning,  an d is qui te dif ferent front  the peak age for th erapeu tic poisoning, which 
strongly suggests that  the  therap eut ic deaths nave  not  been registered as acci­
denta l d eaths. This suggestion would not stand if ther e were far fewer the rapeu­
tic  th an  accidental deaths, bu t i t will be shown that  t he reverse is the  case.

Number of cases of acciden tal and the rapeut ic poisoning  by aspirin , in rela tion  
to age.

In  the presentTseries 2 of th e 67 pat ien ts in the  accidental group died, bu t 6 
of the  12 in the therapeutic  group died. Again this  is similar to  the  findings of 
Riley and Worley, who had no dea ths  in 13 accidental cases and 5 deaths in 23 
therap eut ic cases. The conclusion is tha t many more children die of therapeutic  
tha n of accid ental  poisoning, and this  is almost  ent irely  due to the  greate r suscep­
tib ility to  salicylate poisoning of the  child  under 2 yea rs of age.

Even a t this point the danger  of aspirin  may be underes tima ted.  Children may 
die undiagnosed, and Arena (1962) believes th at  some cases of aspirin-po isoning 
are  labelled “virus ence phalitis .” One need no t have  missed the  diagnosis 
complete ly to use such a label, and indeed the  cause of d eath in one case in the  
pre sen t scries was certified as “toxic encepha lopathy.” A mother is no t told  that  
she killed her child, albe it unwittin gly, if there is a ny doubt at_all.

ACCIDENTAL POISONING

Accidental poisoning by salic ylate is easier to  study tha n the rap eut ic poisoning, 
as it  involves only one episode of ingestion and is uncomplicated  by disease. 
Winters (1959) describes three stages of poisoning, and it will be convenient to  
consider the present series in rela tion to these  stages.

1. There is first an increase in pu lmonary  ven tilation, due to the stim ulant effect 
of salicylate  on the respirato ry centr e. This causes alkalosis, with a rise in the 
blood pH.  In  the present series there  were eight children,  who were adm itted 
within  fou r hours of ingestion and  who were alrea dy overbreathin g. They 
showed no biochemical evidence of acidosis sufficient to cause this overbreathing. 
Wallgren , commenting on a communica tion by Odin (1932), quotes a strik ing 
dem ons trat ion of the initial alkalosis. He gave salicy late to two infants with 
spasmophilia in o rder  to cure them by inducing acidosis. “When I tried  a spirin  
treatm ent  for two infants with  spasmophilia,” he said, “the effect was the direct 
opposite of what  had been expe cted . In  spite of the fact th at  deep respiration 
dis tinc tly arose, there occurred an  increase in the electrical superexci tation and 
the tetania became aggrava ted. The aspi rin was a t once discon tinued . . . . ” 
The initial “deep resp iration” is not  in fact a sign of acidosis but  a toxic effect 
resulting  in transien t alkalosis. This  effect ma}' persis t in the adult or school- 
child, but  is presen t for only an  hou r or two in the very  youn g child, when the 
acidos is of the third phase takes over. Apart from the eigh t mentioned above, 
all the children showing symptom s on admission  were in the stage of acidosis 
(Winter’s third phase).  The stimu lan t effect of the salicylate on the respiratory
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cen tre does of course persist  while the blood salicylate is raised, and is added to 
rathe r than superseded by the  hyperve ntilation of acidosis, so th at  the hyp er­
ven tila tion  of the severely poisoned child becomes very great. This masked 
tendency  to alkalosis should curb heroic tre atm ent with alkali .

2. There is an  increased metabolic  rate  rel&ted to the act ion  of the drug  in 
uncoupling oxidative phospho ryla tion , with increased CO, productio n and  fever. 
The  fever is p otentia ted by deh ydratio n. It  may be difficul t to believe th at  a n 
estab lished “antipre tic” drug shows fever  a s a toxic effect, bu t it has been rec­
ognized  for a long time and was discussed at leng th by Dodd  el al. (1937). In  
Segar  and  Holliday’s (1958) 43 cases, of which 32 were therapeu tic, 27 had 
tem per atu res  of 103° F. (39.4° C.) or  over, and  12 hatl tem per atu res  of 105° F. 
(40.6° C.) or  over. The incidence of fever was not  so high in the present series, 
bu t one child had a tem per atu re of 107° F. (41.7° C.) as the  resu lt of accidental  
ingestion. There are many  cases in the lite rature  where continuing fever  has 
led to the  tre atm ent of aspirin-poisoning with  heroic doses of aspirin.

3. Dis turbed carb ohydrate and lipid metabolism  also occurs.  Glycogenolysis 
is speeded and  glycogen synthes is reduced. The blood-sugar may be normal  or 
raised . Levels of over 200 mg./lOO ml. are qui te common. Blood-sugar levels 
are available in only four a ccid enta l poisonings in this series, being normal  in three  
and raised (287 mg.) in one. Low blood-sugars may resu lt from star vat ion  in the 
therapeut ic group, and  did so in two of the presen t series, bu t are not a common 
fea ture of salicyla te-poisoning. The  idea th at  salicy late produces a low blood- 
sug ar probably  stems from the work of Reid el al. (1957) and Read an d Ligli tbody 
(I960), who treated diabe tes with aspirin , thou gh they  point  ou t that  whereas 
asp irin  reduces the hyperglycaemia of diabetes it does not produce hypoglvcaemia  
eit he r in the diabetic or  in the  normal . Hypoglvcaemia in reputed salicylate- 
poisioning lias been describerl by Mort imer and  Lepow (1962) and by Cotton  
and  Fahlberg (l ‘.H>4'), but their experience seems unusua l.

Fatty -ac id catabolism is acc elerated  an d ketones are produced  in excess. The  
precisi' reason for the la tte r is unknown, bu t it is very marked in the first yea r o r 
two of life (Done, 1963), wiien acidosis is m ost severe.

The  67 cases of accidental poisoning in the present series can now be considered 
as a whole, and are summ arized in Table  II I.

Table II I.—Ana lysi s of cases of accidental poisoning

Gro up Tim e be tween  inges tion  
an d adm iss ion

0 to 12 boo rs .. . . . ______

I t

II I

12 to  24 h ou rs .......... .........

24 hours  or  more

Hos­
pi ta l

(')
A

B

A

B

Age in 
mon ths

Ho urs
af ter

ingestion

Blo od levels  on adm iss ion

Num be r
Sa licyla te 

(mg./  
100 ml.)

II CO i
(iu .Eq /1. ) pH

(»)
36

(*)
15

(«)
36 (') (’) (*)

1
24 12 48 13 2
27 16 44 6 7.14 3
19 20 67 6 7.27 4
28 16 43 10 5
26 12 58 11 6
27 28 52 7 7.29 7
23 24 52 7 7. 23 8
27 44 32 5 9
15 24 50 14 7.20 10
36 36 44 12 11
24 48 57 10 12
22 36 54 10 13

I

* 54 eases. Average tim e aft er  in ge sti on . 3 .3 hours.

Few of tiie children in group I were seriously ill. Evacuation  of the stomach 
and  attention to fluid balance sufficed in most.. On the  oth er hand , group I 
containe d the  three highes t salic ylat e levels in  the series—78 mg. 100 ml. thre e 
hours afte r ingestion, 82 mg. at  nine hours, and  95 mg. a t five hours. The first 
was trea ted  by exchange transfusion, the others by peri toneal dialysis, and  all 
recovered.

Four of the  six in group I I were very ill, and two of the seven in group II I died. 
It  will be seen that  there is no essential difference between groups  II and II I as 
regards age. salicylate level, and biochemis try. The difference lies in the time  
since ingestion. Done (1960) pointe d ou t th at  there is no close correlation  between 
observed salicylate level and the  symptoms.
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Dr. Paul. Mr. Chairman, my name is W. D. Paul, a physician. 

I am professor of physical medicine and rehabil itation at the college 
of medicine, University  of Iowa, Iowa City, Iowa. I am head of 
the arthrit is clinic at  the university hospital, par t of the college of 
medicine, and medical director  of the Iowa Chapter  of the Arthrit is 
Foundat ion. My interest in the Child Safety Act of 1966, H.R. 
13886, stems from the fact, that  for many years I  have devoted most of 
my time to the diagnosis, trea tmen t, research, and teaching of arthritis.

Jus t 6 weeks ago, Thursday, August 14, 1966, Surgeon General 
William Stewart, of the Public Health Service, released a sta tement to 
the news media on the subject of arthri tis, the foremost crippler in the 
United States. He s tated  that  the National Cente r for Health  Sta­
tistics reported tha t ar thrit is ranks second only to hea rt disease as the 
leading cause of activ ity limitat ion among persons who suffer from 
chronic disability. Last  ye ar (1965) the World Health  Organization 
called an international  meeting to discuss the problem of arthr itis, and 
it was concluded th at arthrit is is a major disease in all countries of the 
world. Rheumatoid arth ritis , the commonest form of arthrit is, as 
well as the type that causes the greatest  crippling, is no respecter of 
age, as i t occurs at  all ages, from infancy (1 year or less) to the very 
old (90 years or more). The basic treatment of all forms of ar thritis, 
except gout, is the judicious use of salicylates. Rheumatologists have 
found by experience, that acetylsalicylic acid (aspirin) is the most 
useful antiar thri tic drug, the safest, and the most economical.

I will quickly go over the next page or two. That is tha t we believe 
that  a safe dose for a child over the age of 3 when treating rheumatic 
fever is about 3 grams on the metric system or a total of 40 tablets of 
the l^-gra in as manufactured at the present time. This can be read 
in my writ ten brief. We believe that this subcommittee could suggest 
a maximum of 40 tablets in a single package, which would be safe. 
That  would constitute one day’s treatm ent for an older child with 
rheumat ic fever, or 2 days’ treatment for a younger child who has 
rheumatic  fever, rheumatoid arthr itis, or fever. Forty  tablets then 
could be the maximum and by common consent or hearing the manu­
facturers and the members of the Food and Drug Administrat ion get
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together if they thought th at  they should have less than 40 tablets 
without having Congress enact a new law.

We in Iowa are concerned that if fewer tablets, for instance 20 to 25 
are required to be packaged in a single container by this act, parents 
will purchase several containers  at one time instead of one. If there 
are four or five bottles of children’s aspirin in the medicine chest, the 
paren ts may not realize that one is missing, or if some tablets have 
been removed from more than one container.

We have heard tha t 95 percent of all children’s aspirin sold are 
packaged with a safety closure stopper. The manufacturers  are con­
stan tly seeking a better  safety device and would need no coercion to 
adopt the new closure. On the other hand, an improved closure 
would make it more difficult for an individual to manipulate. As 
mentioned above, rheumatoid arthr itis is the greatest crippler. This 
disease affects any joint in the  body, but involves the wrists and hands 
early. This finding is stressed by everybody throughout the world 
at  all our international meetings, that the wrists and hands are in­
volved early, resulting in severe crippling.

One of the major functions of the lingers is grasp or pinch. Rheuma­
toid arthrit is is a chronic progressive disease, and can only be kept 
under control bv various antia rthri tic drugs. These victims of all ages, 
have difficulty in opening containers, and if the safety closure poses too 
much of a problem will leave the bottle open in order to have easier 
access to the medication. If there are children or pe ts hi the house­
hold, the  open container now becomes a magnet to at tra ct the curious.

Anothe r group of people th at  interests me is the so-called elder 
citizen. It  is in this group tha t one finds the largest number of people 
suffering from heart disease. One form of heart disease is the so-called 
heart atta ck,  or myocardial infarction. If they survive the initial 
attack, they then, under stress  of tension, excitement, overexertion, 
overeating, et cetera, may develop pain in the chest, called angina 
pectoris. This pain can be relieved, or another heart atta ck aborted, 
by placing nitroglycerine under the tongue. When an individual has 
angina pectoris he reaches for a nitroglycerine tablet, usually kept in 
his pocket, and I keep saying “he” because it occurs th ree times as 
often in the males as the females, but  now he must open a safety closure 
first. While he is trying to open the container, the pain becomes worse, 
he has difficulty breathing, his hands become weak, and he m ay  suc­
cumb to the attack  before he is able to extricate a table t. A more 
common type of heart disease is heart failure; shortness of breath, 
swelling of ankles, cyanosis or bluish color, irregular heart beat, and 
enlargement of the liver. He art  failure can be kept under control with 
the digitalis drugs.

A favorite drug with the physicians is digoxin, in doses of 0.25 mg 
twice a day. Again, if the safety closure is too difficult to manipulate, 
the elder citizen will keep the container uncapped, and of course it will 
be available to youngsters or pets. How potent is a tab let of digoxin? 
Four table ts of 0.25 mg equals 1 milligram, 1,000 milligrams equal 
one gram, and 30 grams equal one ounce. These table ts are more 
toxic than a 300 mg (5 gr) adul t aspirin tablet.

The members of the college of pharmacy, the univers ity hospital 
pharmacy and the poison control center, all of the  University of Iowa, 
have asked me to transmit  this thought to the subcommittee. The 
primary reason for objecting to this kind of remedial action  (a be tter



CHILD SAFETY ACT AND PERSONNEL TRAINING 257

sa fe ty  closure)  is t hat i t w ould tend to pro vid e a f alse  sen se of se curity 
to the pa ren t o r pa tien t. Ev en  less care would resu lt,  reg ardin g prop er 
sto rage  and  general  saf eguardi ng  of me dic ations arou nd  the  house.

In  1965, the Na tio na l Cle aringhouse  for Poi son  Co ntr ol Ce nte rs 
was not ified  th at 16,328 chi ldren,  unde r the  age of 5, acc ide nta lly  
ing est ed  aspirin . M os t of these were ve ry  mu d as  hosp ita liz ati on  
was no t necessa ry, even  for  obs erv ation, in 87.4 pe rcen t. Du ring the  
same ye ar  125 of these ch ild ren died from all form s of all sal icy late s 
inc lud ing  aspirin , a deplo rab le figure  indee d.

Th e br ig ht  side of th e p ictu re  is the fac t th a t d in ing 1965 ther e were 
20,424,000 actual liv ing  chil dren  under the  age  of 5 (B ureau of Census) . 
One  man ufac ture r st at ed  th a t they bo ttled  50 mill ion bo ttles of c hil­
dre ns asp irin  tab let s a vea r, and from this  one c an assum e th at  a large 
nu mber of the  more th an  20 million chi ldren m us t have  been  given 
asp irin  for  var iou s illnesses,  wi thou t any  toxic effect .

When  thinking of poiso ns, it is necessa ry to rem em ber that  the 
diffe rence between the  a mo un t of a given  s ubsta nce nee ded  to produce 
a wa nte d effect  and  the  am ou nt  that  may cause in ju ry  to tissue  or 
body  fun ctio ns,  determines  the  toxicity . If one tak es  wa ter , as an 
exa mple, we know th at  a glas s full (200 cubic  cen tim ete rs)  will sat isfy 
th ir st . How ever , du rin g ho t weather, when  a large am ount of wa ter  
is c onsumed, and  I may  a dd  th at  this  is a problem  w ith indu str y, that 
when  a large am ou nt  of water  is consumed (ab ou t 10 glasses), and  
sw eating is profuse, diarrhea  may  resu lt. Th is causes washing  ou t of 
ele ctr oly tes  (salts ) followed by  abdominal dis tress and chemical 
alka losi s, in which the blood  becom es more alka line  t ha n normal . The 
difference in the am ou nts th a t quench thirs t and  cause dia rrhea,  is 
larg e, and therefor e we can sa y th at  wate r is n ot  poisono us. Phe nol or  
carbol ic acid  is very poi sonous  because the  smallest  am ou nt  that  we 
can  place on tissue , even the  am ount adh ering to the  point  of a needle, 
or as we do in a hos pita l to the point of a too thp ick , will de str oy  the  
tissue on which it comes  in co nta ct,

Th e effec tive dose and toxic dose are  the  same. Asp irin  is essen­
tia lly  a safe dru g as a dose of 150 milligrams (two lj 'i- gra in  tab lets) 
will reduce  fever  in inf ants,  or 600 mill igrams (two 5-grain  tab lets ) 
will reli eve  a hea dache or pa inful joint  in an ad ult . A toxic , bu t not 
nec essari ly a lethal dose of aspi rin  for i nfa nts  would be in the  range of 
30 or more 75-milligram (1 )4-Strain) tab let s ingested  at  one time , or a 
mu ch smaller dose tha n th at tak en  over a  period of t ime in a v ery sick 
child. For  olde r children , or  an adult , the  toxic dose  varies a gr ea t 
dea l. M an y ar th rit ics can take  20 or ev en 30 adult-s ize  tab let s, every  
da y for weeks, with  only sligh t ring ing  of the  ears (ti nn itu s) .

I t would appear th at  I am  try ing to pa in t a rosy  pic tur e igno ring  
th e 125 de aths  from asp irin  or  othe r sali cylates. Two fac tor s th at  
are  o ften overlooked when disc ussing fa tal  cases of s ali cylates poison­
ing are  f irst,  th at  m any m edica me nts  co nta in sal icy late s, eit he r a spir in 
or  othe r form s of sali cylates , an d secondly the role  of th erap eu tic  
overdosages .

Tiffs pa st Sunday I vis ited  a local pharm acy  located in a town of 
ab ou t 3,000 people, ad jacent  to Iow a Ci ty  (the Drug  Fa ir,  Coralvi lle, 
Iow a).  I found 109 items  on the shelves th at  conta ine d sal icy late s 
ran gin g from  aspi rin, sodium sal icy late, cho line  sa licyla te to me thy l 
sal icy late. These preparati on s are  recommende d for  headache, 
muscu lar  pains, liniments,  sleeping pot ions, rel ax an ts,  inh ala nts ,
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antifungal (athlete's  foot), cough mixtures, cold preparations, and 
corn salves. Included were tablets, liquids, ointments, and plasters. 
Most of these s tate  the amount  of salicylate per dose on the label, 
but  some showed no dosage, and most were mixtures of many drugs 
including salicylates. I have outlined these items in appendix I. VVe 
do not know how many deaths  were actually caused by children’s 
aspirin, but  looking over tliis li st one can see that, “other sal icylates” 
from their large numbers, are more readily available to the curious 
child.

March 26, 1966, an article  titled “Infants, Toddlers, and Aspirin” 
appeared in the British Medical Journal (p. 757). The authors 
showed tha t therapeutic  overdosage is common in infants up to the 
age of 3, and accidental overdosage is more common from 3 to 5 
years. (App. 2.) They concluded that—

In  Glasgow, during 1963-65, there were 79 cases of aspirin poisoning, of which 
67 were accidental  with two deaths,  and  12 therapeu tic (overdosage) with six 
dea ths . Accidental and  the rap eutic  dea ths  occur in different age groups, and 
there is reason to believe th at  very few therapeut ic deaths are  included  in the  
acciden tal-poisoning retu rns,  so the  problem may  be even greater than the  
nat ional mortality  suggests.

No child died in the  accid enta l group who was admi tted with in 24 hours of 
inges tion, and the th erap euti c group had al l been  given aspir in for at  leas t 24 hours 
before admission. The  time  fac tor  is therefore very impor tan t, and it is linked 
to  acc ura te diagnosis. No t one of the eigh t children who died was diagnosed 
correctly  before admission.

Why is therapeutic  overdosage more dangerous than accidental 
poisoning? The answer lies in the symptions that  occur during over­
dosages. Usually the child is being treated for a disease causing 
fever. As salicylism sta rts  the child breathes faster, then over­
breathes (hyperventilation). This causes a respiratory alkalosis, a 
condition in which the blood becomes too alkaline. The child becomes 
very fretful, has nausea and vomiting, becomes dehydrated, and then 
has a high fever. This is then followed by chemical acidosis, or as 
the lay people know it, uremia.

At this time the child looks as if it has pneumonia, or if the urine is 
examined, sugar and acetone are found. An elevated blood sugar is 
usually present. The child is given more aspirin hi an attem pt to 
reduce the fever and restlessness. The laboratory findings and symp­
toms are those typical of diabetic coma (ketosis). Hospitalization is 
delayed and the death rate mounts. In accidental poisoning the 
frant ic parent calls a physician at once, the child is treated  or sent to a 
hospital,  and if i t is sent 24 hours or less af ter ingestion, recovery is 
assured.

An antidote  is a substance  tha t neutralizes, dilutes, or removes a 
noxious substance. When a cliild swallows lye, a  mild acid such as 
vinegar (acetic acid) may neutralize the caustic. In the case of acids, 
milk can be given which will form a harmless protein salt when it 
combines with the acid. There are no antidotes for the chemical 
substances used as drugs. Previously, I mentioned digoxin, a drug 
given in an infinitesimal dose of 0.25 milligram twice a day, to combat 
hear t failure. The symptoms of toxicity are a loss of appetite, nausea, 
fuzziness of mentality to psychosis, irregular hear t beats, diarrhea, 
abdominal distress; the very same symptoms that  occur in heart 
failure for which the digoxin was given. These symptoms may occur 
on the  same dose required to keep the heart failure under control. 
This  is well known by physicians in the hospitals.
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Again there is no antidote, no method of clearing the body of the 
digoxin, and attempts to cause vomiting or giving something to 
counte ract the digoxin, may cause such a burden to the already 
damaged hear t, tha t it may stop beating. If one were to  outline the 
side effects and methods of combating overdosage of any  drug, it 
would be necessary to write a medical text on the label, or an insert, 
of several pages. This would be an excellent idea if every one using 
the drug baa  a medical degree.

Everyone is in agreement that  hazardous substances, such as 
insecticides, pesticides, lye, and so forth, should carry  warnings on 
the label and directions for treat ing burns, and so for th. There are 
regulations in effect at  present tha t cover labeling of hazardous 
substances. On page 3, line 22, of H.R. 13886, we read “or against a 
substantial and reasonably foreseeable risk of causing accidental 
injury ,” and on page 4, line 4, “ or pursuant  to  regulations (applicable 
to the labeling of such drugs) prescribed by the Secretary in order to 
carry out the purpose of this paragraph .”

A man takes a  digitalis tablet, walks downstairs, t rips and fractures 
his spine. Would this be classified as a foreseeable risk? A physician 
prescribes a tranquilizer, the patient takes the (one) tablet, then sits 
down to eat dinner. His wife has prepared fried chicken which he 
relishes, b ut accidentally inhales a  piece of chicken bone and is rushed 
to the hospital for removal of th e foreign body. Is this event a fore­
seeable risk from ingesting one tranquilizing pill? T might add tha t 
swallowing chicken bones happens to be a common foreign body tha t 
comes in the hospital as an emergency.

A man who has angina pectoris was told to take nitroglycerine for 
the pain. While working in a machine shop, he had a pain, took a 
nitroglycerine tablet. Shortly  afterward he became dizzy and cut 
his finger. Could this be called a foreseeable risk, or included in 
contraindications? We know th at  some people are sensitive to nit ro­
glycerine. I t is given for high blood pressure which drops precipi­
tously and they immediately become dizzy or may have more headache 
after that . These are a few instances tha t I  can recall.

If we were to pu t on the label or insert every precautionary measure 
tha t might resul t in a “foreseeable risk” no label would be large enough, 
and an insert would have to be a voluminous as a medical text. 
People would be afraid to use a detergent, wear clothes that were 
cleaned in a petroleum derivative, or add salt to their food. We 
know tha t the use of extra salt can retain water and cause swelling in 
people with heart disease. The present regulations require the label­
ing of hazardous materials, even mentioning antidotes when necessary; 
therefore why add probable risks to confuse and scare the public?

We could go through a series of commonly used substances  and 
show the difficulty of pointing out  side effects, indications, and con­
traindications to lay  persons, none of whom have a background in 
medicine. As you heard, they would be practicing medicine. Adding 
emergency measures tha t might  be started by a pare nt or relative 
(in tlie case of an adult) woidd not  only delay adequate trea tment 
bu t confuse the picture of overdosage. For instance, how should a 
mother cause vomiting in a child. Should she place her finger in 
the child’s thro at and gag it? This  may cause vomiting, bu t the 
child may also inhale some of the vomitus and develop a serious 
pneumonia, not  a t once b ut hours or days la ter. Or the mothe r can
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be told to give si rup of ipecac which may cause vomiting any time 
from 10 or 15 minutes to 30 minutes after ingestions. The mother 
is no longer worried because the child has vomited. Between the 
time of ingestion of the drug, and the time the child has vomited, or 
unti l the mother has found out this child has ingested a drug, a  large 
portion of the  drug has been absorbed. The next day the child has 
fever, over ventilation, and is fretful. Now the diagnosis becomes 
an acute upper respi ratory infection, a pneumonia or diabetic acidosis. 
The child may be given more of the same drug (probably aspirin) 
and there is further delay before proper trea tment is instituted.

The poison control center  at the university  hospital in Iowa City  
has been in operation for the past  6 years. During this time they 
have had numerous calls about accidental poisonings. During the 
6-year period there were only two occasions when it was deemed 
necessary to tell the p arent, or person calling, what first-aid methods 
to carry out. These were instances of people driving through and 
staying at  a motel. The department of pediatrics sees about 2,000 
children a year, some of whom are admit ted for aspirin poisoning. 
There is less than one dea th a year from salicylates, methyl salicylate 
being the most  frequent salicylate causing death.

In conclusion we would like to submit the following suggestions 
for your consideration.

1. The Child Safety  Act of 1966 should include a s tatement that 
each container of children’s flavored aspirin should contain up to a 
maximum of forty 75-mg. tablets, a total dose of 3 gm.

2. The safety closure used at present  is adequate. Making the 
safety  closure device more complicated would act as a hardship 
to the crippled, debilitated, or elderly person. It  would also, we feel, 
add to the problem of accidental poisoning. The glass container, 
whether it  be glass or plast ic, should be tall and thin  so th at even the 
absence of two or more tablets would be readily recognized. Hori­
zontal lines could be raised on the outside of the vial, and the numbers 
10, 20, 30, and 40 placed next to the horizonta l line. This would 
make it easier to detect the loss of tablets.

3. The label should contain, as it  does sow, the notation in bold 
letter s, “Keep all medication out of the reach of children.”

At the university hospital we have this passage imprinted on the 
pape r sacks, called prescription bags. All pharmacists should be en­
couraged to do this. The label should state . “Always save the con­
tainer and take it  to your doctor in case of accidental poisoning.”

4. Included in the bill should be a statement that pharmacists 
should label the contents and dose on all prescription labels, unless 
otherwise instructed by the prescribing physician. This would help 
identify all drugs, and prevent a physician from prescribing a potent 
medicine tha t the p atie nt received from another physician, and is still 
taking.

5. Make funds available to the FDA which would be used as match­
ing funds obtained from industry to set up  an educational program on 
drug  safety. The funds from industry' could be obtained as a tax on 
the number of tablets sold, much like the funds obtained to promote 
agricultural products. You see I am from Iowa.

The program could be carried out through the national PTA and 
directed toward mothers. Physicians should also be included and 
taught  how to recognize poisonings, especially due to salicylates.
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Architects and builders should be urged to place a metal cabinet, that 
has a  safety lock or combination lock, in the bathroom or bedroom to 
be used as a locked safe for all medications. This would solve prac­
tically all the problems.

Thank you.
Mr. J arman. Thank you, Dr. Paul.
Gentlemen, you have covered a lot of ground in this three-man 

testimony. The one question I think the Chair  would like to ask now 
of Mr. Hoge would be in the a rea of packaged aspirin. In  your s tate ­
ment, as I  understand it, you take the position tha t a volun tary sys­
tem is in force today, with manufacturers acceding to the recommenda­
tion of 1955 bv FDA. You also take the position that the conclusion 
reached by the conference on the subject has been a good approach, 
and you would favor continu ing that. But  ns I understand it, you 
indicate that  if the Congress does feel tha t legislation is necessary, 
Congress should go ahead and  write into an act  the  definite number of 
aspirin, rather than leave it to administrative regulation. I am trying 
to express the concern I have of the Congress getting into the business 
of t rying to write specific limitations of tha t sort. Do you feel tha t 
Congress would have the necessary medical expertise, based on testi­
mony, to do so, and would you not feel t ha t it would be a bad prece­
dent  to set in terms of other drugs and other problems of th is nature?

Mr. Hoge. Let ’s stay with aspirin first. It  seems to me th at there 
has been adduced here before this committee ample evidence on which 
you could legislate. You have  heard a good deal of it here today. 
In my statement I relied on the evidence of the Food and Drug 
Administration.

When Dr. Goddard was asked by Congressman Rogers what he 
thought as to the number of tablets,  he turned to Dr. Palmisano, 
his pediatrician who was with him, and asked tha t he might answer 
the question. Dr. Palmisano answered, and I have a quote in mv 
statement, "somewhere in the neighborhood of 20 to 25 tablets of 
1% grains of aspirin flavored would seem to be the place where you 
would have to  cut i t off if you want  to do what we are talking a bout .”

And so, Mr. Chairman, I accepted that piece of evidence as the 
basis for my recommendation to you that  you accept it and set the 
number  at 25.

Mr. J arman. Of course, we have been get ting conflicting testimony 
on that subject, and Dr. Paul in his s tatem ent jus t a moment ago 
referred to a maximum of 40 aspirin.

Mr. H oge, I think that is qu ite true; yes, sir.
Mr. J arman. The evidence has been conflicting.
Mr. H oge. Well, conflicting in this sense, and maybe not con­

flicting. That  he thinks 40 is all right, and 25, which Dr. Palmisano 
suggested must be even bet ter or safer if you please.

Mr. J arman. Let me ask you this. If we were t rying to set legis­
latively a number, would we not  have to hold much more extensive 
hearings as to  medical tes timony to arrive at a fixed number?

Mr. H oge. Than you have  held?
Mr. J arman. Would you not feel that?
Mr. Hoge. No, sir, I would not, in view of the evidence tha t has 

been put before you here, and the writings.
Mr. J arman. Then assuming tha t we would have enough evidence 

on which to basis a decision, would you comment on the  precedent
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tha t you think  we would be setting  from a congressional standpoint  in 
trying to make such a decision in legislation?

Mr. H oge. Well, as a general ma tter I think I  would be sympathetic  
to the point tha t you are making, Mr. Chairman. Th at you perhaps 
would be then getting into a field in which you cannot legislate 
specifically. But  I have thought tha t this was an exception where 
the evidence has been brought forward and where a good deal has 
been written and a good deal known about it, so that this was an 
exception.

Mr. Jarman. I am speaking  only for myself, bu t I am concerned 
as to that  approach in legislation of this sort. Many people die of 
overdoses of sleeping pills. Would the Congress not be justified then 
in getting into tha t field and others in terms of public health and per­
haps a limitation on numbers of pills in a bottle?  Where would we 
stop?

Mr. Hoge. I mustn’t get into the medical field, but let me say 
with respect to  sleeping pills and all of these other matters, the warn­
ings now are very strict with respect to frequent or prolonged use, and 
also very stric t with respect to seeing a physician rath er than con­
tinuing  the use. I jus t counted, as I sat here a moment ago, the 
warnings which I have attached as appendix I I to my statement, and 
I counted  some 15 instances in which the warning was “ Discontinue 
use and see a physician.” It seems to me that tha t is where we are 
at here with respect to this mat ter of accidental injury  and first aid. 
Th at what we ought to do is to require every package of drugs to 
provide that it should be kept out of the reach of children, and that  in 
the  event of overdosage or unsafe usage, see a physician or call a 
physician immediately.

Mr. J arman. Thank you very much. Mr. O’Brien?
Mr. O’Brien. Mr. Chairman, I must admit at this stage I am 

somewhat confused. We have before us a bill tha t is cited as the 
Child’s Safety Act of 1966, and then we find through out the testimony 
the  impact of this legislation not only on children but apparently 
right across the adult community. We find areas of this bill tha t 
involve us in a tortu red legal situation as to consequences, and I 
would like to say that  I attended the first hearing on th is bill, and we 
heard the representa tives of the Department, and I think that before 
we were through, that most of us were close to tears, weeping for 
the  little children who appa rent ly were being killed in vast numbers 
by consuming these colored aspirin.
1 Now perhaps it was neglect on my part, but I did not know at the 
time of tha t original testimony that  this  bill went far beyond child 
safety, went into an area which obviously required and does require 
extensive hearings. Now I am perfectly willing, Mr. Chairman, to 
goTalong with a Child Safe ty Act if we can agree upon its terms. 
But  I  do think if we are going to go much beyond tha t, that we should 
have much more extensive hearings than we have had, and I would 
like an opportunity,  Mr. Chairman, to discuss this mat ter again with 
some representatives of HEW  minus the lit tle exhibits we had showing 
how much this aspirin looked like various kinds of candy and minus 
the  emotional impact upon us.

I think  what we are trying to do here in the  guise of child safety is 
to  rewrite a very broad segment of our drug laws. Now, it may be 
tha t that is necessary or will be necessary, but there has been so much
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emphasis, Mr. Chairman, in this session about tru th  in packaging 
and labeling and so forth, and I think it is about time we employed 
a littl e of it to some of t he legislation that comes before us.

I am not suggesting that  there was any deliberate atte mpt to 
confuse the members of this committee, and perhaps my confusion 
is due to my own limited intelligence. But it was very strange to 
me tha t the members of the indus try affected, distinguished physicians 
like Dr.  Paul and others a pparently  weren’t even going to be notified 
of our original hearing. If we had had a quorum that morning I 
think  we would have reported out the bill.

So we have discovered by our very action here, and the length 
and number of these hear ings, tha t this bill went far beyond the title 
“Child Safety Act of 1966.” Frankly I  would like to have an oppor­
tuni ty to ask some additional questions, based upon a much broader 
knowledge than I had then, of the representa tives of HEW. That 
is all, Mr. Chairman.

Mr. J arman. Mr. Nelsen?
Mr. Nelsen. Thank you, Mr. Chairman. Going back to your 

testimony on page 10, where you refer to the new language its to 
labeling: “or against a substanti al and reasonably foreseeable risk of 
causing accidental injury.” Those are pr etty  broad terms. This gets 
into the same area as we are  dealing with in the truth-in-packaging 
bill, whereby under broad general terms, some umpire sits in the ball 
game and makes the decision as to whether or not there has been a 
violation, and you are guilty until you prove you are innocent.

Now, this is pre tty  broad language. I wonder if you have any 
comment ab out it. I see it is underlined in your statement here.

Mr. Hoge. Well now, I underlined it, Congressman Nelsen, because 
it  is new.

Mr. Nelsen. New language?
Mr. Hoge. That is to be added.
Mr. Nelsen. Yes.
Mr. Hoge. Now first, as to the broadness of it, I can’t conceive of 

anyth ing much broader than  tha t. You will note t ha t the language is 
“a reasonably foreseeable risk .” Now I assume there is a foreseeable 
risk to almost everything  we do. Every timo you step in your auto­
mobile or step out on the stree t, anything you do I suppose presents a 
reasonably foreseeable risk. Of how many risks I don’t know. There 
would be a catalog.

Mr. Nelsen. Would that  language be an open invitat ion for all 
kinds of legal action?

Mr. Hoge. We think so. I said in my s tatem ent tha t I think this 
language would be the answer to a negligence lawyer’s pray er—to pu t 
tha t into the bill, and also to  put the matter  of first aid instructions 
to go with it, not only with  it bu t with all the re st of the section.

Now, I believe you went on a little further, Congressman Nelsen.
Mr. N elsen. Yes.
Mr. Hoge. With respect to being guilty until proven innocent.

I don’t think it is quite that literal. In fact, as the law stands 
today,  and before this amendment, that is not the situation at all. 
Quite the contrary. The situat ion today is, as I said a little while 
ago this morning, in my opinion, in good American tradition and 
concept, tha t the Government would charge a violation of the law, 
to wit, that  we did no t have adequate  directions or adequate warnings.
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I t would have the burden of proving its  charge, and if i t did, then it 
won.

Mr. Nelsen. I see.
Mr. Hoge. Now what has happened here is not only the injection 

of this matter  of first aid trea tme nt, and reasonable foreseeable risks 
of causing accidental inju ry; Mr. Rogers had this a moment ago. 
If you will pardon me I will put  the  two tilings together if I may.

You are looking at page 10 of my statement. If you will draw a line 
after  the semicolon, “necessary or appropriate” jus t before you get to 
“and (3),” and will lay aside for the moment the m atte r of foreseeable 
risks and first aid and all of th at,  and just read it down to tha t semi­
colon, you will see that  the  bill would require warnings against patho­
logical conditions or by children where its use may be dangerous or 
against unsafe dosage or methods  or duration of administration , or 
against a reasonably foreseeable risk of causing injury, in such manner 
and form as are necessary for the protection of users, including in­
structions for first aid trea tme nt when necessary or appropriate.

Now, Mr. Rogers, when you get there, the burden is put on us by 
the sta tut e wit hout any regard to regulat ions at all, appropos of your 
question a moment ago. It  is from tha t point on that you get the 
regulations. And you will see tha t it says, “and (3), such other 
information relating to the foregoing mat ters ,” to wit, pathological, 
use by children, and on through the rest  of th at language including the 
manner and formal stat eme nt “as required by regulations .” So 
the regulations don’t come in until you get to the words “such other  
information.”

Now there. Congressman Nelsen, there does come an application 
of your question about guilty until proven innocent; not literally, no, 
but the difficulty with administrative law is tha t while it preserves 
the form of due process, it doesn’t animate the spirit of it. In fact, 
the spirit of due process dies under administrat ive law because usually 
your accuser is also your finder of fact and your judge,  and the courts 
don’t d isturb  him if there is any evidence to support what  he does.

Mr. Nelsen. Now, on the instruc tions for first aid, an earlier wit­
ness brough t out some statements tha t were very interesting to me. 
The premise was th at if ins tructions for first aid were provided, tha t 
the pare nt might, in a c lumsy way, attempt  to provide this first aid 
when a doctor should be doing it. This is very interesting to  me. It  
is qu ite logical. Do you have any comment about that?

Mr. Hoge. Well, now, I wonder if I could defer to the doctor on 
that?

Mr. N elsen. Yes.
Mr. Hoge. Dr. Paul is with me for this very sort of thing.
Mr. Nelsen. Yes.
Mr. Hoge. Dr. Paul.
Dr. Paul. In the first place, you must  remember the inside of the 

stomach looks like a bath towel. It has many, many  projections. 
If you take tablets, and I have watched these table ts through a 
gastroscope, a scope we put into the stomach, and I have seen them 
breakup within a minute. Some tablets are made so tha t they 
do not  break up a t all. As they disintegrate, they get caught in this 
tissue.

Even if you wash ou t the s tomach, there is a great deal of material 
still left within the folds of the stomach, unless you p ut  a tube in and
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wash it out very thoroughly  which a mothe r cannot do. The other 
thing is tha t if you do this frantically, even a medical student, intern, 
or resident  or even a staffman t ries to do th is very rapidly, you are ap t 
to get the tube  into the trachea and allow fluid to go into the lungs and 
cause pneumonia. So it should be done under good control in a 
hospital.

Now, even if the child vomits, they have enough of this material 
left underneath these folds in the stomach so th at they can absorb it  at 
a late r time. The thing th at  worries us a t Iowa, if you tell a mother 
to cause the vomiting, the child vomits. According to the label the 
child is better, when all t he tim3 there is enough material left to be ab­
sorbed so tha t later  that  evening or the next day, the child then be­
comes sick, and they think it  is something entirely different. If they 
would call the physician or the poison control center, then the condi­
tion would be known and something done immediately, and it has 
been shown by physicians, even though it  may be very serious, you can 
even p ut  them on an artificial k idney and wash the drug out from the 
blood, and the child will recover.

We feel tha t by leaving all of this off the label, and saying “Call the 
doctor, call the poison control center,” then there is a followup because 
the hospital who calls the physician then knows that something has 
happened and they inquire “W hat have you done about  it?”

Mr. Nelsen. I noticed on page 11 the reference to side affects and 
contraindications. On your  labels now you must provide adequate 
warnings on drugs as to side effects and contraindications. I wonder 
what would be your judgment  as to having this in this bill when i t is 
already in your food and drug laws?

Mr. H oge. The only difference, Congressman Nelsen, is that the 
bill would permit the Secretary to write and prescribe definitely what 
we are to do. As it is now, the law puts the burden upon us to in­
dicate these contraindications and the side effects, and all the rest 
that  you see here we must do, as I said a moment ago, on the peril of 
incurring  the sanctions of the law if we fail, seizure, criminal prosecu­
tion, and injunction. Now, tha t is the only difference.

Mr. Nelsen. Getting back to the number of table ts in a bottle, 
in the hearings l ast week, I had the same feeling that  the chairman 
expressed, tha t we might get into a long series of congressional deter­
minations as to how many pills and various kinds of drugs would be 
in a bottle, which would be a r ather tedious and long-drawn-out affair. 
Bu t I am advised by people who should know something about  this 
that in this particular case of aspirin, there is a p ret ty general across- 
the-board opinion in the drug industry  t hat  this is one area that coidd 
be established by a congressional action and come close to at least a 
reasonable mark. Would you have any comment abou t that?

Mr. H oge. Tha t is my understanding, Congressman Nelsen. I 
think I  ought to say this, and you will understand my saying it. I am 
a lawyer. I am not a doctor. And we lawyers have to rely a good 
deal on wha t our clients tell us when we present our causes. I am told 
jus t what you said, tha t the sta te  of knowledge in the drug industry 
is such tha t a number could be legislated, and the number has been in­
dicated here by Dr. Palmisano as 25, Dr. Tainter thinks  it could be 
higher, Dr. Paul thinks it could be higher. Bu t Dr. Palmisano fixed 

to 25. I think tha t is what he said.
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Mr. N elsen. However, if a conference could be arranged where the 
indus try could agree on something, you would also cooperate in tha t 
instance?

Mr. Hoge. We certainly  would, and I wanted to say to you tha t 
a conference could have been had  on this subject ju st as i t was in 1955. 
When the testimony was put  before you on the 24th of Jun e—-and f 
say this withou t any invidious implication, please understand me -it 
almost appeared as a unilateral action of the Food and Drug Ad­
ministration that b rought about  the  policy statem ent for 50 tablets to 
the bottl e, for keeping medicine ou t of the reach of children, and fixing 
uniform dosage a t one and a q uar ter grains.

The fact  of the matter  is th at  there was no emergency presented. 
It  was a m atte r of getting the indus try together, and I want again to 
call your attention to appendix I, which is attach ed to my statement. 
It is a photostat of the Drug Trade  News report of t ha t conference, 
and I  do want you to study, not  necessarily at the moment, but later, 
the names of the people and the companies who were present at 
that conference. Abbo tt Laboratories , Sterling Drug, McNeil Labo­
ratories, Norwich, Eli Lily, Parke-Davis, Plough, Upjohn, White 
Laboratories , Squibb all blue, chip names. And then likewise from 
the Government and from the colleges.

Congressman Nelsen, indeed there could be such a conference, and 
if there were such a conference, you would find the industry attending 
by knowledgeable, representative people and participating, and I think 
it  is a foregone conclusion th at  you would get their cooperation, and 
you would come out just as you did in 1955 with an understanding.

Mr. Nelsen. I would like to point out tha t under the Federal 
Trade  Act, getting into other  fields of merchandise, the machinery is 
set up there whereby an industrywide conference could be set up on 
many of the trade practices. Yet we find that  this opportun ity has 
not been overly exercised. I would also point out tha t in our hearings 
on the tru th in packaging bill, some members of indus try have 
moved, because of the fact that  th e bill is being considered, in making 
uniform some of their practices it does prove tha t i t can be done. So 
I want to thank the gentleman for his statement,  Mr. Chairman, and 
to thank the chairman for yielding to me.

Mr. Hoge. I am so interested in what Congressman Nelsen is 
saying. He is ever so right. It  should be done, and this is an area 
in which cooperation is very essential. Of course, medicine is tech­
nical and complicated. We have heard th at here. These companies 
don’t need to be policed. They are very law-abiding people, and 
very high minded and very much interested in the public health. 
There is no difficulty ever to get a conference with the industry  and 
the Food and Drug and the doctors and the colleges. It  can be done 
at any time and i t ought to be done. As medicine grows and as our 
population grows and as our  regulation gets more complicated, we 
ought  to have more and more cooperative conferences and consider­
ation rather  than  always just legislation.

Off the record.
(Discussion off the record.)
Mr. Nelsen. That  is all, M r. Chairman.
Mr. J arman. Mr. Hoge, did the Food and Drug Administration 

set up the conference of 1955?
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Mr. Hoge. I think tha t is a fair way to pu t it. In ray statement  I 
believe I put i t that  it  was under the direction of the Food and Drug. 
Dr. Holland, who was then the Medical Director of the Food and 
Drug Administration, had amain hand in organizing and gathering  the 
people. And we know, from what is wri tten here, th at the conference 
was held under FDA auspices.

Mr. J arman. There has been no conference since 1955?
Mr. Hoge. Well, there have been conferences.
Mr. J arman. On th is subject?
Mr. Hoge. Not  on this subject tha t I know of; no, sir.
Mr. O’Brien. Will the  chairman yield? There has been no confer­

ence with the indust ry on this legislation at all?
Mr. Hoge. I think I am right in saying that.  I don’t know of any, 

Mr. O’Brien.
Mr. O’Brien. In other  words, the effort was made to come in and 

get a law before an a ttemp t was made to bring i t about on a  voluntary 
basis?

Mr. Hoge. I want to be fair in my answer, of course. I know of no 
invitat ion to a meeting or any approaches. I know of these ideas 
having been thrown out in speeches by the Administration. In fact, 
some of them I think have been reflected in legislation introduced 
in previous Congresses, b ut  not acted upon. But I think I am correct 
in answering you. There  has been no invita tion or any setup of a 
meeting or any suggestion of a setup of a meeting. I hope I am righ t 
abou t that.  I mean to be.

Mr. J arman. I might say to Ihe gentleman from New York (hat  
earlier in the hearing I oday I asked Dr. Tainter  if his company had 
been contacted by FDA for a conference on this subject, and my 
understanding of his response was tha t it had not been. Mr. Rogers?

Mr. Rogers of Florida. Thank you, Mr. Chairman. I notice that  
on page 8, one reason 1 was wondering whether it would have to be 
prescribed by regulation and somewhat going into the question of 
liability , the statement  is made: “For ‘under the amendment’ every 
detai l of t he labeling as to directions and warnings would be formulated 
and prescribed by FD A.”

That is why I wondered whether they woidd have to  set this before 
any liability  woidd play.

Mr. Hoge. Mr. Rogers, I appreciate your remark about that, 
and after your interrogat ion of Mr. Connolly this  morning, I reverted 
in my mind to that , to the fact tha t I had said tha t. I can see how 
you would have a question about it now. But I think what I  said is 
accurate.

Mr. Rogers of Flor ida. They have the right to if they  desire.
Mr. Hoge. That is right. I think  that if you require, as this statu te 

woidd provide, a t (3), “ such other information” as the Secretary de­
mands, and let him prescribe the form and manner of statem ent, I 
think with that authority , the Secretary could very well get into about 
as much detail as he wanted to. I do n’t know what he would do, b ut 
I think the authority  would be there. So tha t while I might have 
written a little differently if we had had tha t colloquy before I wrote it, 
I think  we would come back to it.

Mr. Rogers of Florida. Now let me ask you about this. On you r 
volun tary agreement, I notice that the ac tual agreement was tha t the 
wording shoidd be “Warning” in double-spaced le ttering, in relation

08-8SS— 60------ IS
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to “ Ke ep  o ut  of  rea ch of c hi ld ren.” “ Warn ing ” was the term inology  
th at  the indu str y had agree d upo n for  asp irin . Also I notice th at  
sam e wordage in the Foo d and Drug tit le as sug ges ted . I t  says, 
“W arning : Keep ou t of the  rea ch of children .” Or  “W arn ing : Kee p 
thi s ani l all medicatio ns ou t of the reach of child ren .”

Now ju st  looking a t the  bo ttl e th at  was g iven to  us, Ba ye r Aspirin, 
th a t rea lly  isn’t bas ical ly ca rried  ou t here. Th is is the  wordage------

Dr . P aul . Wou ld you  look at the  top  of the  cap?
M r.  RoGEns of F lorida.  Ke ep  ou t of chi ldren’s r eac h.
Dr . P aul . I t  is on the  c ap and  on the  label.
Mr. R ogers of Flo rida . He re it  is on the  labe l. “P aren ts : Please 

keep th is and  all med icines ou t of the reach of ch ild ren .” Now I 
th ink there is a difference  in significance to it  where  you just, say  
“p ar en ts ,” or where  you ha ve  the word “warn ing .” Th ere is a  g reat  
diffe rence. I would hope  th a t the indu str y in itse lf would relook  a t 
then- agreem ent , as was clearly sta ted,  and yet  no t rea lly  carried- 
ou t in labe ling  at  leas t in thi s one ins tance.  I do n’t  know if this 
prevai ls, but I would th ink  you  would  agree th at  the  w ord  “w arn ing ” 
sho uld  app ear .

Mr. II oge. N o, I don’t know th at  I would, Mr. Rogers.
Mr. R ogers  of Flo rida. I thou gh t the y agre ed to th at  acco rding 

to the opinions th at  y ou  g av e us.
M r. H oge. Now the  news stor y we a re look ing a t doe s say  the  fol­

lowing, “ Warnin g, kee p out of the rea ch o f child ren .”
Mr. R ogers of Flo rida . Yes, and  so does the  FD A agreem ent .
M r. I Ioge . Yes, th at  is r ight .
Mr. R ogers of Flo rida. Yes.
M r. II oge . Bu t th e wa rnings which I have  set  up  in app end ix II , 

which include all of these, I ca n’t  la y my  l inger------
M r. R ogers of F lor ida . On page 6.
Mr. I I oge . Yes, I know, but I can’t  pu t my  finger on the  exact  

wording th at I wa nt now, bu t all during these 25-yea rs, the  Food  and  
Dr ug  Ad minis tra tion has  accepte d the  word “ wa rning ,” or the  word 
“ ca ut io n”  syn onymously, an d they  h ave no t conside red th at  we have 
viola ted  any law or ag reem en t when som etim es we di dn ’t have the  
word ac tua lly  “ warning” or  “ ca uti on ” provided we did  have the  
wa rning  statem en t or the  ca ut iona ry  sta temen t. Now th at  is some­
where  in wri ting , and her e a t the mo ment I don’t  seem  to pu t my  
finger on it  e xac tly.  W ha t yo u are  readin g did  sa y “ wa rning ,” Mr . 
Roger s, I see that .

M r. R ogers of F lor ida . In  bo th  instances?
M r. H oge . Yes, the re is n o quest ion  abo ut  that . I th ink I am qu ite  

righ t i n s aying to y ou and I  believe the Foo d and Dru g w ould  back me 
up t ha t all thro ugh  the y ears,  th ey  ha ve n’t in sis ted ; m aybe  sometim es. 
In  502(d) yes, the hy pn ot ics  m us t say “W arning, m ay  be  habit -fo rm­
ing.” T hat  is prescr ibed. T hat is no t suggested as these warn ings  
are . T hat is prescr ibed. B ut unde r these as I ha ve  given  you  in 
th e st at em en t by the Food and  Drug are  sug ges ted  warn ings .

M r. R ogers of F lor ida . Well, I  realiz e tha t an d a lso  indu str y ag reed  
up,  th a t is the  po int I was m aki ng , th at  th e i nd us try  it sel f agreed upon 
the wa rning  in double  caps,  and to keep  ou t of the rea ch  of children . 
In  o th er  words, i t has a  dif fer en t signi ficance to  me if you  see  som eth ing  
wi th  a “ warning” and sim ply som eth ing  sayin g “ Pa rent s,  please
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keep this out * * * .” I think it has more impact than the word 
“ warning.”

Mr. Hoge. It  does, and I am not arguing with you about it. I 
am simply trying to say, and  I think the Food and Drug would agree, 
we had not breached any agreement by not doing it. They  would 
recognize the validity of what you are saying, but 1 don’t think they  
would charge us with any violation upon tha t basis. I may say this 
to you. It  is a matter  in which the industry would take the word 
“warning,” but  they have taken the other language with the under­
standing of the Food and Drug.

Mr. Rogers of Florida. So Food and Drug has approved the word- 
age tha t you use?

Mr. Hoge. Well, I don’t want to be misunderstood, sir. If you 
look, when you have a chance, in red I have put  the warnings with 
respect to “ Keep this and all medications out of the reach of children.” 
You will find there tha t sometimes the word is “cau tion,” and tha t 
is the Food and Drug suggestion. For instance-----

Mr. Rogers of Florida. Bu t caution isn’t even on here. You see, 
that  is the point I was making. There is no caution warning.

Mr. Hoge. I am looking, sir, at their own-----
Mr.  R ogers of Florida. I was looking at  one specifically for as­

pirin, which said, “Warning,” and your agreement “warning” tha t 
you have pointed out that  industry agreed on. In other  words, I 
jus t think tha t if we are going to agree to something, and there are 
some suggestions, we ought to live up to it all the way, tha t is all.

Mr. Hoge. Well, if there is any question——
Mr. Rogers of Florida. I just  don’t think  “Pa rents: Please keep 

out of the reach of children” has the same impact as a warning in caps 
and “Keep out of the reach of children” as you have agreed should be 
placed on them. Th at was the only point I wanted to  make. I won’t 
argue with you.

Mr. Hoge. I don’t want to argue with you, sir, but  I will call your 
atte ntio n with respect to  salicylates that the Food and  Drug itself has 
one ih at  varies a little, “Caution : for children under 3 years of age 
consult physician,” or “Caution: for younger children, consult your 
physician.” Here is another one, “If pain persists or in conditions 
affecting children under 12 years consult a physician.” I don’t  mean 
to argue with you, Mr. Rogers.

Mr. Rogers of Flor ida. But there is no caution even on here you 
see, which is less than a warning I presume. But nevertheless, I am 
concerned with the fact th at  I think I too would be interested in 
questioning Food and Drug again on some of the impressions 1 was 
given about the li ttle change that was being made in this  law, and why 
it is all lumped under child care too.

Now, on the good Samaritan approach, we do this  in hazardous 
substances, don’t we?

Mr. Connolly. Yes, Mr. Rogers.
Mr. Rogers of Flor ida. Why would it be any different under those 

circumstances  than here?
Mr. Connolly. I would think tha t a doctor would tell you th at  

those are fairly well identifiable.
Mr. Rogers of Florida. I mean the principle, the good Samaritan 

principle is the same, isn’t it? Basically you are giving some advice 
on what to do in the case of a  hazardous substance.
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Mr. Connolly. Well, your advice can be pre tty unmistakable and 
pre tty  certain because these hazardous substances are readily identifi­
able and the antidote or  treatm ent is fairly specific. But with respect 
to the vast variety of over-the-counter drugs, your antidotes are no t 
that specific, and the wavs they can be misused are almost legion, I 
would suggest, and that being so, I think that  you have to be most 
exhaustive then in the writing of your first-aid instructions. If you 
are not fulsome and you undertake to do so, there would then be 
imposed liability upon you. Or if you are compelled to write first-aid 
instructions and they tur n out not to be specific enough or are in­
adequate or not fulsome enough there would be liability imposed 
upon you.

Mr. Rogers of Florida. That would be so in hazardous substances, 
too?

Mr. Connolly. It  would.
Mr. Rogers of Florida. Now on the resta tement of the law, do 

you give us all of the full restatements in your statem ent, the four 
points?

Mr. Connolly. The text?
Mr. Rogers of Florida. Yes.
Mr. Connolly. Yes.
Mr. Rogers of Florida. Those arc included in your sta tement?
Mr. Connolly. Yes.
Mr. Rogers of Florida. I would just  like to have those.
Mr. Connolly. 1 direct your attention to page 2 of my brief 

which is the actual quote of the restatement section (j) concerning 
directions of warning. Tha t, 1 think, states  the present state of the 
law with respect to the d uty  to warn.

Mr. Rogers of Florida. Dr. Paul, I believe from your testimony 
evidently this cautionary' labeling requirement would go to prescrip­
tion drugs as well as over-the-counter drugs?

Dr. Paul. Yes, we in Iowa feci veiy definitely about that,  that 
there should be a label on all prescription drugs, saying, for instance, 
on the ones used for arthritis , “Take Butazolidin.”

You would say Butazolidin, 100 milligrams, so a physician would 
know when an individual came to him or he went to their home that 
they were using this part icula r drug and wouldn’t reorder this drug 
again, say “ You take this.”

IVe have seen this happen where they take prescriptions from two 
different physicians and have trouble.

Mr. Rogers of Florida. There are the directions and adequate 
warnings and first-aid treatment, if we would require tha t on the 
over-the-counter drugs, then this would also be required on prescrip­
tion drugs?

Dr. Paul. Yes. On prescription drugs.
Mr. Rogers of Florida. Who would give this? Would the drug­

gist?
Dr. Paul. Well, that is the question.
Mr. Rogers of Flor ida. Would it have to be passed on there, or 

where?
Dr. Paul. I don’t know how you would write this. For instance, 

I was thinking w hile th is discussion was going on about the use of the 
Cortisone-like drugs. They came into being in 1950, and it wasn’t 
until  1955 tha t we first Began to recognize peripheral neuritis, a
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paralysis of the arms and legs. It  is an accentuation of pa rt of the 
rheumatoid disease caused by the Cortisone-like drugs. I t took a 
5-year period before we were actually sure tha t this is w hat was going 
on and began to recognize this.

Therefore, how coidd we bring precaut ionary labels or say what 
might happen. For instance,  take tetanus toxoid as an example, I 
give it to all the athle tes a t the University of Iowa and have no trouble. 
A few years ago I was going to Europe and I talked my wife into 
taking tetanus toxoid. She promptly developed an arthraligia . All 
her joints  blew up from the tetanus toxoid and  tha t is the only case 
I have had so fa r with this particular  brand  of tetanus  toxoid tha t 
we use.

Mr. Rogers of Florida. Also, I was impressed with your figures 
which you used on page 7, saying tha t up to the age of 3 it  is a thera­
peutic overdosage tha t is mos t common.

Dr. Paul. Yes, sir.
Mr. Rogers of Florida. And the figures tha t you late r gave, 12 

therapeutic deaths. This was taking prescriptions given by the 
doctors?

Dr. Paul. A physician treated the child. What happens  is tha t 
a physician orders something which contains salicylates. And then 
over the  phone or while he is examining the child, say to the mother, 
“Now, if the tempera ture goes above 104 you cive him two tablets of 
aspirin.” This child is reacting to the aspirin b ut  the m other  doesn’t 
know this. Then according to the doctor’s prescription she gives 
more aspirin, this is what usually happens. We used to  see this very 
frequent ly when we had polio epidemics. We would get infants sent 
in to us for acute poliomyelitis only to find they were overdosed with 
aspirin.

I would see them when they  first came in overbreathing, and 
would find out tha t what they  actually had was overdosage of 
salycilates prescribed by physicians, and then added to by the family.

Mr. R ogers of Florida. W ha t do you do for this?
Dr. Paul. We stop the salicylates immediately, and then sta rt 

giving them large amounts of fluids, usually in the vein, which gets 
rid of most  of the salicylates. So if you see this within an early 
period afte r ingestion, you can save practically  all the children.

Mr. Rogers of Florida. I noticed tha t you say in one instance 
here, “Not one of eight children who died was diagnosed correctly 
before admission to the hospital.”

Dr. Paul. Yes, sir; because these children became dehydrated. 
They lost water. They vomited. They had an increased urinary 
output at  first, and then they look like they have pneumonia, or they 
have sugar in the urine and a high blood sugar. This is why they 
think they are  diabetics. But the point I wan t to make, if we educated 
physicians to this, all they would have to do is take this piece of paper, 
which every pediatrician has now, because this is a test for phenyl­
ketonuria (the  metabolic defect in children who later  become mentally 
retarded). This particular chemical on here reacts very quickly to 
salicylate. All you have to do is dip this in the urine, it  turns black 
and you know this child has had aspirin.

Mr. Rogers of Florida. And yet this is called an improper diagno­
sis?

Dr. Paul. Yes, sir; tha t is called a Phenistix.
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Mr. Rogers of Flo rida. What is the best way to get the doctors 
educated on that?

Dr. Paul. We sta rt in the medical schools and try to teach our 
students  about this.

Mr. Rogers of Florida. Could the drug companies do this in the 
materials that they put  out?

Dr. Paul. Yes.
Mr. Rogers of Florida. Labeling for doctors?
Dr. Paul. I think they  should make notice tha t one can test for 

salicylate with a Phenistix. As I say, every pediatrician now has 
these to test for phenylketonuria.  Dr. Car ter will agree with me. 
Eve ry hospital has these, and it is so simple. You can even do this 
with die gastric washings. You wash the stomach out and you dip 
this in to the gastric washing. It  turns black, and you know that this 
is not  due to sugar, it  is due to aspirin.

Mr. Rogers of Florida . What is your formal procedure, and I 
won’t pursue this any more, what  is the normal procedure of getting 
this out to the medical fraternity?

Dr. Paul. There have been two articles now.
Mr. Rogers of Florida. Could Food and Drug pu t this out?
Dr. Paul. Food and Drug  could put  this out. For instance, there 

are two articles in the medical literature , called a new method of 
determining salycilate in the urine.

Mr. Rogers of Florida. Would you let us have a memo on this?
Dr. Paul. Surely. Pardon  me, 1 was just going to continue saying 

I put out a bulletin on arthritis  information. I abstract foreign 
liter atur e for doctors. In  one of my monthly bulletins to physicians 
I mention the fact that  salicylates could be tested with the phe- 
nacetin . I think tha t is th e way we could educate the doctors.

Mr. Rogers of Florida. Thank you. It  has been most helpful. 
Thank you very much, M r. Chairman.

Mr. Carter. I certainly want to compliment Dr. Paul on his 
excellent presentation.  He is one of the most astu te and articula te

Ehysicians tha t we have seen. I would like to ask a few questions, 
to you find many cases of rheumatoid arthr itis under the age of 6? 
Dr. P aul. Oh, yes. Dr. Gouchat in our Depar tmen t of Pediatrics, 

has a standing gran t from our Iowa chapter of the Arthri tis Founda­
tion, now has a group of about 190 children th at he has been watching 
over a period of years, all under the age of about 6 or 7 who have 
rheumatoid arthrit is.

The other thing we find, that these very young children of 2 or 3 
years  of age, come in looking like rheumatic fever with enlarged hearts 
and pericardial effusion, looking like rheumatic fever. It may take 
you a few months to convince one’s self that this is rheumatoid arthritis 
instead of rheumatic fever. Time tells you that , as they develop the 
deformities, b ut we see quite a number of them.

Mr. Carter. What  is your  average dose of aspirin for a 2-year-old 
child with rheumatoid arthr itis?

Dr. Paul. Somewhere around a gram and a half a day.
Mr. Carter. A gram and a half?
Dr. Paul. That  would be-----
Mr. Carter. Twenty-two  and a half grains?
Dr. Paul. Yes, about  22 tablets of 1J4 gr., and for older children 

we go sometimes all the  wav up to 3 grams if necessary, depending on 
the ir surface area. Th at  would be about 40 to 44 tablets.
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Mr. Carter. About how much per pound would you say the dose 
is for 24 hours?

Dr. Paul. Sir?
Mr. Carter. How many grains or how many milligrams per pound 

of body weight?
Dr. Paul. In children  of 3 or under it is about a grain per pound 

which is 27 grains (average weight 27 pounds). In  children older than 
tha t, we may go up to 1%, 2 grains per pound and sometimes even 
more, depending on th eir fever and how much inflammation they have 
in the joints at  the time, and then sta rt cut ting it down.

Mr. Carter. Yes, sir. What  do you consider a minimal letha l 
dose of acetylsalicylic acid for a child of 2 years, 3 years and 5 years?

Dr. Paul. I  d on’t know, because these British writers have shown 
blood salicylate levels of 7S and 90 milligrams percent, a figure th at  
I have never obtained in anybody, and I have been doing blood 
salicylate levels since abo ut 1938 when we f irst tried to get  a method 
for this; yet both those children recovered. On the other hand, they 
had some t hat were much lower than that that had died. I think this 
depends on what is going on in the child at  the moment. If a child 
has a fever from unknown origin or from someth ing else, they may be 
rath er sensitive. You take another  child with rheumatoid arthr itis, 
and they may be able to take a lot more salicylates. We see this in 
adults also, where they may get ringing in the ears very quickly with  
a small dose, but  in rheumatoid arth ritis  we find they can take twice 
as much before they develop this. So I am a litt le ha rd put  to answer 
that  question. I have seen all sorts of figures and in the litera ture 
I have read anyth ing.

Mr. Carter. You don’t know the minimum lethal dose then for 
these different age groups? I haven’t been able to find it either. I 
checked two pharmacologies and have another one tha t I haven ’t 
got to read since Friday. I didn’t find a minimum lethal dose in any 
of them. However, I don’t think that a bott le should contain more 
than  the minimum lethal dose, do you? Th at way our babies wouldn’t 
get too much, if we would keep it below what would kill one of them.

Dr. Paul. Th at is the problem. What is the minimal lethal dose?
Mr. Carter. Yes, sir, that is the problem.
Dr. Paul. In any given child.
Mr. Carter. You would be willing to limit it to that , the minimum 

lethal dose, is tha t right?
Dr. Paul. That is why I said if we take the average dose of 3 

grams for a child who has rheumatic fever (and it has about a square 
mete r of body surface) if you put  tha t number  in a bottle, make this 

> the maximum, then in conference you could come down to any figure
below tha t withou t hav ing to have another act of Congress.

Mr. Carter. Yes, sir. Now let ’s see, for a child of 2 years, I 
believe you said one grain of aspirin per pound, is th at  right?

Dr. Paul. Yes.
Mr. Carter. And then a child of 2 years at  an average weight 

would be around 30 pounds, wouldn’t it, something like that?
Dr. Paul. Y es.
Mr. Carter. Then t ha t would be approximatelv 30 grains, wouldn’t 

it?
Dr. Paul. That  is right.
Mr. Carter. Th irty  grains, that  wouldn’t take much of a bottle,, 

would it?
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Dr. P aul. No.
Mr. Carter. All right,  sir. Now let’s go up to 3 years. The 

average weight of a child of three would be about how much? About 
35 to 40 pounds?

Dr. Paul. The figures I saw were somewhere around 40 to 45 
pounds.

Mr. Carter. For ty to forty-five pounds.
Dr. Paul. I came ou t with 45 "rains for those children.
Mr. Carter. Forty-five grain dose?
Dr. Paul. Tota l for 24 hours. That would be 37 tablets of IK gr. 

for a  child of 45 pounds.
Mr. Carter. That is for a 3-year-old?
Dr. Paul. Yes, sir.
Mr. Carter. And a 4-year-old would require about how much, then?
Dr. Paul. About the  same or maybe ju st a little more. You could 

probab ly go up to say 37 or 40 tablets or thereabouts.
Mr. Carter. Tliirty-seven or forty tablets, of course, would be 

50 grains, I believe, wouldn’t it? I think if we are going to go into 
this and do it right, we should definitely find more out about the 
minimum lethal dose, and if we have less in the bottle than that , we 
know our children are safe, is that  no t true?

Dr. Paul. Yes, sir.
Mr. Carter. That is all. Thank you, sir.
Mr. J arman. Are there any further questions?
Mr. Hoge. Mr. Chairman,  may I  just say a closing word?
Mr. J arman. Yes, Mr. Hoge.
Mr. Hoge. I should like to express appreciat ion for your giving us 

this hearing today and sitting this afternoon as you have, and if you 
will pardon me, in view of my age, I would like to say appreciation no t 
only for the hearing on this bill but for hearings on the many bills that 
you have heard in this field, and I  have had the privilege of appearing 
before you for some 35 years, and we are gratcfid to you. Mr. Rogers, 
I believe you were on the subject of prescription. These warnings 
would apply to prescription drugs as well as to over-the-counter. Of 
course, I have been speaking for the over-the-counter people.

My closing words to you  are these: One of the bes t tilings tha t ever 
happened to the drug indu stry  and particularly to the over-the-counter 
drug  indus try was the passage of the Federal Food, Drug, a nd Cosmetic 
Act of 193S. That was one of the best things that ever happened to 
them and in happening to them it happened to the whole country. 
My plea to you here on this bill is tha t we keep tha t law, which is a 
good law, and we not spoil it  by some wanton, unbridled delegation of 
adminis tration authority  which this bill proposes particularly with 
respect to  the labeling. We are certainly in favor of cliild safety, Mr. 
Chairman, jus t as much as anybody, and we only ask l et’s keep this 
bill on cliild safety and n ot rewrite the whole food and drug law under 
the pretense tha t we are protecting the children. Thank you again.

Mr. J arman. Thank you. For the committee I would like to 
than k you gentlemen and Dr.  Ta inter  for your testimony today and for 
adding in a very real way to the hearing tha t we are having on this 
proposed legislation.

The committee stands adjourned.
(Whereupon, a t 4:20 p.m. the committee was adjourned, to recon­

vene subject to the  call of the Chair.)



CHILD SAFETY ACT AND PERSONNEL TRAINING
M O ND AY , S E P T E M B E R  19 , 19 66

H ouse of R epr ese ntatives ,
Subc om mittee  on  P ublic H ea lth and 'Welfa re 

of t h e  Com mittee  on I nterstate  and  F oreign Comm erce,
Washing ton,  D.C.

Th e subcom mit tee me t a t 10 a.m., pu rsua nt  t o recess , in room 2218, 
Ray bu rn  H ouse Office Bu ild ing,  Hon. Jo hn  Jarm an (ch ai rm an  of t he  
sub com mittee ) pres idi ng .

Mr. J arm an . Th e sub com mittee  will come to  ord er.  We are 
pleased to have  back with  us Dr . James  Go dd ard, Comm issio ner  of  
Fo od  an d Dr ags, and hi s associates  t o comment fu rt her  on the ch ild  
sa fe ty  bil ls th at  are  before  th e subcomm ittee .

Dr. Goddard. Thank you, Mr. Chairman.
On  my lef t is Mr.  W ill iam W. Goodr ich , G ene ral Counsel  fo r Foo d 

an d Dru gs  a nd  on my ri gh t is Dr . Bas il G. De lta , a pe diat ric ian who 
ha s been working on th is pro ble m of  child safety .

We ap prec iat e th is op po rtun ity to  app ea r ag ain in su pp or t o f I I.R . 
13886, the Child S afety  Ac t.

FURTHER STATEMENT OF HON. JAMES L. GODDARD, COMMIS­
SIONER OF FOOD AND DRUGS; ACCOMPANIED BY WILLIAM W.
GOODRICH, ASSISTANT GENERAL COUNSEL FOR FOOD AND
DRUGS; AND BASIL G. DELTA, M.D., MEDICAL OFFICER. BUREAU
OF MEDICINE, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

Dr . Goddard. Our  s tudy  o f the tes tim ony which lias been presen ted  
to  you since  we las t ap pe ared  here on Ju ne 24 indic ate s th at  the fo l­
low ing  issues have been ra is ed :

1. Whe the r the  ex ten t of the ha za rd  fro m ch ild ren’s aspi rin  has  
been ov ersta ted ;

2. W he ther  the  ma xim um  nu mb er of  ch ild ren’s as pi rin to  be pe r­
m itt ed  in a conta ine r shou ld be fixed by law  or  le ft  to reg ula tion 
by th e Se cretary;

3. W he ther  a  prac tic al  sa fe ty  closure fo r d ra g  c on tainers is av ail ­
ab le;

4. W he ther  wa rn ing labels  as  to acc ide nta l in ju ry  ar e needed fo r 
dr ag s and cosm etics ; the argu men t being th at  d ru gs  are alr eady  ade­
quate ly  labeled, and th a t cosm etics have no t been involved in an y 
ser iou s acc identa l po iso nin gs ;

5. W he ther  the re is an y nee d or  bas is fo r gi ving  us au thor ity  
to  requ ire  increased wa rn ings  on  dr ag s an d ad di tio na l lab eling  in-

275
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forma tion to assure the safe and effective use of over-the-counter 
drugs;

6. Whether the provision for  improved labeling warnings and in­
structions should be conditioned upon a notice and opportunity for 
hear ing before the labeling changes may be placed into effect; and

7. Whether improved labeling warnings should not be required be­
cause they may increase the product liability of dru g firms.

We would like, Mr. Chairman, to take these points up one by one.
The haza rd from children’s aspi rin :
When I appeared here in Ju ne, I provided figures from the National 

Clearinghouse for Poison Control Centers on reported fatalities due 
to aspirin and other salicylates.

These figures showed th at 125 fatalit ies to children under 5 years 
>f age due to ingestion of aspi rin and other  salicylates occurred during 

1964, the  last year for which there are complete figures. The type of 
salicylates involved in all cases of death was not recorded, and is 
not known.

We also provided the committee with the statist ics from the Na­
tional Clearinghouse on oil of  wintergreen, another o f the salicylates 
frequently involved in poisonings of children under age five.

In  addition, we provided the  committee with data on the accidential 
ingestion of aspirin hi 1965. Children’s a spirin  accounted for 10,854 
of the 12,102 ingestions of aspir in where the dosage form was speci­
fied; there are, in addition , 4,226 instances where the  dosage form 
was unspecified, or a total o f 16,328.

Thus,  as we stated m our testimony, where informat ion on dosage 
form was reported, 90 percen t of the cases of accidental ingestion of 
aspirin by children under five involved children’s aspi rin—78.5 per­
cent. of these cases were reported to have been trea ted by physicians.

Thi s patte rn of accidental ingestion of children’s aspir in has been 
the consistent experience over a period of time. Fo r example, in 
1963, as reported by the New York City Poison Control Center, 
“Flavored aspirin  preparation  was most frequently incriminated, p ri­
marily because of their  frequent use for children under 5 years of age. 
Children under five are the chief victims of flavored aspirin poison­
ing.”

Thus,  it  is clear that child ren’s aspirin was by far the most frequent­
ly implicated in these cases of accidental ingestion—the overwnelming 
majority of which required medical attent ion.

Since the type of  aspirin involved in fatal ities was not recorded in 
all cases, it is not possible to  say with any certainty tha t the fatal ity 
experience followed the ingestion experience. Two possible assump­
tions m ight be made:

Fi rst , th at the  fa tality experience followed, in general, th e ingestion 
experience, or

Second, tha t the fatal ities  occurred primarily from the 10 percent 
of  the ingestions of adult aspirin.

I f  the children’s aspirin were too low in st rength  to cause a fatality, 
the lat ter  assumption could be made. But we know tha t children’s 
asp irin  do cause fatalitie s and that the assumption cannot  be made.
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We continue to believe that the available dat a demonstrate tha t 
there is a substantial risk  of serious illness or death to young children 
through the accidental ingestion of children’s aspirin.

TIow many more of the ingestions might have been deaths, but for 
prompt action by physicians? The poison control centers in fact 
prevent serious illness or deaths by quickly furnishing accurate in­
formation to physicians and parents. The fact tha t more lives are 
not lost hardly  proves there  was no risk.

We think tha t the number  of reported instances and the danger 
inherent in this situa tion warran t congressional action to protect  
children from these risks bv limiting  the availability  of children’s 
aspi rin in retail packages which now contain enough aspirin to kill 
or cause serious illness to a child of tender age.

Limita tion of the number of aspirin in containers :
We had not understood tha t there was any serious dispute about 

what  may constitute a toxic  dose of aspirin to a young child. We think  
the figures supplied by Dr. Palmisano, who accompanied me a t the 
opening  hearing, represent the consensus of  medical opinion on this 
point.

Our pediatricians do not agree with the implications of one chart  
presented here to show tha t children have ingested large amounts 
of  aspirin  without serious adverse effects.

The  medical reports do not bear this out. Since the  chart entitled  
“Recorded Ingestions in 2- to 5-year Group Where  Age and Dosages 
Are Known” was submitted to the committee on September 12 we 
have been able to review 22 of the 24 literature references cited in 
which the children were alleged to have ingested 120 or more grains 
of aspirin.

Two of the cited a rticles were not available e ither in our libra ry or 
the National Library o f Medicine at the time of the review.

In  each case we found t ha t the children invloved received significant 
medical trea tment and in some cases heroic therapy to save the ir lives.

The treatment ranged  from gastric lavage, intravenous fluids, and 
oxygen, to exchange blood transfusions, use of an artific ial kidney, and 
peritoneal  dialysis, the last three of which are available only in 
large  medical centers.

Rath er than minimizing the significance of massive ingestion of 
aspir in by small children , we believe the data submitted by the wit­
ness who presented this  cha rt confirms tha t a very serious hazard 
does exist when large  quantities of aspi rin are ingested bv young chil­
dren. And without prompt medical t reatment, the number of fat ali ­
ties would unquestionably be much higher.

I  have here, Mr. Chairm an, which will be available fo r the record if 
you wish, a tabulation o f those cases in which the dosage was above 120 
grains , the management of the cases showing the use of intravenous 
fluids, gastric lavage or in some instances it is simply cited as heroic 
therapy and the outcome and the places where the  cases occurred.

Mr. J arman. Tha t will be accepted for the record.
(The document refer red to follows:)
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I) r.  Goddard. Tha nk  you.
Thu s we conclude t hat  1 gr ain of  as pi rin  pe r po un d of  body weigh t 

is ab ou t the po int of  da ng er , and we wou ld pro pose to re st ric t con­
tent s of  bottl es ac cording ly.

Th e problem  prese nte d to  you is wh eth er the  ma xim um  conte nt of  
th e conta ine rs sho uld  be wri tte n int o the  law or  le ft  to regula tions.  
Th e arg um en t is that, we may  fix the  figure  a t 25 as pi rin tod ay and 
reduce  it  to 10 tomorrow.

Thi s is no t a t all  likely . We wou ld plan  to st art  the  prog ram at  
20 to 25 1*4 grain tablets aft er  ful l consult ation  wi th  pe diat ric  au ­
thor iti es , and  wi th represen tat ives  of  the  affec ted indu str y.

We would main tai n the qu an tit y at  th at  po int  so lon g as it seemed 
to  a ssu re safety . As  we ind ica ted  when  we te stifi ed before , the  e sta b­
lished pro cedure  un de r which  we would issue regu latio ns  to set the  
qu an tit y lim ita tio n on c hi ld re n’s asp iri n pe rm its  all  intere ste d pa rti es , 
includ ing both the scie ntif ic com munity  and the  affe cted  indu str y,  to 
subm it comments and view s on such a proposed rule.

B ut we th ink  we shou ld have the  au thor ity  to reduce  the  figure if  
exp erience proves  nec essary  wi tho ut askin g th at  the en tir e medical  
pro ble m on which a red uc tio n wou ld have  to tu rn , be reexam ined by 
the Congres s.

We believe th e d es ira bi lit y of  th is a pproa ch  is bo rne  out by a review 
of  the  te stim ony which th e comm it tec h as alr ea dy  rece ived . Al rea dy  
you  have had  reco mm end ations rang ing from an ou tr ig ht  ban of  chi l­
dr en ’s aspi rin  to suggest ion s th at  the lim it be no low er tha n 25, 35, 
40 tabl et s pe r bot tle.  As we sta ted  befo re, we do no t believe the  
pro blem wa rra nts a  total  ban of  th is pro duct bu t ne ith er  do we believe 
a lim it set at  35 or  40 tabl et s of  1% gr ains  is adequa te to deal  wi th 
the  problem.

We res pectfully subm it th at ful l and com ple te consult ation  wi th 
pe di at ric experts  and the  in du st ry  affec ted wil l prov ide us the  best  
gu ida nce in th is mat ter .

SA FE TY  CLOSURES

We are  not now su re  th a t the re are  en tir ely  sa tis factor y saf ety  
closures. We hav e seen some th at  ap pe ar  to do a goo d job  and the re 
are  othe rs  which w ar ra nt fu rther  stu dy  an d conside rat ion  as to 
prac tic ab ili ty .

W hat  the  "bill would do, an d wha t we wou ld exp ect  to  do un de r it,  
is to enc ourag e the  deve lop me nt of  suitable  and prac tic ab le saf ety  
closures fo r the  drug s fo r wh ich  the y may be needed.

We cou ld not and would  no t requir e an im pra ctica l sa fe ty  closure. 
Bu t we cannot agree th at  th is  is a problem  th at  can be solved by a 
jo in t indu str y-go ve rnmen t stud y grou p wi th no man da te  fo r action 
and  no means  of  mak ing its  recommenda tion s effec tive.

Th ere will be resista nce  to  sa fe ty  closures—even pract ica ble  ones— 
and we recom mend  legisla tio n th at  wou ld a llow  us  to m ove ahead  to r e­
quire  them on dr ug s where  nee ded  as soon as prac tic ab le  closures are  
developed.

Giv en such  a utho rit y,  it seem s t o us th at  the  d eterminat ion wh eth er 
a suffic iently s at isf ac tor y closure has  been develop ed an d its  use shou ld 
be requ ire d involves,  no t so much issues th at  can  be st be resolved
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th ro ug h ple nary he ar ings , but. ra th er , issues th a t can  be tte r be de al t 
with  th roug h a pro cess wh ich  perm its  consulta tion a nd  conference w ith  
ex pe rt  consu ltants  and intere ste d indu str y grou ps  and provides ad e­
qu ate o pp or tuni ty  for  the su bmission of views on  propose d re gulat ion s.

COSMETICS INVOLVED IN  ACCIDENTAL INGESTIONS

Repre sen tat ive s of  th e Toilet  Good s Assoc iation con tend th at  ex­
perience  with  cosm etics  does no t estab lish  a need fo r label w arn ing s in ­
form ati on  as to  accid ental  inges tions.

In  1964 ther e were 3,058 cases of  the  accidenta l ing est ion  of  cosmetics 
by ch ild ren  unde r 5 ye ars of  age rep orted  to th e na tio na l clea rin g­
house. In  1965 th is  fig ure has risen  to  3,271. In  bo th years  o ver 20 
pe rcen t of  th e c hil dren  ing estin g the cosm etics  received  medical tr ea t­
ment.

Th us , we believe it  is cle ar th at  the  ac cidental ing est ion  o f cosmet ics 
is no t a ra re  occurrence as  was suggested t o the  c ommit tee  by one wit­
ness . In  fac t, we mus t rec all  th at  these are  case s rep orted  to  local 
poi son  cont rol cen ters an d to  the  na tio na l cle aringhouse and thus  do 
no t reflect the  total  p ic tu re  in re ga rd  to th e risk.

And  irre spe ctive of  how  one defines  wh eth er such  an ingestion  is 
ser iou s, I ’m sure the pa rent s of  t he  620 yo un gs ter s who  were tre ate d,  
some of  whom were  hospita lized , con side red th is  a ser ious ma tte r.

Fur th er , we know fro m repo rts  made to us, t o th e na tio na l c lear ing­
house , and  in the scie ntif ic lit er at ur e,  th a t some chi ldren have been 
ser iou sly  ill and othe rs have  died  fro m the  ing est ion  or  inh ala tio n of  
cosmetics.

Yo u may recall  that. I  discussed one such case a t pri or hea ring s.
At. pre sen t the labels  of  cosmetics ar e not requ ire d to bear any in ­

gr ed ie nt  inf orma tio n, aside  fro m certa in in fo rm at ion on ha ir  dyes. 
Rut  now  the  ph ysicia n in  a n emergenc y room wi th  a ch ild  who h as in ­
gested a cosmetic has no da ta  on which  to act , an d the pa rent  h as no 
labe l informa tio n to he lp  avo id acc identa l ing est ion s of  cosmetics 
wh ich  c ontain  i ng redien ts that , m ay be da ngero us  to the child .

Th e bill  does no t, as one  w itness suggeste d, requ ire  w arning  ag ain st 
wholly or  co nsequentia l ingestions . The wa rn ings  m us t be presen ted  
when the re is a su bs tan tia l ris k of  in jur y or  d ea th .

I f  the risk is one th at  should  be avo ided an d invo lves  the  need to 
seek em ergency treatm ent , f or  the ch ild,  we th in k it  should be sta ted on 
th e label.

DRUG LABELING AS TO ACCIDENTAL INGESTION

Dru gs  pla y a major  role in acc idental ingest ions. Ye t they are  
ex em pt  from the  Fe de ra l Ha zardo us  Sub stance s La be lin g Act.  We 
th in k th at  plain ly th is  is a serious  defec t in ex ist ing law. Ce rta inl y, 
mo re care would  be exercised in sto rin g dr ug s ou t of  the  reach of  
ch ild ren , if the  p aren t were inform ed by the label of  the  hazard s that  
may  be associate d wi th acc identa l ingestion.

An d first aid  in form at ion,  where needed, wou ld prov ide  an  extra  
m argin to avo id ser iou s in ju ry  from acc idental ingest ion . I t would  
also assist, the  physi cia n called to treat, a chi ld who  has  ingested  a 
dru g product.

When  the  H azard ou s Subst anc es L abeli ng  Act was  en acte d in I960, 
dr ug s were exe mpt pr im ar ily because  of  the  argu men t th at  any dr ug
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warning should be required under the Federal Food, Drug, and Cos­
metic Act, and not the Federa l Hazardous Substances Labeling Act ­

in each of the succeeding Congresses we have requested tha t this  
gap  in consumer protection be closed. But as yet, 6 years  later, the 
problem has not been remedied.

DRUG LABEL ING W IT H ADDITIONAL WAR NING S, CON TRA IND ICA TIO NS AND  
IN FO RM AT IO N AS TO SAFE A ND EFFECTIVE  USE

It  has been contended tha t this provision makes sweeping changes 
in labeling controls, on points  not relevant  to child safety and under  
conditions that would deprive the drug  producer of hearing on the 
need for the labeling changes.

Actually, both this bill and II.R. 13885, the Drug Safety  bill, which 
is also pending before you r committee, involve amendment to section 
502(f) of the Federal  Food, Drug, and Cosmetic Act. And because 
thev do, the same amendments were offered to the same section in both 
bills.

Thus, we agree tha t some of the amendments to section 502(f) are 
relevant to general dru g safety  and effectiveness as well as to child 
safety. This is no reason, we believe, fo r postponing action on these 
necessary amendments in the context of this bill.

We strongly support these changes, and we do not agree that they 
rob any drug producer of any important, labeling rights. Nor can we 
agree t hat it makes good sense to require tha t before a  needed labeling 
change to add a new w arning of  danger or a new contraindication or 
a new ins truction as to effectiveness could be called for , the long proc­
ess of hearing would have to be completed.

Many times the new warning, the new contraindication, and the 
new effectiveness information is needed at the earlies t possible time 
by the person who is a ttem pting to treat, himself.

We have seen several instances where drugs long considered safe fo r 
self-medication or in broad usage on the advice of physicians called 
for new warnings of  newly discovered hazards.

Phenacetin and dipyrone are but two examples.
Phenacetin, a d rug  used in many analgesic products, was found to 

lie associated with kidney damage in excessive dosage or in prolonged 
use.

Dipyrone, a drug used for relieving high fever in children, was 
learned  to be a cause of fa tal  arganulocytosis.

Both required labeling changes. Both required changes in the indi­
cations for use and the warnings against misuse. In  both cases, we 
issued statements of policy calling for relabeling to make the d rugs 
safe.

In  the case of dipyrone,  we reclassified it as a new drug because it 
was not generally recognized as safe and effective under the  new label­
ing recommended to us by an ad hoc committee of medical experts.

What the bill does is provide an orderly  means to br ing about these 
needed changes in drug  labeling, in a way th at would be applicable 
to all producers and distributo rs of the drug.

In  the past, when statements of policy or interpretive  regulations 
have been issued on drug warnings, most firms affected have promptly 
complied. But not all have.
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This  has caused dissatisfaction among the better firms who made 
the changes, when thei r competitors dragged the ir feet. We have 
been told  repeatedly th at firm A, fo r example, would change its label­
ing, b ut that  it couldn’t do so un til all other firms did the  same.

The regulation procedure we have recommended would make the 
labeling change for all concerned a t the same tim e; and at an early 
time when the change was such as to require it.

The point tha t this is a rewrite of regula tory procedures without 
the requirement of a hearing is not true. As we have shown, it formal­
izes and reinforced the statement of policy procedure tha t we have 
long followed.

And in more than 25 years of experience with regulations under 
section 502(f)—the section here involved—no hearings have been re­
quired even though it specified the labeling details for  essentially every 
dru g that  is marketed today—those in final dosage form as well as 
those intended for manufac turin g or processing.

These regulations, which spell out toe conditions for exemption from 
the requirement of section 502(f) that the label bear  adequate direc­
tions  for use, have been amended from time to time.

In  1961, they were broadly amended to require ful l disclosure in the 
labeling of prescription drugs. No hearing was required or con­
ducted. Instead, we u tilized the public partic ipation provisions of 
the Administrative  Procedure Act to solicit the views o f the affected 
industry.

Moreover, most drugs that  will require labeling changes of the type 
called for in section 502(f) will also require new drug clearance for the 
new labeling.

The Court  of Appeals for  the 10th Circu it has held that  labeling 
changes take the product out of its gran dfa ther clause protection and 
subject it to reclearance from  the standpoint of safety  and effectiveness 
under its new labeling.

The case is now pending on a petition for cer tiorar i in the Supreme 
Court . When subjected to reclearance as a new drug, fu ll opportunity 
for  a hearing  is allowed.

What we need here is a prompt, efficient method of requiring d rug 
labeling improvement across the board when a new danger arises or 
when effectiveness cannot be assured under the existing  pattern of 
labeling. All would be trea ted alike.

If  the committee should decide to write in a hear ing provision—• 
where none has been found necessary in the past, we would strongly 
urge tha t we be allowed to require interim labeling changes to be com­
plied with while the hear ing procedure  is underway.

Otherwise, we risk unnecessary drug injuries  and drug  failures.

PRO DUC T LI AB IL IT Y

The argument  tha t increased warnings  would increase product 
liab ility  completely escapes us.

Prod uct liability arises out of a failure to warn—not out of more 
adequate  warnings which this bill would require.

A warning on the label against accidental ingestion or known haz­
ards should benefit both the patient and the dru g producer—the 
pat ien t by helping to avoid injury  and the  producer by  calling a tten­
tion to hazards which can be avoided.
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Und er  n o reason able co ns tru cti on  would tlii s bi ll requ ire  wa rnings 
ag ains t ins ign ific ant o r tri fli ng  i njur ies, fir st aid in st ru ct ions  t hat  a re 
no t necessary  fo r the  pr otec tio n of  the  publi c he alt h,  or wa rnings 
ag ains t ha za rd s th at  could n ot  be discovered by t he  h ig he st  degr ee of 
care .

To  conclu de, Mr.  Ch air ma n, we t hink  t hat  thi s bil l is an  im po rtan t 
measu re fo r tne pro tec tio n of  th e public he alt h. We feel  th a t the 
pro blems  to  which  it  is addressed have  no t been exaggerat ed .

Li ke  al l ot he r laws, it  would  ha ve  to be admi nis ter ed  reason ab ly;  
an d so admi nis ter ed , we are con fident  i t would not un du ly in hi bi t the  
legi tim ate  sale of  these prod uc ts.  And  we do believe its  enact me nt 
wi ll he lp to  p ro tect  ch ild ren  fro m unneces sary  ris ks  o f in ju ry , serious  
illness,  or dea th.

I  w ould be ha pp y to ans wer an y questions you or members  of  you r 
com mittee  may  have.

Mr. J arman. Th an k you, D r. G od da rd .
One par ti cu la r question th a t th e Ch air wou ld like to ask  is th is : I t  

has been o ur  un de rs tand ing duri ng th e course of  the  hea rin gs  that  the  
50 -as pir in lim ita tio n on  ch ild ren’s as pi rin  was ach ieve d on a vo lunta ry  
basi s as a resu lt of  a  1955 co nfe ren ce with Go ver nm ent  a nd  manufac ­
tu re rs  a nd  a good many or ga niza tio ns  an d indiv idua ls pa rt ic ip at in g.

Dr . Goddard. Yes.
Mr. J arman. Dur ing the  course  of th e hearin gs , i t h as been asked o f 

witnesses,  p ar ticu la rly the m an uf ac tu ring  witnesses  if  t hey hav e been 
contacted fo r a conference  as th e bas is fo r a vo luntary red uction of  
the nu mb er of  as pi rin  and the response was th at  the y ha d no t been 
con tac ted .

Th e th in g th at  the Ch ai r was pa rt icul ar ly  in ter es ted  in he ari ng  
fro m you i s why the G overnment  ha s not  decided on ap proa ch ing this 
pro blem from a co nference  s tand po in t as in 1955 and  tryi ng  to  achieve 
th is  red uction on a vo lun tary ra th er  th an  a leg islative basis.

Dr . Goddard. Go ing  back  to 1955, it is tru e th at  there was a con­
fere nce  held . Now, 1 would not wa nt  the  chair ma n an d members of  
the com mit tee  to have  the impre ssion that  all as pr incipa l manufac ­
tu re rs  hav e vo lunta rily reduced the to tal  tab lets to 50.

Th is  is not  so. Wo have  f irms  p ac kaging  them in 100-tab let bott les. 
Many tim es they  are rep ackaged th is way. Th e major  firms have, 
gone alo ng  wi th the 50-tab let lim it.  Because of  th is  and because we 
fel t the  v e ry  s tr o n g  n ee d to  ge t a t thia problem  o f ch ild ren’s ac cidental 
poisonin g with flavored as pi rin  in pa rti cu la r, we fe lt  th a t we would 
ask  fo r th e leg isla t ive auth or ity .

Th e past experie nce  has  no t been  proven to be successful in those 
term s. In  fact , if one looks  a t th e sta tis tic s ju st  taki ng  d ea ths alone, 
ad mitt in g th at  de aths  c annot be di rect ly  related to ch ild ren’s a sp iri n 
because we do not have  the  de ta ile d know ledge of  the  prod uc t in­
volved—jus t taki ng  death s due  to  aspi rin  and sal icy lates in ch ild ren 
un de r 5 from  1955 tli rou gh 1964, we hav e seen an  increase fro m 72 cases 
to a  maximum o f 144 in th at  peri od  of  time.

W ha t I  am sa ying  is th at  to th e ex tent  th at  there are  co rre lat ion s 
between de aths  an d ingestion an d th e presence  o f ch ild ren’s a sp iri n in 
the  mark etp lac e in these  dosage forms , I feel th at  th is  is an othe r 
ra tio na le fo r pro cee din g on the  assum ption  th at  we have to  have  a 
lim ita tio n fixed by th e Se cre tary.
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Mr. J arman. Cou ld you  make any  est imate  as to  t he  p ercentage  of 
ch ild ren’s aspirin  th at  is no t in th e 50 per bott le?

Dr . Goddard. We do no t get  marke tin g da ta  fro m any  of  the  di ng  
firm s an d th is is a h an dic ap .

We don’t know that  is in the  m ark etp lace. I  c an ’t even give  you an 
est imate . I  am told by Mr. Kinslow th at  the  indu st ry  est ima tes  th at  
95 percent o f it i s in th e 50 tab le t.

Mr . J arman. Nine ty five per cen t o f the  pro du ct io n'!
Dr . Goddard. Yes; an d th at  is the  best I  can prov ide  you on that .
Mr. J arman. We have h ad  it very  firmly sta ted  in the  testimony,  as 

you know, t ha t those who  prod uce  the great  per cen tage, t he  95 perc ent  
to  which we ref er,  would  willin gly  accede to  any  decis ion reached in 
a conference  such as th e o ne  held in 1955. I am pa rt icul ar ly  interested 
in he ar in g your  comment on th at because, in lig ht  of  the  test imo ny 
th at  the  subcomm ittee  ha s ha d,  it just seemed or  at least  I wan ted  to 
rai se  the  question  as to w he ther  i t was not logical to  ask for leg isla tive  
au th or ity if you fai led  to  achieve the res ult s th ro ug h a vo lunta ry  
me eting?

Dr. Goddard. I  th ink we have alr eady  fail ed to achieve the  result s 
th ro ug h the  vo lunta ry  m eet ing . They reduced in 1955 to  a tota l o f 50, 
95 pe rce nt  of them. Ye t, we have  seen the  n um ber of  ingestions  and 
we. hav e, I th ink,  good dat a that. 10,000 out of  12,000 cases where the  
tv pe  of  asp irin was know n was  due to ch ild ren’s asp iri n b ein g ingested.

To  me,  th is plus the  fac t t hat  5 pe rce nt of  the  a sp iri n marke ted  does  
not. conform to it sim ply  m eans t ha t we need a s tro ng er  handle on this  
problem.

Mr.  J arman. Ha ve  you  had any  conferences wi th the firms th at  
man ufac ture  the 5 percen t in t erm s of  reduct ion  ?

Dr . Goddard. I will  ha ve  to  ask  and  find ou t wh ethe r any  of  the  
sta ff  has .

O f course, this  has  preced ed my assumption  of th e commissioner ship . 
Mr. Goo dric h says  he ha s no knowledge  of  thi s. In  many of  these  
ins tan ces  it would  be alm ost  impossible , Mr. Ch airm an , because some 
of  these are  rep ackagers,  sma ll firms which purch ase  in hulk and  pu t 
it out un de r th ei r own lab el,  an d they  a re loca ted in many pa rts o f the  
U ni ted S tates.  It  is  difficu lt to  have knowledge of al l o f these prod uct s 
in the  m arketplace.

Mr. J arman. Th en  you  tak e th e posit ion th at  you feel th at  you could 
not achieve the res ult s th a t you  th ink  are  needed on a vo lun tary con­
ference basis ?

Dr . Goddard. Well , I am sim ply  of  t he  o pin ion th a t in the int ere st 
of  cons istency  if  it is w or th  doin g for  95 percen t o f th e p rod uct m ark et,  
it is wo rth  go ing  the  o th er  5 percent  of  the  way too.  and  in the lig ht  
of  pa st experience we feel th a t 50 ta ble ts in a b ott le is too  h igh.

Mr. J  arman. I  am no t rea lly  fol low ing  you there because the test i­
mo ny h as been here that  if  such a co nference  were  ca lled  an d if a lesser 
nu mbe r of  aspir in were  recommended as a re su lt of  th at  conference 
th a t the majo r man uf ac tu re rs  of the  95 per cent wou ld coo pera te in 
redu cing  to tha t n umber .

Dr . Goddard. The. h ill would  r equir e t hat  too an d we would  get the  
ot he r 5 p erc ent  and  th us  a ffo rd more  p rotection fo r all those e nte rin g 
th e ma rke t.

Mr . J arman. I  und ersta nd .
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I am ju st  su rpris ed  t ha t an eff or t has not  been mad e to achieve th is 
red uc tio n in as pi rin : if you fee l as obvious ly you do th at  it should be 
redu ced , t hat  a real  effo rt has  not  been mad e to achieve it on  a vo lun tar y 
coopera tive basi s s ince it seem ed to work wi th such  a lar ge  percen tage 
of  the  pro du ct  was a re su lt of  the 1955 conference.

Dr . Goddard. I don’t believe th at  the  man uf ac tu re rs  have  been 
un aw are  of  these sta tis tic s since 1955 e ith er,  M r. Ja rm an , an d if  they 
fe lt th at  fu rt her  reductions were ind ica ted , I  don’t see why  they  d idn’t 
take  the ac tion .

Th ey  ar e not unaw are  of  the se  sta tist ics . Th ey  wa tch them very 
closely.

Mr . J arman . I  un derst and.
O f cou rse , in your  tes tim ony on Ju ne  24, be fore  the  subcom mit tee,  

with  re ference to  the  num ber of  aspi rin  you  sa id :
This  is s trictly a scientific issue of how many iy ,-grain  aspirins can safely be 

allowed below the lethal dose. We think that is not a mat ter tha t would involve 
grea t controversy and it would involve delay to call for hearings under those 
circumstances.

We h av e had a good bi t o f expression of  differen ce o f o pin ion  in the  
he ar ings  a s to  what dif ferent  peop le and organiz ati ons feel th at  num ­
be r sho uld  be.

You  take  the pos ition that,  a he ar ing is no t necessa ry bu t th at  you 
sho uld  be autho riz ed  to  go ah ea d and set  the numb er with ou t a 
heari ng .

Dr.  Goddard. A ft er  co nsult ati on  wi th the pe diat ric  profession, 
wh ich  is largely  involved  in th is , an d members o f th e affected i ndustry , 
we feel th a t we s hou ld be given the responsi bil ity  of  s et tin g the  to tal  
numb er of  tab let s, the  gra inag e, to b e offered  in  chil drens’ asp irin.

Mr . J arman. Mr. G ill iga n ?
Mr . G illigan . Th an k you , Mr. Chairma n. No questions.
Mr.  J arman. Mr . S pr inge r?
Mr . S pringer . Doctor, th is  was  my un de rst an ding  fro m yo ur  t est i­

mon y:  t h a t it  is y ou r scientif ic opinion th at  a ch ild  can  abs orb  abo ut 
1 g ra in  per  po un d: is that co rre ct ?

Dr.  Goddard. Tha t is ap prox im ately correct,
Mr. S pringer . Now, the  av erag e chi ld of  ap prox im ately 5 weighs 

how m uch ? Do we kn ow, r ou gh ly  ?
Dr . D elta. A bo ut 40 pounds .
Mr. S pringer. Now, is it yo ur  the ory  a t th is  p oint,  a nd  th is is you r 

pos ition, th at yo u have  to  have less  th an  50 ta ble ts in o rd er  to  meet  this 
problem  ?

Dr . G oddard. Tha t i s co rrect.
Mr. S i ■ringer. Ha ve  you come to a ny prim ar y conclusions  as to wh at 

you  think  it  ought to  be ?
Dr . Goddard. As I  ind ica ted  in  the tes tim ony, sir , somewh ere be­

tween 20 and 25 D/ t -g ra in  tab lets.  Th is won ’t com ple tely  solve  the 
problem. Thi s plu s sa fe ty  closur es plus be tte r in fo rm at ion to the  
public abo ut the  inh ere nt da ng ers, all  of  these an d man y othe r steps 
will  be r equir ed.

Mr . S pringer. Now, at the  presen t time, can  you label th a t unde r 
th e F ed eral  Food, D rug, a nd  Cosmetic A ct ?
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Mr. Goodrich. As we indicated in our prio r testimony, we did re­
quire on the  basis of the  volu ntary meeting in  1955 a statement warn­
in g: “Keep this and other medicines out of the  reach of  children.”

There was a doubt as to whether tha t could be legally done but we 
resolved those doubts in favor o f the  authority. We did put the  state­
ment of policy out. As has been indicated not everyone complied. 
We still have had as recently as 1965 an enforcement case to try to 
require that.

We are  asking here for  clear authority  to provide warnings  against 
accidental hazards as well as the hazards tha t go with the expected 
dosage.

Mr. Springes. Do you feel that  you don’t have, or at  the present 
time have, no way of limiting the  number i

Mr. Goodrich. We don’t think we have.
Mi\ Springer. Well now, le t me ask you this : Under the act, can’t 

you call these people in if  this  is a dangerous thing?  1 am talking 
about not industry bu t company by company.

Mr. Goodrich. Certainly. We could invite them to come to Wash­
ington any time and f requently do that on issues on which we have no 
auth ority  and  on which we are try ing  to work out a sa tisfactory solu­
tion.

Mr. Springer. This is purely on a voluntary basis.
Dr. Goddard. Yes.
Mr. Springer. You don’t think  you would have auth ority to issue 

any regula tion of any kind ?
Dr. Goddard. It  is my underst anding we do not.
Mr. Springer. You arc sure about that ?
Mr. Goodrich. As sure as I  can be. The packaging limitations on 

drugs  are  fixed in what is called an oflicial compendium. That is the 
only authority  we have. If  the U.S. Pharmacopoeia  or one of  the 
other compendia which are publications of voluntary organizations do 
that , we could enforce i t, but we have no packaging authority  in the 
drug  section.

Mr. Springer. Even though  you feel it is dangerous you still don’t 
have tha t au thority ?

Mr. Goodrich. No, sir.
.Mr. Springer. On a person-by-person basis?
Mr. Goodrich. No, sir.
Mr. S pringer. Are you the legal counsel ?
Mr. Goodrich. Yes.
Mr. Springer. Now, le t me ask you this : In this bill, H.R. 13886, 

tell me how many things, would you please, that  you are doing under 
that bill, very shortly, not in 15 minutes but give it to me one, two, 
three.

Mr. Goodrich. The autho rity we now have ?
Mr. Springer. No; the  au thor ity you are seeking under  II.R. 13886.
Mr. Goodrich. All right .
Dr. Goddard. You are asking what we are now doing ?
Mr. Springer. No; I am asking what a uthority you are asking un­

der II.R . 13886.
Mr. Goodrich. We are  asking the authority to lim it the number of 

aspir ins in the container, asking  the authority to require safety clo­
sures, asking the authority to require increased warnings and infor­
mation on drug labeling.
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Mr. Springer. Ju st  a minute. Stop there just a second. What  is 
the nature of the warnings you are asking for?

Mr. Goodrich. Asking for addition to section 502 (f )(1)  to warn 
again st the substantial or reasonably foreseeable risk of  causing acci­
dental injury in such manner and form as is necessary for protection 
and use.

Mr. S pringer. On asp irin?
Mr. Goodrich. No; this is drugs in general.
Air. S pringer. Will you repeat tha t again because this  is a broader 

authority.
Mr. Goodrich. This is the  warning agains t accidental ingestion of 

drag s along with first aid instructions  where necessary.
Mr. Springer. You are askin g this for all drugs?
Mr. Goodrich. Right.
A1 r. Springer. Tha t is the thi rd one ?
Mr. GooDRicu.We are asking for the authority to require added 

warnings against new dangers, added contraindications where they 
come up and added instructions to insure safe and effective use, where 
there is a finding tha t these added labeling provisions are necessary for 
the safe and effective use of the  drug.

Mr. Springer. I don’t get the difference between No. 3 and No. 4.
Mr. Goodrich. Well, acc idental injuries in No. 3 and Ibis is the use 

tha t is normally expected.
Mr. S pringer. All right.
This  would be the contraindications.
Mr. Goodrich. Contraindications, warnings , and additional ins truc­

tions as in the case of Phenacetin. You find a drag  th at has been on 
the market over the counter for  a long time, presumably safe. Sud­
denly, out of the medical experience comes a new finding that it is caus­
ing injury by being a poison to the  kidney.

It  is necessary to revise the label.
Mr. Springer. What else?
Mr. Goodrich. No. 4 would require warnings agains t accidental 

ingestion of cosmetics.
Mr. Springer. That  is No. 5.
Mr. Goodrich. Yes, sir.
Mr. Springer. In cosmetics.
Mr. Goodrich. Yes, sir, and along with first aid ins tructions where 

necessary.
Mr. Springer. As I  unde rstan d it from Dr. Goddard’s testimony, 

you did not have any deaths  but you did have some in juries; is th at 
correct ?

Mr. Goodrich. Right.
Dr. Goddard. We liav e had at least one death reported from inges­

tion of cosmetics.
Mr. Springer. You are  seeking, then, on this one the accidental pos­

sibilities, right?
Mr. Goodrich. Right,  along with  first aid.
Mr. Springer. Along with first aid ?
Mr. Goodrich. Yes. sir, on the basis o f a finding tha t this  is neces­

sary for protect ing against accidental  injury.
Mr. Springer. Would this  apply to all cosmetics?
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Mr. Goodrich. It. would be based on finding that the nature, com­
position and packaging of t his  particu lar cosmetic involves a risk  and 
make it applicable.

Mr. S pringer. Anything else?
Mr Goodrich. Require the same kind of warnings on pressurized 

containers of foods as are now required on pressurized containers of 
pesticides, don’t puncture o r incinerate because they might explode.

Mr. Springer. What else ?
Mr. Goodrich. We are asking for  increased authority  on making 

sure that the Hazardous Substances Labeling Act applies to a toy 
which has been treated by a pesticide chemical. We are proposing to  
apply the Federal Haza rdous  Substances Labeling  Act to unlabeled 
containers.

We are  proposing to ban the  sale of toys which are or which contain 
hazardous substances dangerous to children.

We are proposing to allow the Department by regulation to exclude 
from household use products tha t are too dangerous for use around the 
household such as X-33 which we demonstrated here  and the Jequi rity 
beans.

Mr. Springer. Authority  to do what under that ?
Mr. Goodrich. To ban those for household sales.
Dr. Goddard. Substances inherently too dangerous.
Mr. Springer. That is for household sale ?
Mr. GooDRicn. Yes.
Mr. Springer. How do you propose to sell them ?
Mr. Goodrich. If  they have industrial use such as X-33 they could 

be sold to that kind of person.
Mr. Springer. Count 10. Have you anything else?
Mr. Goodrich. That is all.
Mr. Springer. Tha t is the broad scope of the bill.
Mr. Goodrich. I have summarized that all from not very much look­

ing at the bill but I  am pre tty  sure I have covered i t all.
I f  not, I apologize.
Mr. Springer. Let ’s take  S. 3298. I want to know what you are 

doing with that  ?
Mr. Goodrich. That is concerned with amendments to  the Hazard­

ous Substances Labeling Act. It  provides  fo r the same kind of pro­
visions that  I have discussed. To summarize them, to require tha t a 
toy treated with a pesticide chemical be subject to the Federal Hazard­
ous Substances Act as it would be reworded, to apply to unlabeled 
containers, to allow the sale of some toys such as chemistry sets and 
some fireworks which can be adequately labeled to take care of the 
inju ries  when used by children ; to exclude from inters tate commerce 
toys that  bear on container hazardous substances, to authorize us to 
exclude as banned substances, products tha t are too hazardous to have 
around the household, and finally this bill provides for a national 
commission to invest igate the  whole problem of safety including such 
things as lawnmowers, et  cetera, and has a provision in it as passed 
bv the Senate which says tha t State law cannot be inconsistent with  
this.

Mr. Springer. Wh at is the difference then between your par t of 
S. 3298 and the same portion as I understand of 13886?

Is there  a difference ?
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Mr. Goodrich. The Senate  adopted, I believe, three amendments, 
one the fireworks amendment. There was a problem there of whether 
fireworks would fit- into this thing. We reviewed all of the State 
laws, found that in some States  there were out-and-out bans on fire­
works.

In your State, for example, I believe there is an out-and-out ban 
on fireworks. In  others, in my State of Texas, there was an allowance 
of so-called class C’s which have allowed some skyrockets and some 
roman candles and in Senator  Magnuson’s home State there was a 
so-called safe and sane fireworks law.

So, the issue came up of whether or not the law as we had recom­
mended it would have banned fireworks, and a provision was writ ten 
in to  authorize,  to  make sure tha t we could authorize, the use of fire­
works to the extent tha t labeling would take care of it.

Mr. Springer. That is the di fference, then ?
Mr. Goodrich. Tha t is one of the differences. The other differ­

ences were the Commission and there was a clari fying amendment 
there, and clarification on banned hazardous substances, and also a 
clarification on toys to make sure that if it  contained a hazardous 
substance it  would be a substance reasonably accessible to the child.

Mr. Springer. Wh at has the Senate done on that bill ?
Mr. Goodrich. This  went to two committees, to the Senate Com­

mittee  on Inte rsta te and Foreign Commerce which had jurisdiction 
over the amendments to the Hazardous Substances Labe ling Act and 
they took out and adopted all of the amendments to tha t act with the 
mollifications I have given you.

The other part  to child safety goes to Labor and Public Welfare  
and they have not acted.

Mr. Springer. They have not done anything.
Mr. Goodrich. No.
Mr. Springer. Therefore, the only th ing  thus fa r is S. 3298 which 

has passed the Senate.
Mr. Goodrich. Except  for  our appearance here urging you to pass 

this.
Mr. Springer. I  want to  get the legislative and parliamentary s itua­

tion so that t he subcommittee understands it.
S. 3298 was amended at th e point with reference to fireworks, which 

you pointed out.
Mr. Goodrich. Fireworks, the commission, clarifying  provisions on 

banned hazardous substances and toys, ami preemption.
Mr. Springer. Now on 13886 has there been a b ill introduced over 

there similar to this bill, or this  bill.
Mr. Goodrich. Yes.
Mr. Springer. Who introduced it?
Mr. Goodrich. Sena tor Hill .
Mr. Springer. Has Sen ator  Hill had a hearing on it ?
Mr. Goodrich. No,sir.
Mr. Springer. Has he said he is going to have a hearing ?
Dr. Goddard. He has not scheduled one as yet.
Mr. Springer. Have you talked  to Senator Il ill  ?
Dr. Goddard. Yes, I  have.
Mr. Springer. What has he said ?
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Dr. Goddard. Tie has said that he has a lot of hearings to he held 
and is pressed for  t ime and he can’t give a date.

Mr. Springer. I want to be sure of the thin g; without taking up 
all of the time of this  committee, that we have an unders tanding of 
where we are with this  legislation at this point.

There ought to lie some indication from Senator  Hill  tha t he is 
going to do something or not do something. This  committee is going 
to he pret ty busy. We are  going to face up to our responsibilities, but 
if  we are going to tur n out a piece o f legislation and go to the floor 
with  it  and no thing is going to be done with it . we have learned many 
times in this committee, to our bitte r experience, that we go into 
controversial thing s—and this  is going to be an extremely contro­
versial thing—and we get through with it and after we have knocked 
everybody’s brains out and blood is all over the floor, we do something 
about it and the Senate doesn’t do anything.

This committee ought to have some idea of the chances for  enact ­
ment, although tha t doesn’t excuse us from facing our responsibil ity 
and we are going to  do it.

T am glad to know what has been done on the other side.
Dr. Goddard. W e expect action on the Senate side, sir.
Mr. Goodrich. I would like to say that in all of our experience in 

which you. of course, have participated, in the passing of the food 
additives bill, the pesticide chemicals and the color additives , in all 
of those cases where this committee held comprehensive hearings . 
Senator  Hil l was wi lling to go ahead on the  basis of the record here 
and recommend those bills although they were controversial.

Mr. Springer. It  m ay be jus t as well if this  committee hears it. and 
we certainly went through the heart,  stroke, and cancer bill and tha t 
was the worst bill ever sent here and we spent 3 months and finally  
came up with a heart, stroke, and cancer bill and they adopted it 
without changing a single point,

Thank you, Mr. Chairman.
Mr. J arman. Dr. Goddard , since S. 3298 has been referred to in 

this hearing this morning,  would you care to comment on the national 
commission that  is a part  of that?

Dr. Goddard. I f  I  may, sir, I would like to read into the record a 
parag raph from a  position paper  on this.

As was brought oat  du rin g the Sena te hear ing, a study of the subject mat ter 
covered by Tit le II  of  the  bill, including the ques tion of need for  regula tory 
legis lation in this  field, would no doubt be appr opr iate .

We question, however, whether the chara cte r and scope of the proposed stu dy  
ar e such as would war ra nt  the  establish ment of a sta tu tory  Preside ntia l Com­
mission. It  would appear  more app rop ria te for thi s Department to under take a 
study  of haza rdous household  p roducts with the coopera tion of other agencies and  
rep ort  the  r esu lts of the study to the Pre sident  and the  Congress.

Alternatively, if it develops  th at  a  study by a group  independent of an execu­
tiv e department is desi rable, such a study could be estab lished by a mechanism  
designated by Executive Order. A study under eit he r of  these altern ative  ap ­
proac hes could, we think , be launched and concluded  more exped itiously tha n 
one requiring  the establishment,  organization, and staffing of the Commission en­
visioned by the  bill.

However, if your Committee should conclude th at  a sta tutory  Commission of 
the kind proposed by Ti tle  II  of the bill is desi rable for thi s purpose, we would 
hav e no objection.
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Mr. J arman. I  might say tha t the committee is in receipt of a letter  
from Mrs. Peterson of th e President’s Committee on Consumer I nter ­
est in which she says in p a rt :

We do, of course, recognize the argu men t th at  such a study might be more 
efficiently conducted  from  wi thin the  Exec utive  Branch in terms of speed and 
total cost.

The Senate bill, as I unders tand it, authorizes  ap propriat ions not to 
exceed $2 million to c arry  o ut the provisions of  the commission.

Dr. Goddard. That, is correct.
Mr. J arman. That is not a par t of the budget.
Dr. Goddard. No.
Mr. J arman. Thank you.
Mr. Satterfield?
Mr. Satterfield. Thank  you, Mr. Chairman.
In  answering Mr. Spr ing er a few moments ago, is it not correct 

that  what you were real ly saying is that in tit le I of House bill 13886, 
we are bringing in  labeling  legislation th at  is not necessarily confined 
to mat ters involving children  ?

Is  th is correct?
Dr. Goddard. That is correct. It  goes beyond the relationship to 

childrens’ accidental poisoning.
Mr. Satterfield. I s there any reason tha t you feel it essential tha t 

this p articula r title  be considered a part, of a  bill dealing with children 
prim arily rather than being treated separately ?

Dr. Goddard. Well, it does include aspirin  and other products tha t 
are ingested by children . It  would require two separate bills, 
otherwise.

Mr. Satterfield. But the aspirin aspect and  the children aspect is 
onlv incidental  to the main th rus t of title I ; is it not ?

£>r. Goddard. No, I believe it  is in fact one of the main justifications 
for  the  labeling, the aspi rin problem and the whole problem of acci­
dental ingestion of over-the-counter drugs by children.

Mr. Satterfield. Th at migh t be justification but insofar as the 
thrust of t hat section is concerned it is certainly not the main thrust  
of it ?

Mr. Goodrich. There are three things here: first, to  limit the num­
ber of chi ldren’s asp irins; second, the provision of safety closures for 
those drugs for which the experience shows th at they have been in­
volved in a number of poisonings; and third , to require increased warn ­
ings on accidental ingestion.

The point that is more re levant to  general drug safety than to chil­
dren ’s safety, or at least as relevant, has to do with requir ing changes 
in label ing which you find over on page 3, beginn ing down on line 24, 
which is relevant both to  child safety and to  general drug  safety.

Mr. Satterfield. Looking a t section 502, and tha t is what you are 
talk ing about, is it not t rue  that it would apply  to a gre ater  percentage 
of drugs not specifically designed for children ?

Dr. Goddard. It  would apply  to all drugs.
Mr. Satterfield. Wouldn’t a greate r percentage of them be non- 

children’s drugs?
Mr. Goodrich. Certainly.
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Dr. Goddard. They would be nonchildren’s drags  but I must point 
out tha t in the case of accidental poisoning involving children that any 
drug  is a candidate for  misuse and accidental ingest ion.

Mr. Satterfield. I agree, b ut I am dis turbed by the figures. You 
mentioned there had been an increase from 72 to 140 deaths.

Dr. Goddard. Aspirins  and other salicylates.
.Mr. Satterfield. IIow many of those were due to aspirin alone ?
Dr. Goddard. I don’t have the breakout for this which is one of 

the problems of not having detailed information. The national c lear­
inghouse has not been able to provide us with the breakout of the cases, 
the deat hs due to adul t aspirin,  children’s aspirin, and othe r salicylates.

Mr. Satterfield. In  other  words, we don’t really know whether 
aspirin  has caused any deaths?

Dr. Goddard. Yes, we do. We have cases, a tabulation that we are 
supplying for  the record (see p. 278), of  children 2 to 5 years of age 
who ingested 120 or more grains of aspirin anti in tha t series of cases 
there are four deaths specifically from aspirin.

This is aspir in of all types.
Mr. Satterfield. All kinds of aspirin ?
Dr. Goddard. Yes.
Mr. Satterfield. And out of how many ingestions?
Dr. Goddard. This was a series of 22 cases.
Mr. Springer. Would the gentleman yield ?
Mr. Satterfield. Yes.
Mr. Springer. Would you indicate what  other salicylates are in­

volved ?
I don’t know w hat a sa licylate  is. That is the reason I  asked tha t 

question.
Dr. Delta. That is salicylic acid, and salicylates are the entire 

group tha t are used fo r pain  o r reduction of temperature. These are 
not drugs to  cure a disease bu t to pallia te a symptom such as fever or 
pain.

Mr. Springer. W hat  else besides aspirin ?
Dr. Delta. Salicylic acid is used externally like for  athlete’s foot 

and methylsalicylate is used externa lly, but both of these  compounds 
when ingested accidentally by cl iildren are much more poisonous than 
aspirin , itself.

Air. Goodrich. Oil of wintergreen is an old rubbing  compound.
Dr. Delta. Methylsalicylate is oil of wintergreen. Salicylic acid is 

used exte rnally for a thlete’s foot and the third  is acetyl salicylic acid 
or aspirin.

Mr. Springer. Thank you.
Mr. J arman. Mr. Mackay?
Mr. Mackay. Thank you, Mr. Chairman.
Doctor Goddard, as you know, there was discussion a fte r you left 

about the  adequacy of the statist ical data that had been furnished 
the  committee.

I would be interested to know whether you feel that, the data  now 
being collected is in a form as complete as it should lie for  the reason­
able interpre tatio n of it.

Dr. Goddard. We would like to have it  in a form that would specify 
how many deaths are due to adult aspirin,  children’s aspirin and other 
salicylates but it is not available in this form.
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Mr. Mackay. Could you tell us a  litt le bit about the  national c lear­
inghouse for poison control centers, whether tliis is voluntary or re­
quired by law?

Dr. Goddard. Thi s is a voluntary activity . It  was established when 
I was chief of the accident  prevention program in 1957,1 believe. It s 
purpose was to coordinate poison control activities, and assist the local 
poison control centers by dissemination of information, to receive 
repor ts from local poison control centers located in all par ts of the 
Nation, and to provide national statis tics to highlight serious problems.

I t has served those purposes. Its  participation in these activities 
is voluntary but most of the local poison control centers do provide 
reports to  the national clearinghouse and they do disseminate a  bulle­
tin  to all hospitals where there are poison control centers and other 
groups who are interested.

Mr. MackaY. Do you feel it would be possible to strengthen o r im­
prove that data?

Dr. Goddard. Certainly , when there is this deficiency I  feel th at it 
not  only would be possible but desirable.

Mr. Mackay. The specific language in your testimony that some of 
the  other witnesses took exception to  was your statement  th at in 1964 
ther e were 3,058 reported cases o f accidental poisoning for children 
unde r 5 bv cosmetics and it was pointed out that table 2 of the repo rt 
discloses tha t there were 3,058 accidental ingestions among children 
but does not indicate a poisoning resulting front any such ingestion.

Dr. Goddard. Mr. Mackay, I think that is hair spli tting and I will 
classify it as such.

If  you have a 3-year-old child who drinks  a bottle of cologne or 
ingests a cosmetic, I don't know whether you are going to quibble 
over whether it is a poisoning or ingestion, but you are going to get 
th at  child to a doctor. He is handicapped by the fact that there is 
no list of ingredients or instructions for first aid. I  don’t think the 
relevant issue is whether these are ingestions or poisonings.

Pract ically , it is tha t the 3,000 patients , maybe more because these 
were the reported instances, were confronted with the problem.

I  would be glad to make those people feel bette r and change my 
statem ent to say ingestions.

Mr. Mackay. As laymen, we were trying to unders tand the meaning 
of the word “poisoning.” In  the laymen's mind this suggests a serious 
situation.

Dr. Goddard. These are all potentially serious because we are up 
against, not knowing what the ingredients  are. This  is one o f the 
hardest things that the physician must make a decision on when con­
fronted with the actual case in the emergency room.

Mr. Mackay. If  we could get language tha t would bridge the gap 
between the professional and layman, it  would help us as legislators.

With regard to the issues that you discuss here as to whether  the 
maximum number of child ren’s aspirin in the container should be 
fixed by law or left to the regulation by the secretary, do you think 
tha t a group of scientists can agree on this figure ?

Dr. Goddard. I th ink that there  can be agreement, yes.
I  believe there is genera l agreement, among scientists that  the 1 

gra in per pound is considered to be a dose tha t one must, be concerned 
about.
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Mr. Mackay'. If  this  happens to be in an area in which there really 
can be agreement, doesn’t the  fact that  it is sta ted in the law relax the 
industry somewhat from having to constantly worry about whether 
what they are doing is going to be changed ?

Dr. Goddard. It may relax them somewhat, but I don’t really believe 
tha t is th e scientific way to approach a problem of  this type because 
we have to take into account actual  experience and actual experience 
even afte r such limitation may indicate that a fur ther  5-grain decrease 
in the total dosage would achieve greate r gain. I think it is that that 
concerns 11s. having to come back here to justi fy a technical medical 
issue when there is need for a change that  could lie agreed upon by the 
scientific community.

Mr. Mackay. I missed the last  hearing and have not studied the 
testimony but the industry witnesses prio r to the l ast hear ing said it 
ought to be defined by law but when I  would ask them at  what point 
it. ought to be defined, there was no testimony.

I don’t know whether they really have any agreement as to what 
number should be fixed by law. I would like to ask i f the staff, or  if 
Mr. Goodrich knows, whether they have come up with a  figure.

Dr. Goddard. We mentioned it in our testimony today.
Mr. Mackay. I mean the industry.
Dr. Goddard. Three levels have been suggested in hearings before 

this committee—25, 35, and 40 is my recollection—as to the number of 
1%-grain tablets.

Mr. Goodrich. Those are the figures we have mentioned on page 6.
Mr. Mackay. Does it appear to  you tha t aspirin is in a category by 

itself because of  the large volume that is consumed?
Dr. Goddard. In what respect, Mr. Mackay ?
Mr. Mackay. I mean that I  would agree with you generally that 

vou have to delegate power to scientific groups to handle many matters 
but there are no differences in what we call aspirin, are there?

Dr. Goddard. On the fine points  one could say yes, but  generally, 
no. That doesn’t make sense, but it  relates to the way the tablet is 
compressed, the dosage forms, and all the other technicalities.

Are you saying: Do I think this is a special problem?
Mr. Mackay. Yes, can you ju stif y the rule of law here ra the r than 

the rule of regulation because of the nature of aspirin and the extent 
tha t it. is used in our society ?

Dr. Goddard. Well, my personal feeling is that to fix dosages, the 
total number  o f grains, m this mat ter is sort of fixing i t in concrete 
and not recognizing the kinds of changes th at may occur.

We may see changes in packag ing that would then make it easier to 
handle the problem.

Mr. Mackay. I  real ly was asking you tha t to hear yo ur rebuttal to 
what the  indus try has been testifying.

Dr. Goddard. I would prefer to see it done by the method of regu­
lation aft er consultation with the scientists involved, the American 
Academy of Pediatrics,  the ir study group  on this mat ter and the mem­
bers of the affected industry.

Mr. Springer. Would the gentleman yield?
Mr. Mackay. Yes, sir.
Mr. Springer. What is your preliminary recommendation as to the 

number?
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Dr. Goddard. We said in our statement, s ir, somewhere between 20 
and 25 total tablets, 1%-grain , seemed reasonable but we would want 
to consult with the  Academy of Pediatrics.

Air. Springer. But tha t is your range  ?
Dr. Goddard. Yes.
Mr. Springer. I thank the gentleman.
Mr. Mackay. My brother-in-law is with Richardson-AIerrell, Inc., 

as a biochemist. I wish he were here to cross-examine you. He wrote  
me that he thought th at  the method used in 1955 which is described in 
a news release from the Food and Drug  Administra tion in Drug 
Trade News, Fe brua ry 28,1955, was a sensible way to th rash out this 
business of the number of aspirin in a bottle. I le expressed hope that  
this  could be done again. There has been criticism of the Department 
for asking Congress for this au thority without any new discussions of 
this  kind.

This has already been mentioned by the chairman. You seem to me 
to be saying that the trouble  with this  is tha t 5 percent of the trad e 
is not acting in good faith  with the rest of the industry .

Dr. Goddard. Assuming those figures are correct, one would say 
then all right,  the firms involved, the major  producers could come 
back in and we could discuss this with  them and they would agree 
aft er some debate to set the  total lim it at 20 to 25.

This  means then that  the purchasers in the marketplace who buy the 
trad e name brands have tha t protection and those who don’t buy the 
trad e name brands  do not.

I am hard put  to find out what the real objection of the industry is 
in this instance, Mr. Mackay. If  this is something tha t contributes 
to child safety, gra nting  tha t it is not the to tal solution to the problem, 
and if it does get at the 5 percent who violated the good spi rit of the 
industry  in the past on the 50-tablet limitation, then I am hard  put 
to understand why they are unwilling to work toward a solution where 
we would consult" with’ them and use the opinion of scientists who are 
chiefly concerned with this, the pediatricians.

Ju st what is it they fear ?
Mr. Mackay. I might say in the lette r I have here from Dr. Lee 

ther e is no shrill objection to what you are trying  to do.
He said the 1955 meeting was good and thought it ought to be done 

again. Under  the procedures of this bill it would be done again, 
wouldn’t it?

Dr. Goddard. In  effect, I believe it would.
Mr. Mackay. With reference to safety  closures, we had some very- 

interes ting exhibits of the effort of the industry which seemed to me 
to be very energetic to solve this problem.

Dr. Goddard. Yes.
Mr. Mackay. As a practical matter, I  wonder what your Depart­

ment would do regarding safety closures. Would you approve safety  
closures for part icular medicines or would you say, “These 20” and 
there  are this many types  it seems to me—“are approved” ?

Dr. Goddard. The "thought behind the safety closure requirement 
would be tha t when there was a de termination tha t a significant p rob­
lem existed with a category of medication as to accident poisoning; 
and tha t the safety closure would assist in reducing the number of 
ingestions and thus the possible serious outcomes, that  it would be
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recommended and then required after notice in the Federal Register 
which affords the opportunity  for comment.

Mr. Mackay. Does this allow real l atitud e for competition?
Dr. Goddard. Yes.
Mr. Mackay. It  doesn’t really  curtail  the. search fo r better safety  

closures, does it?
Dr. Goddard. Not at  all.
Mr. Mackay. With reference to the commission idea which appeals 

to me, the National Commission on Hazardous Household Products, 
I  received an interesting wire from the appliance industry sayin g 
they didn’t like that ‘‘hazardous household prodncts” name, they 
wanted it  to he called the National Commission on Household Prod­
ucts Safety.

As I understood your position paper, the D epartment  says i t could 
do a better job or rath er tha t you would p refe r Department stud y 
rather than a commission.

Dr. Goddard. We thick it would be more expeditious if either the 
Depa rtment working with other agencies of Government studied the 
matter  o r a s tudy group was set up th rough Executive  order.

We would have no objection to a commission on eith er household 
safety  or on hazardous household substances.

Mr. Mackay. This is something tha t the Senate evident ly thinks 
is a good idea. We are huntin g fo r common ground. Your statement 
tha t you don’t object to the commission is important.

Would i t lie a duplicat ion of effort ?
Dr. Goddard. To my knowledge there is no such act ivity  underway 

at th at  level. . . . . .
The  accident prevention program of the Public  Heal th Service is 

attempt ing to gather the kinds  o f data tha t would i llus trate hazards  
in and around the home but th at  would not in itsel f preclude or suggest 
that this would not lie of value.

Mr. M ackay. Fina lly, as I  understand your testimony, you believe 
that. H.R . 13886 ought to be passed as i t now s tands before  this com­
mittee?

Dr. Goddard. Yes, sir.
Mr. Mackay. D o you find anyth ing in S. 3298 that  you do not feel 

should  be enacted into law otlier than  your  comments on the com­
mission ?

Dr. Goddard. No.
Mr. Mackay. I  have no fur the r questions, Mr. Chairman.
Mr.  J arman. Are there  any fur the r questions from the  committee?
Dr.  Goddard. The amendments made bv the Senate, Mr. Chairman, 

would be perfectly acceptable to us in this bill as well.
Mr. J arman. 1 understand.
Thank you, Dr. Goddard, you and your associates, for  being with us 

to help conclude the hear ings  on these bills.
Dr. Goddard. We thank you, Mr. Chairman.
Mr. J arman. The subcommittee stands adjourned.
(The following lette rs were subsequently submitted by the  Depart ­

ment of Health, Education, and  Welfare :)
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Department of Heai.tu , Education, and W elfare,
F ood and  Drug Adm inistr at ion. 
Washington , D.C, September 21, /9G6.

Holt. J ohn J arman.
Chairman, Subcommittee on Public  H ealth  ami Welfare Committe e on  Int ersta te  

and Foreign Commerce, Bou se of Representatives, Washington , D.C.
Dear Mr. J arman : As you know, several ques tions have been raised during

the  course  of the  lien ring s oi l U .K . 13886. the Child Safety  Act. regarding Ute 
ext ent  of illness and death  as  a  result  of the  inges tion of  childrens’ aspirin.

As we pointed out  in ou r testimony, it  is clea r from ava ilab le da ta  th at  
chi ldre n's aspi rin was by far the most frequently implicated  in cases of accidental 
ingestion of asp irin —the overwhelming major ity  of which required medical 
attent ion . .

Fo r your furth er  cons ideration , we are  enclosing some supp lemental info rma ­
tion which we have ju st  received from the  Division of  Vital Sta tist ics , Publ ic 
Health Service. The lis tin g gives t he  cause of dentil en tries  on the dentil cert ifi­
cat es of the 125 children  under  5 years of age  whose death s were at tri bu ted to 
accidental poisoning by aspir in and oth er salicylates in the  U.S. dur ing  1964.
(See  atta chm ent  A.)

Unfortunately , with  only a few exceptions, the  phys ician  or medical examiner 
cer tify ing cause of dea th did not specify whether or not chi ldre n’s aspir in was 
Involved. Thus the new da ta  do not improve our  ability to determine the  pro­
portion of deaths caused by childrens’ aspirin. The da ta do indicate, however, 
th at  some child ren did die  in 1964 as a result  of the acc idental ingestion of 
chi lreus’ aspirin .

We continue to believe th at the  number of  r eported  instanc es and the  danger 
inhere nt in tin’s si tua tion war rant  C ongressional action to protect children from 
these risk s by lim iting the  ava ilab ility of children's asp irin  in retail  packages 
which  now contain enough aspir in to kill or cause ser ious illness to a child  of 
tender  age.

Sincerely yours ,
J am es  L. Goddard, M.D., 

Commissioner o f Food and Drugs.

Attachment A
EXACT ENTRY ON DEATH CERTIFICATE

1. Child took ap prox 40 aspi rin .
2. Given salic ylat e over period of approx 16 h rs to reduce  t emperatu re due  to 

upper resp. infection.
S. Child got into  asp irin  hott ie, a te unknown quant ity.
4. Child acc. took unknown quanti ty aspi rin.
5. Salicylate  intoxication.
6. Got hold of  aspir in.
7. Overdose of as pir in—cold trea tme nt.
8. Salicyl ism—adm. for  upjier resp. infection.
9. Overdose aspirin.
39. Aspirin in toxication .
11. Child ingested many  aspir in.
12. Child took aspirin .
13. Aspirin—self inges ted. Overdosage.
14. Thera politic Overdose—aspirin .
15. Acc. ingestion asp irin .
16. Ingest ion of  oil of Wintergreen.
17. Overdose salicylate .
18. Salicylate—given by m other .
19. Salicylate—child took in e rror.
20. Aspir in intox.
21. Salicylate—ingestion  of overdose.
22. Ingest 290 gr. sa licy late ,
23. Child took aspi rin.
24. Child took b ottle of baby  aspi rin.
25. Salic ylate  intox.
26. Therapeutic adm. of  asp irin 3-5 gr. a sp in 12 hrs.
27. Salicylate  poisoning.
28. Excessive asp irin  given for  tre atment.
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29. Child took unknown qua nti ty.
30. Given asp irin  fo r home treatm ent .
31. Ate aspirin by mistake.
32. Inges tion of  oil of Wintergreen.
33. Aspirin given for  fever and  infection.
34. Salicylate  poisoning.
35.  Salicylate intoxica tion—acciden tal overdose.
3(5. Ingestion 30-40 a spirin.
37. Overdose asp irin —unknow n quan tity.
38. Aeetylsalicylic  acid intoxica tion.
39. Salicy late poisoning.
40. Salycilate  acid  poisoning.
41. Salycilate  intoxicat ion-—swallowed linament.
42. Upper resp iratory  in fection and salicylistn.
43. Salicylate poisoning—given by mother as  prescribed.
44. Salicylate poisoning.
45. Mother acciden tally  ga ve too many aspir in.
40. Mother gave too many asp irin  fo r fever.
47. Ate bottle of  baby asp irin .
48. Ingestion of oil of Wintergreen.
49. Salicylate poisoning—inges ted plaster.
50. Ingestion of aspirin.
51. Aspirin intoxica tion.
52. Apparently ate  large a mo unt aspirin.
53. Accidental ingestion a spi rin .
54. Salicylism.
55. Ingestion of a spir in.
50. Child crawled in cha ir a nd swallowed 150 grain s asp.
57. Inges ted unknown amount  aspi rin.
58. Salicylate  intox icatio n.
50. Intoxication c aspir in— (Liq ui’-prin ). 
fiO. Salicylate poisoning, 
til. Ingested aspir in.
62. Accidental ingestion-—SO gra ins  sodium salicy late.
03. Salicylate overdose—being  treated for elevated temp. 
04. Swallowed 20/40 gra ins  aspir in.
05. Acute sa licylate poisoning.
60. Aspirin intoxication.
07. Salicylate poisoning—played c bottle of pills.
08. Salicylate poisoning.
09. Child at e aspirin .
70. Salicylate poisoning.
71. Alleged to have inges ted methyl  salicy late.
72. Acute methyl sal icy late  (oil of Wintergreen).
73. Ingested  large numbe r 5 gr. aspirin.
74. Salicylism.
75. Intoxication methyl  sali cyla te.
70. Salicylistn.
77. Salicylate poisoning.
78. Took overdose aspi rin.
79. Salicylate  poisoning—overdose.
SO. Drank—Oil of Wintergreen.
81. Swallowed unknown a mt . asp irin.
82. Aspirin poisoning.
83. Accidental overdose of salicylate.
84. Given too much aspirin.
85. Ingested aspir in t ablet s (sal icylate poisoning).
80. Ingested 12-16 5 gra in ASA aspir in table ts.
87. Acute salicylism.
88. Ingested aspirin  table ts.
89. Overdose of asp irin  tab lets.
90. Salic ylate  poisoning.
91. Ingested infan t aspirin.
92. Inges ted methyl s alicylat e.
93. Salic ylate  intox ication.
94. Salic ylate  intoxication.
95. Salic ylate  poisoning.
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96. Sal icylate  poisoning.
97. Sal icylate  intox ication.
98. Ingestion  of aspir in.
99. (Overdose of asp irin ) Mother giving infant  one baby aspir in every 2 hrs. 

for 5 days.
100. Aspi rin poisoning.
101. Salicyla te poisoning.
102. Sal icylate  intoxica tion.
103. Overdose of aspirin (in tox ica tio n) .
104. Asp irin  ingestion.
105. Salicylism.
100. Sal icylate  poisoning—ate 50 5 gra in aspirin .
107. Sal icylate  intoxication.
108. Salicy lic acid  poisoning.
109. Aspi rin (swallowed 12 to 15 asp irin tab lets).
110. Aspir in intox ication.
111. Salicylisn i.
112. Swallowed undetermined number  of aspir in.
113. Asp irin  poisoning.
114. Asp irin  intoxication.
115. Inge stion of asp irin  (poi soning).
116. Sal icylate  intoxica tion.
117. Overdose of salicylate by mother and grandm other .
118. Aspi rin poisoning.
119. Sal icylate  poisoning.
120. Salicylism (excessive as pir in ingest ion).
121. Acety lsalicy lic acid poisoning (ingested  large quantity  of as pi rin).
122. Salicy lism.
123. Ingested  Sod. salicylate table ts (poisoning).
124. Aspirin poisoning (ingestion  of  unknown qu an tity) .
125. Salicy late  intoxication.

Department of Health, Education, and Welfare,
lFa8/ii»y to«,  D.C., August 29, 1966.

Hon. Harley O. Staggers,
Chairman. Committee on Interstate and Foreign Commerce,
House of Representatives,  Washington, D.C.

Dear Mr. Chairman : Enclosed fo r your  information is a copy of  our  let ter  
(at tachm ent A) of this  da te to the  Chai rman of the  Sena te Commerce Com­
mittee on the  sta tus of fireworks under S. 3298 (the  proposed Child Protection 
Act of 1900), which is a companion measure  to title II  of  H.R. 13880 (Child 
Safe ty Act of 1900).

We should apprec iate  it if, in conside ring  tit le  II  of H.R. 13886, your Com­
mit tee would tak e account of the sugges tions in the  enclosed le tter .

Sincerely,
Ralph K. Huitt, 

Ass is ta nt Se cretary.
Attachment A

Department of Health, Education, and Welfare,
Washington, D.C., August 29,1966.

Hon. Warren G. Magnuson,
Chairman, Committee on Commerce,
U.S. Senate, Washington, D.C.

Dear Mr. Chairman : At the  suggestion  of Mr. Pertscliuk, Counsel  to the 
Consumer Subcommittee, we are  wr iting  to  you with  respect to c ert ain  questions 
that  have been raised as  to the st at us  o f fireworks under § 3 of  S. 3298, th e pro- 
liosed "Child  Protection  Act" (Fi rew ork s, when intended, or packaged in form 
sui table for, use in the  household or  by children, would be with in the coverage 
of the bas ic Act.)

1. CO MM ON  FIR EW ORKS

Section 3 of the bill would amend the Federal Haz ardous  Labeling  Act— 
which  is to be renam ed as the "Federa l Hazardo us Substances  Act"—by exclud­
ing from in ters ta te  commerce any “ban ned hazardous subs tanc e”, a term  defluid  
by two clauses in the  bill. Clause  (A) includes in the term  “banned haza rdous 
subs tanc e” “any  toy, or oth er art icl e intended for use by child ren,  which is or 
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bea rs a hazardous  substance,  or which contains  a haz ardous  substance in such 
manne r as  to be suscep tible  of  access by a child to whom such toy or  other 
ar tic le  is entrusted * * • Prov ided , Th at  the Secretary  shall  by regulation  
exempt from clause (A) of this par agrap h artic les,  such as  chemical sets, which 
by reason of the ir functio nal  purpose requ ire the  Inclusion of  the  hazardous 
substance involved and  which ar e intended f or  use by chi ldren who have att ained 
sufficient maturi ty to rea d an d heed the  direc tions  and warnings in the labeling 
of such ar ticle,”

Representat ives  of the American  Pyrotechnical Associat ion have  expressed 
concern  lest these provisions would resul t in the  ban, from  inters tat e and for ­
eign commerce, of all or  some of the  so-called "common fireworks” defined and 
listed in § 73.100(r ) (49 C FR  73.1 00(r)) of the curre nt regulat ions (un der  t he 
heading “Class C Exp losives : Definitions” ) issued by the In ters ta te  Commerce 
Commission und er the  Transim rta tion of Explosives Act (18 I ’.S.C. 834), A copy 
(exhib it A ) of th at  lis t is  enclosed herewith for your  convenience.

As indic ated  by the Commissioner of Food and Drugs in the  course of his 
tes timony  on S. 3298, the  question whe ther  such fireworks— which do not  include 
items, such as  “eraekerb aIls ,” that  are  likely to be confused with  candy or othe r 
food—-can in* adequ ately  labeled for  th e protection of purcha ser s and users so as 
not to make necessary  a  Federal  ban thereon when they  ar e so labeled, h as been 
reviewed by the Food and  Drug Adm inist ration's technica l expe rts concerned 
wi th th is matter . On the basis of the ir advice  and of pre sen t knowledge, we 
have, as  also  ind icated in the  Commissioner’s testimony, concluded  tha t we would 
have  no objection to t he  con tinued sale of such fireworks with  adequate  labeling. 
(Th is is subject to a qualification  with respect to the las t item in g 73.100(r) of 
the  ICC regulations, i.e„ “Novelties  consisting  of two o r more devices enumera ted 
lin par agr aph  (r ) J when approved by the  [ICC's] Bureau of Explosives .” We 
cannot, of course, foretell wh eth er  new novelties in this  category devised in the 
fu ture  could lie adequa tely  labeled for the  protection of the  ult imate  p urchaser 
or  us er ; ICC approval , which would be for  the purpose of assurin g safe ty in 
in te rs ta te  t ran spo rt, would, of  course,  not be conclusive on thi s point ,)

Two things should be cle arly understood.  In the  firs t place, we believe th at  
Sta tes  and localit ies shou ld cont inue to be left  free, so fa r as  Federal law is 
concerned, to ban or res tri ct  the  sale of any such common firework  even though 
Fed era l law and regu lations  be observed. There is a wide  varia nce among the  
Sta tes  in this connection, ran gin g a li the way from complete p rohib ition  to l ittle, 
if any, restr iction. Secondly, we would feel constra ined  to object, as unsound 
and  inconsistent with the  principle s of the basic  Act. to any amendment th at  
would freeze into the Feder al Act. by actu al listing or  by reference  to the ICO 
lis t, an exemption of a pa rti cu lar lis t of fireworks, such as  those in C lass C, and 
thereby  foreclose regu lato ry action th at  fu rth er  knowledge or experience may 
require .
W g have Also reviewed the above-quoted el a use (A), and proviso there to, of

the definition of “banned hazardo us substance” to determine whe ther  it needs 
amendment so as  not to req uir e us to ban Class C fireworks when wc de termine 
them to be adequately  labeled for the  protection of p urc has ers  and  users. While 
we believe that  the  clause and proviso, when rend toge ther , need not result  in 
such a ban, we believe th at  ampli fication and clar ifica tion  of the  proviso would 
l>e desirable in this  resp ect  (coupled . Incidentally , with some clarifica tion with  
respec t to children ’s art icl es oth er than firew orks) . We therefo re recommend 
th at  t he  proviso (page 0, lines  5—11, o f S. 329R) he revised to read as fol low s:

“Provided,  that  the  Sec retary , [sha ll] by regulation, (») Khali exempt from 
clau se (A) of thi s parag rap h artic les, such ns chemical sets, which by reason 
of their funct ional  purjmse requ ire the inclusion of the  haza rdous substance 
involved , and  which bear labeling  giving adequate directons and learnings far 
saf e use and are  in tended for use by children who have at ta ined  sufficient matu- 
ri tv  , and may  reasonably be expected^ to read and hood [th e] such d irections and 
warnings [in the labeling of  such article] , and (ii ) shall exem pt from clause 
( A ) ,  and provide for the label ing of, common fireworks {includ ing tog paper 
caps} to the exte nt that he determines tha t such artic les can be adequately  
labeled for  the protec tion of purchasers and users thereof.” (Deleted ma tte r 
is shown in bra ck ets; new m at te r is ital icized.)
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2 . AGRIC ULT URE  AN D WI LD LIFE FIR EWORKS

A w itness appearin g on S. 3298 lias  suggested that  §3 be amended by adding 
a subsect ion to exempt  “from the  r equ irem ents es tablished by or  p urs uant to this  
Act fireworks us°d  for agric ult ure crop  protection  and depredation control.” 
(The refe rence to "th is Act” could be read  to ref er to the  basic  HSL Act and 
thu s exempt such fireworks even from  the  regula r cau tionary labeling requ ire­
ments th at  apply.) As explained by the witness , fireworks ar e used to prevent 
or  reduce an ima l and  bird depredatio n of  agr icu ltural  crops.

We are opposed to this amendment. Such fireworks are not intended  for use 
by children  and hence are  not wi thin the  scope of the  above-quoted clause (A) 
of the  definition of “banned  hazar dous subs tance”. Nor are  we aw are  of any 
fac ts—and surely  the  proponent of the exempting amendment does not suggest 
th at  the re ar e fac ts—that  show th at  such  fireworks sati sfy the requ irem ents  of 
clause  (B) of that  definition, which would be applicable only to haza rdous 
substances  th at  are so dangerous th at noth ing less than  a complete ban. rather 
tha n appro pri ate  cau tionary lalieling, could adequate ly serve the  objec tives of 
the  bas ic Act. This is  a severe lim ita tion and, as explained by th e Commissioner 
of Food and  Drugs in his test imony, is coupled with procedural safeguards, 
includ ing judic ial  review.

Sincerely,
R alph  K . H uitt, 
Assistant Secretary.

Exhibit  A
7 3 .1 0 0  (r, OF INTE RS TA TE  COM MERCE CO MM ISS ION RE GU LATIO NS

(r ) Common fireworks are firew orks  devices suitable  for  use by the public 
and designed prim arily to produce visible  effect by combustion. Some small 
devices designed to produce aud ible  effec ts are  also included in thi s class. The 
types, sizes and amount of pyro tech nic conte nts of these devices are limited 
as  enu merated in this  paragraph . No component, of any device listed in this  
par agraph , which produces or is intended to produce an audible effect shall  con­
tai n pyrotechn ic composition in excess of 2 gra ins in weight ; no r shal l such 
device or  comjionent. ujion func tioning,  project or disperse  any metal, glass or 
bri ttle pla stic  f ragments.  (Prope llin g or  expelling charges consist ing of a mix­
ture  of sulfur,  charcoal, and sa ltp ete r ar e not considered as  designed to produce 
audible effects.) Any new device, not enum erate d in thi s parag rap h, must  be 
approved by the  Bureau of Exp losiv es before being offered for transp ortation  
as Common Firew orks.  Common f ireworks must lie in a finished stat e exclusive 
of mere o rnamenta tion  ns supplied to the retail  trade  and mus t be so cons tructed 
and itacked th at  loose pyrotechnic composition will not be present in packages 
in transp ortation . Fireworks,  except art icl es defined in p ara gra phs (s)  through 
(y) inclusive, of thi s section, oth er than  common fireworks as  defined in this  
par agr aph , and those forbidden fo r transp ortation in § 73.51, ar e classed as 
Special Fireworks (see § 73.8 8(d )).

(1) Roman candles, not exceeding ten  balls spaced uniformly in the  tube, total 
pyrotechnic composition not to exceed twenty grams each in weight. The in­
side tube dia me ter  sha ll not exceed % inch.

(2) Sky rockets with sticks, tot al pyrotechn ic composition not  to exceed 
twenty grams each in weight. The inside tube d iameter  shal l not exceed % Inch. 
The rocket  stic ks must  be sec urely  fastened  to the tubes.

(3) Hel icop ter tyi>e rockets, tota l pyrotechnic  composition not to exceed twenty  
grams each in weight. The inside tub e diameter shall  not exceed inch.

(4) Cyl indr ical fountains , tota l pyrotehnic composition no t to exceed seventy- 
five g rams each in weight. The inside tube  diam eter  shall not exceed % inch.

(5) Cone founta ins  tota l pyro tech nic composition not to exceed fifty grams 
each in weight.

(6) Wheels , tota l pyrotechnic  composition not to exceed six ty gram s for 
each driver  un it or  two hundred and for ty gram s for each complete wheel. 
The ins ide tube  diame ter of dr ive r un its  shall not exceed inch.

(7) Illu minat ing  torches and colored (Ire in any form, tota l pyrotechnic  com­
position  not to exceed one hundred gra ms  each in weight.

(8) Dipped sticks , the pyro technic composition of which con tains any chlo­
rat e or  iierchlorate shall not exceed 5 grams. Spark lers, the composition of 
which  does not exceed 100 gra ins eac h and which contain no magnes ium or
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magnesium and a chlorate  or  perchlorate, ar e not subj ect to the regu lations in 
Par ts  71-78 and 197 of this  cha pter.

(9) Mines and shel ls of which the mo rta r is an inte gra l part, tot al pyro­
technic composition not to exceed for ty gram s each in weight.

(10) Firecrac kers  and salut es with casings , the  external dimensions of which 
do not exceed one a nd one-half  inches in length or  one-quarter inch in d iam ete r, 
to ta l pyrotechnic composition  not to  exceed two g rains each in weight.

(11) Novelties cons isting of two or  more devices enum erate d in th is para­
gra ph  when approved by th e Burea u of Explosives.

(The following material was submitted for the record:)
Statement of th e Che mi ca l Specialties Manufacturers Association, I nc.

Tliis statement, directed  to tit le  II of II.R. 13888, is submitted on behalf of 
the Chemical Special ties Manufac turers  Association, a non-profit trade associa- 
ciat ion repre sent ing some five hundred and th irt y member companies engaged 
in the  sale and dis trib ution of chemical specialty produc ts for  household use. 
This association does not  oppose, but  in fac t suppor ts titl e II  of this  bill, as  it 
supported the  Fed era l Hazar dous Substances Label ing Act when it  was befo re 
the Congress in 1959 and 1980. Many produc ts sold by members of this  asso­
ciat ion are  subject to this law  and the regu lations issued  pursu ant to it, thu s 
ou r direc t concern w ith tit le  II .

The  Food and Drug  Admin istratio n, having made a reasonable  case for  addi­
tional  author ity  to enfo rce this law, should  be delegated these powers, but of 
course not withou t some reasonable limi tation. Two amendments to this bill 
ar e necessary, we believe, to cla rify  section 202 (a) and to properly establish  the  
role  of the Federal law and regulat ions in the  tota l regu lato ry program.

Section 202(a) will define for  the  f irst time the  term "banned haza rdous sub­
stance s.” The autho rity  conferr ed by this  section upon the Secretary is the 
equivalent of an injunction issued  by a cou rt but  without  the preliminary safe ­
guard s of jud icia l considera tion  of the order . An injunctio n has  always been 
viewed as an ex tra ordin ary  form of relief and  not to be gran ted  except unde r 
most compelling condi tions. The  reference to toys or art icle s in clause  A of 
thi s section appe ars to be sat isfactory . Ex tra ordin ary  power may be required 
to deal promptly with  a haz ard  which may lie prese nted by an arti cle  intended 
fo r use by children which mig ht res ult  in inj ury  or illnes s to the  child when 
used as  a toy.

Clause B, however, con fers the  same extreme autho rity  upon the Sts'ret  ary  
wi th respec t to any haz ard ous substance where the  Secretary finds tha t the  
hazard involved in use is such that  precautionary labeling  would not be ade ­
quate  to prevent inju ry. Th e committee will cer tainly  be most caut ious  before 
con ferr ing such unlimited autho rity upon the  Secretary . While the  adminis­
trat iv e remedies provided in subsection 2 apjiear to be adequ ate, they may be 
ava ilab le only af te r the fa ct  and  the  finding th at  the  Secretary is requ ired to 
make is susceptib le of a multitude  of interp retatio ns. Fo r example, in the 
cas e of careless or  int ent ion al misuse  of a product resulting in an inju ry, the 
Sec reta ry might find t hat the existence of the injury  justi fies  a  finding that  the 
prod uct is a "banned haz ardous  subs tance” because the cau tionary labeling did 
no t prevent the inju ry. Th is resu lt, of course, is not intended by the committee. 
Cautiona ry labeling can not preven t inju ry. The  use r must  heed the ins truc­
tions and cautions .

The concept embodied in this subsection appears  to be in tended to be limited 
to  the  situation where a produc t is so hazardous th at  it  should not be sold 
fo r household use even when the  cautions on the  label are  observed. With this, 
the association  h as no  qu arr el.  There may be a produc t which presents a haz ard  
so severe  or insidious , even when used in accordance with the label, that  action 
may be justified.

The direct analogy to th is  situatio n appears  in the  Fed era l Insectic ide, Fung­
icide, and  Rodent icide Act. That Act, approved by the Congress in 1917 and 
amen ded several  times s ince, require s a cau tion ary  sta tem ent  which is a dequate  
t /  compiled with to prev ent inj ury  or illness. The Sec reta ry of Agricultu re has 
severa l times  refused to registe r a product for  household use on the  basis  that  
the caution sta tem ent  is no t adequa te to prevent inj ury  even if complied with. 
Examples are  methyl  pa rathion and tha llium sulf ate.  The experience of 19 
years  with this Act has  proven its effectiveness to deal with the situatio n con­
tem pla ted  by clause  B of th is section of the bill. There fore, we recommend that
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section 202(a) be amended by adding in line 19 on page 10 afte r the word “label­
ing” the words “on the conta iner” and in line 19 on page 10, after the word 
“not” the words “if complied with .” With these amendments, this  section will 
be consistent with the provisions of the Federal Insecticide, Fungicide, and 
Rodenticide Act and will more clearly sta te the conditions under which the 
Secretary may assert the awesome power delegated to him by this  section.

When the Federal Hazardous Substances Labeling Act was before the Con­
gress in 1959 and 1960, the need for a Federal Act was conceded to be solely 
to establish uniform requirements for the labeling of consumer packages sold 
throughout the United States. Under the heading “Purpose of the Legislation,” 
the Senate Commerce Committee report states  in part :

In recent years legislation has been enacted in several States—Colorado, Con­
necticut, Illinois, Indiana, Kansas, Ohio, Texas, and Vermont—regulating the 
labeling of hazardous substances suitable  or intended for household use, many 
of which are shipped in inte rsta te commerce. It is desirable tha t labeling of 
these substances be regulated when shipped in inte rsta te commerce and tha t 
the s tandards  and requirements of such labels be uniform. Thus. Federal legis­
lation on this subject is needed to require uniform labeling of hazardous sub­
stances for household use. ♦ * ♦ (Senate Report No. 1158, 86th Congress, 2d 
Session, p. 3.)

There is extremely litt le commerce involved in chemical products for house­
hold use solely on an intr astate  basis. These containers all move in inter state  
commerce. Approximately 25 State s have versions of the Federal Act and many 
States  have special labeling laws dealing with different classes or categories 
of products. Although no State has  yet insisted upon labeling entirely incon­
sisten t with tha t required under the Federal Act, the possibility of such action 
is very real in the present sta te of the law.

As a resul t of the habit developed during prohibition of consuming methanol 
antifreeze, many States adopted special laws requiring specific labeling on 
this type of product There are  considerable inconsistencies in these require­
ments and today it is pract ically impossible to write a label for methanol ant i­
freeze which would meet all Sta te requirements. Companies must market 
this product knowing th at it is not  in full compliance with al l Stat e laws.

A hazard in a consumer product does not vary from Sta te to State. The hazard 
is the same in Maine as it is in Florida ns it  is in California. Local conditions 
do not vary the type or degree of hazard. The great mobility of our popula­
tion demands consistent labeling if it is to be effective. If one authority decides 
tha t the hazard  of flammability should be denoted by the word “flammable” 
while another prefers “inflammable,” the injustice is to the consumer.

Only the Federal Government has  the funds and the capabi lity to do the  re­
search and conduct the studies necessary  to appraise the manufactu rers'  evalua­
tion of the hazards. Therefore, to car ry out the original intent of the Congress— 
to provide uniformity in the labeling of consumer products—and to assure a 
manufacturer that  he can market a product in compliance with Federal law with­
out running the risk of variation in  some local ordinance, a preemption provision 
should be added to the Federal Act. For this  purpose, we suggest language taken 
from S. 985 (the Hart Bill) , now pending before this committee, and S. 3005. 
approved on .Tune 22 by the Senate Commerce Committee. This proposed pre­
emption section is attached as  Amendment No. 2.

This association apprecia tes consideration of its views and assures the com­
mittee  of its continued support for this law and amendments which will 
strengthen and clarify the law. The two amendments submitted herewith, we 
believe, will add strength and clar ity to the s tatute and aid in its  enforcement as 
well as to ass ist the industry in complying with its requirements.

AMENDM ENT NO. 1 TO H.R. 1 3S 86 , SUBMITTED BY THE  CHEMICAL SPECIALTIES 
MANUFACTURER S ASSOCIATION. INC.

Sec. 202. (a)  Section 2 of such Act (15 U.S.C. 1261) is fur the r amended by 
adding at the end thereof the following new paragraph :

(q) (1) The term “banned hazardous substance” means (A) any toy, or other 
artic le intended for use by children, which is or bears a  hazardous substance, or 
which contains a hazardous substance in such manner as to be susceptible of 
access by a child to whom such toy or other artic le is ent rust ed;  or (B) any 
hazardous substance intended or  offered for household use. nr so packaged as to 
be suitable for such use, which the S ecretary  by regulation classifies as a “banned 
hazardous substance” on the basis of a finding tha t the hazard involved in the
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use of such substance in households is such tha t cautionary labeling on the con­
tainer would not if complied with be an adequate safeguard against substantial 
personal injury or subs tantial illness occurring during or as a proximate resu lt 
of any customary o r reasonably foreseeable hnndling or use of such subs tance: 
Provided, That the Secretary shall by regulation exempt from danse (A) of thi s 
paragraph articles, such as chemical sets, which by reason of their  functional 
purpose require the inclusion of the hazardous substance involved and which a re 
intended for use by children who have attained sufficient maturity to read and 
heed the directions and warnings  in the labeling of such article.

AMENDMENT NO. 2 TO H. B.  13SS0, SUBMITTED BY THE CHEMICAL SPECIALTIES 
MANUFACTURERS ASSOCIATION, INC.

Sec. 203. It is hereby expressly declared that it is the intent of the Congress to 
supersede any and all laws of the States and political subdivisions thereof inso­
fa r as they may now or here afte r provide for the labeling of a container of any 
hazardous substance covered by this Act which differs from the requirements of 
this  Act or the regulations  promulgated pursuant thereto. Any law. regulation, 
or ordinance purporting to  establ ish such a labeling requirement shall be null and  
void.

Statement of th e National Association of Boards of P harmacy

The National Association of Boards of Pharmacy urges the adoption of H.R . 
13884, a proposed amendment to Section 702 of the Federal Food. Drug and 
Cosmetic Act (21 I'.S.C. 372). The members of this organization (various sta te 
Boards of Pharmacy located throughout the United Slates  and its possessions), 
are  involved daily in the enforcement of s tate  s tatutes concerned with pharmacy 
practice and the pharmaceutica l industry.

We are all familiar with the technological and scientific advances that have 
been made in the field of  pharmaceutical and medical science. The expansion of 
thi s industry, coupled with increased legislation, both federal and state, has 
necessitated a continuing education of those officials charged with the enforce­
ment of pharmacy rnd drug  statu tes and regulations. This continuing educa­
tion is, a t least at the sta te and local level, in many instances often inadequate 
and financially impractical for the assigned responsibility.

The complexity of prope r investigation and enforcement by government offi­
cials requires increased cooperation between state  and federal author ities be­
cause of the m ultiplicity  of laws and regulations at both the state  and federal 
level. Such cooperation is impossible unless state  and local individuals respon­
sible for enforcement are  famili ar with both sta te and federal regulations. The 
sta te and tin* federal government, if isolated, cannot work effectively in the area 
of enforcement.

In 1905. the Public Administration Service submitted a report to the Commis­
sioner of the Food and Drug Administration, Department of Health, Education 
and Welfare, on sta te and local food and drug programs. This report stresses 
the skills needed by the individuals  responsible for the administration of food 
and drug law programs. The report affirms the necessity of greater coopera­
tion between the states and the Food and Drug Administration and emphasizes 
the need for qualified investigators at  the sta te and local level. Some of the 
recommendations set forth in this rei>ort concerning the area of enforcement 
could, in the opinion of the National Association of Boards of Pharmacy, move 
closer to reality  through the mechanisms provided by passage of H.R. 13884.

The National Association of Boards of Pharmacy has always encouraged fur ­
ther cooperation between the Food and Drug Administration ami state authori­
ties. The problem lies not in the fact  th at there is a re fusal to cooperate between 
these bodies, but in the fac t tha t there could be greater  cooperation and under­
standing of mutual problems and the delineation of duties  in the enforcement 
of both state and federal law.

This failu re to cooperate is in many instances the result of a lnck of knowl­
edge on the part  of sta te and local investigators concerning both the federal  
and state  regulations. The failure of the State  Boards of Pharmacy and other 
sta te officials to provide for the continuing education of inspectors has not re­
sulted by reason of the ir ignorance of the problems, nor thei r lack of desire to 
meet and solve it. Studies made by our Association reveal th at the annual budget 
of most State Boards of Pharmacy is not sufficient enough to permit the estab-
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Usbment of extensive train ing programs, even though most make an effort to 
provide some type of training.  Many Boards are required  to meet their  own 
exjienses only through fees obtained in licensing procedures. As a rule, this 
leaves litt le or no funds available for training of personnel.

Many Boards employ pharm acists as inspectors. These inspectors, on the 
whole, have little  education or experience in the law or enforcement of drug 
legislation. While there is definitely an advantage of having pharmacists  as 
inspection personnel, their education  in the laws of drug legislation should be 
enhanced. It  is incumbent upon them in many instances  to “tra in on the job” 
which often leaves much to be desired.

H.R. 13884 permits the Commissioner of FDA to assis t states with the tra in­
ing of personnel in the drug held through the establishment of educational pro­
grams in appropriate existing institutions, thereby making possible a federal 
sta te cooperative system for the overall enforcement of drug regulation. It will 
also perm it state author ities to assist the FDA in enforcing the Food, Drug and 
Cosmetic Act. These educational train ing facilit ies could lie staffed by both 
state and federal officials, thus providing the expanded and intensified training 
activi ty necessary for inspection personnel. The information disseminated at 
such train ing programs would permit the establishment of Improved adminis­
trat ive practices at the s tate  level even though the program may be designed to 
primar ily emphasize the enforcement of the Federal Act. Basic law enforcement 
procedures are inherent in the enforcement of both state and federal  acts.

Adequate t raining, coupled with a coordinated system of enforcement between 
state and federal officials can resu lt in greater  protection of the public health. 
Hopefully, such a coordinated training effort could bring about a greater uni­
formity  of enforcement of drug sta tutes and regulations  throughout the United 
States, and result in a more efficient and economically controlled system of drug 
administration .

We, of course, recognize tha t this  amendment is broadly writ ten in tha t it 
provides the  Secretary of ILE.W. with the authority to administer its provisions. 
Since our Association has been consulted in the past on mat ters affecting Federal- 
State  Rela tions in the  area of drug  law enforcement, and since one of the definite 
purposes of this amendment is for  greater  cooperation between state s and the 
l ’DA, we feel confident that  th is same liaison will continue to exist.

The NABI* understands that there  a re areas o f enforcement which must be re­
tained in the hands of the various sta tes. It  realizes, however, tha t effective drug 
enforcement can come about only through coordinated effort of state and  federal 
government. Such coordinated efforts require the train ing and financial aid 
which can be provided through HR 13884.

HR 13SS4 has been carefully reviewed by the Executive Committee, Committee 
on Legislation and the Bureau of Law Enforcement of the National Association 
of Boards of Pharmacy and it is th eir  opinion tha t this  legislation, if passed and 
properly implemented, can result in improved and more effective enforcement 
of regulations at all levels. It is the recommendation of the National Associa­
tion of Boards of  Pharmacy tha t IIR 13884 be favorably considered by the Con­
gress of the United States.

We would welcome any questions th at  the Committee might have concerning 
this statement.

Statement of D r. I rving Sunsh in e . T ech nical D irector. Academy of Medicine  
of Cleveland Poison I nformation Center

My name is Irving Sunshine and I reside in Cleveland, Ohio. I am presently 
Assistant Professor of Toxicology at  Western Reserve Universi ty School of 
Medicine and Technical Director of the  Academy of Medicine of Cleveland Poison 
Informat ion Center.

Since receiving my Ph. D. degree in 1950 I have been actively engaged in all 
phases of Toxicology. In the last nine years I have not only directed the local 
Poison Information Center program but have been Chairman of the  Education 
Committee o f  l he American Association of Poison Control Centers and am Presi­
dent-Elect of that organization and of the National Council for Poison Prevention 
Week.

Most of us who are concerned with the  safetv of children will endorse the gen­
eral principles of the Child Safety Act (H.R. 13886). Its  specific amendments 
to the Federal Food, Drug and Cosmetic Act are worthy of some discussion since
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chemical ngents do make many children  ill  and in some instances cause their 
dea th.

The first amendment p urpo rts  to  protect child ren and minimize the harm th at  
can  come to them from the  ingest ion of baby aspirin . I t is t rue t ha t most children 
ingest baby asp irin  bu t the number of d eaths due to baby asp irin  is not known. 
The best ava ilab le da ta  ar e those from the Bureau of Vit al Sta tist ics and those 
from  th e National Clearinghouse  for Poison Contro l Centers. The former merely  
list s dea ths  due  to "asp irin and salicyla tes” and gives no indic ation  of the  num­
ber of fat ali ties due to b aby asp irin . I have trie d to ge t deta iled information on 
fa tal ities  due to s alicyl ate s but  m ost of the  other  medico-legal agencies to which 
1 wro te also were unable  to indicate which type of s alic yla te was involved in the  
death s they investiga ted. From the ir avai lable da ta  no conclusion can be made 
as  to  how many  death s were due t o baby aspi rin. I t would be most desi rable to 
hav e detailed info rma tion  on dea ths  due to "aspir in and salicyla tes” (as  well as 
all other poisonings) so th at  the  proposed protective measures include all tile 
offending agents.  Accidental ingestion of  foreign substan ces  Is potential ly ha rm ­
ful—a poisoning—but th is  is not alwa ys so for many d iffe ren t reasons . Too f re ­
quently those who quote the  Nat iona l Clear inghouse da ta  equate acciden tal 
ingestion w ith poisoning. Tab le 5 of th e 1965 Nat iona l Clea ringhouse rei>ort illus­
tra tes  this  point th at not al l ingestions  have  h arm ful  effects, i.e. are  poisonings. 
It  gives the  d ata  on the  days  of hosp itali zation required for  therupy following 
an accid ental  ingestion. Abo ut hal f of the  cases reported to the Clearinghouse 
were  tr eated  an d of these , 10%, 2.S28, requ ired one or  m ore days  of hospita liza ­
tion. This  las t group rep resent s those th at  were poisoned; the others  w ere ex­
posed to a  hazard, but  were not  poisoned for one reason or  another. Our  local 
experience showed th at  approxim ately 90% of  those who ingested  s alicylat es had 
no symptoms and no ill effects.

Limiting  the number of aspir in for  children  in a given package does not pre­
clude the purchase  of more than one package  at  a given time. Thus despite  
the  Act, a significant num ber  of tab lets  could stil l be ava ilab le to youngsters. 
To stop a parent  from purchas ing  more than one package  a t a  t ime would re quire 
th at  a spi rin  be reclassified as  a  drug that  could be purchased  only by a doctor’s 
prescription. This is no t pra ctical  nor would most phys ician s encourage this 
pract ice. Neither will th is limitat ion overcome the problem of therapeuti c over ­
dosage by the imren t. Th is is also a fac tor  in dea ths  due to salicyla tes but its  
ex ten t cannot read ily be de term ined  from the ava ilab le da ta.

As in the  past, the  decis ion on the number of tab let s in a container ough t to 
be made af ter consul tation with  represe ntat ives  of inte res ted par ties—FDA, 
physicians, poison p revention centers  and industry . Th is practice was very suc­
cessful in 1955. The  resu lt of that  consultat ion led to a voluntary limitat ion 
on the size and number of tab lets  in a container which  had a safe ty closure 
and  bore a warnin g label . The  major ma nufac tur ers  have adhered to th at  
agreement since tha t t ime.

The  second amendm ent concerns safe ty closures. These  theoretically can 
deter  a curious child from gaiu ing ready  access to a harmfu l substance.  At 
th is time exist ing clos ures are not optimal . It  is difficult to find a practic al and 
perfectly safe closure  for all  toxic  substances , in their varied forms. The pro­
posed Bill does not in dicate  who lias the resjionsibility  f or  developing this  de sired  
saf ety  closure nor does it ind icate how or who will determine its  effectiveness. 
I t would seem t ha t a jo in t government-industry study designed to develop effec­
tive  closures would be in order.

As to the labeling provis ions,  lay people are  not equipped to tre at  victims of 
poisonings. A physician is required and the victim should be brought to medica l 
att ent ion  promptly. Seldom will a 15 min ute  delay in therapy  be catast rophic  
and medical advice is ava ilab le to almos t everyone within  that  time period.  
Thus, all that  is  essen tial  and  all that  should be requi red on a label is a general  
warning s tate ment and t he  advice to consul t a physician . A common misconcep­
tion is t ha t an ant idote would be life savin g and the refore  reference to it should 
be pla ced on the label. The number of tru e antidote s is very small and they 
shou ld be used only  by a physician or under his direction. The time wasted by 
the average person looking for  the  materi als  in so-called "ant idotes” is grea ter  
than  th at  required to get medical advice  and is less valuab le to  the pati ent.

Since children also ingest adult  medications, it  would be desirable to properly  
label oil drugs  dispensed to th e public.
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(Tele gram ]

Wash ington , D.C., Se ptem be r 16,1966. 
Hod. J ohn J arman, •
House Committee on Interstate  and Foreign Commerce,
House Office Building,
Washington , D.C.:

Exc ept  for a conflicting appointment, I would presen t th is message in person 
as  a witness at  your  hearing on the  Child Protectio n Act of 1!MH> to be held 
on September  19. As executive sec retary  of the Insti tu te of Appliance Manufac­
turer s, which for 35 yea rs ha s represente d many appl ianc e producers before 
congressional committees and governmen t agencies, we offer our cooperation 
with the  objectives of titl e II  of the  Child Protection Act to assure continuing 
safe ty in American homes. We urgently request your cooperatio n in changing 
t l ie  name of the  commission to be appoin ted in this respec t to the National 
Commission on Household Produc t Safety. This act ion would be in line  with  tha t 
taken in the National  Automotive Safety Act. Tha nk you for your  favo rable 
cons idera tion.

PATTUNE B . DtJNCKEI.,
Executive Secretary, 

Ins titu te of Appliance Manufacturers.

(Telegram]
New York, X.Y., September 21,1966.

Hon. J ohn J arman.
Hayburn House Office Building,
Washington, D.C.:

Your comm ittee's  questioning dur ing  chi ld safety  bill hea rings encourages our 
belie f th at  you ure aw are  of th is bill's  controversia l and objec tionab le nature . 
Bott le content s of chi ldre n’s flavored  asp irin  can be limi ted with possible 
ben efit ; but imposing thro ugh  th is  bill all-encompassing drug labe ling author ity  
is unnecessary, impractical, and , frankly,  unsound. Whut may app ear  to be a 
simple provis ion for warnin g wo rdin g would, in effect, supersede  a ll present drug 
labe ling requ irements  evolved through yea rs of legis laton and voluntary effort.

J ohn W.  Culugan , 
President, Whitehall  Laboratories.

American Medical Association, 
Chicago, 111., Sep tembe r 23,1966.

Hon. J ohn  J arman,
Chairman, Subcommittee on Public Health and Welfare, Committee on Inte rstate 

and Foreign Commerce, House of Representatives, Washington, D.C.
Dear Congressman J arman : I am wri ting to you to exp ress the views of the

Amer ican Medical Associa tion on H.R. 13886 which  relates to the  packag ing of 
chi ldre n's aspirin.

As I am sure  that  you recognize, the American Medical Association as an 
orga niza tion , and the pra cticing physician as an individual, ar e vita lly con­
cerned with the  preservation  o f life  and health, and  w ith the  a llev iation of pain, 
disease and debilitat ion in persons  of all ages. While acc iden tal poisoning is a 
tragic  occurrence among adu lts,  it  is doubly tragic  when it  str ike s inf ants or 
small children.

When Commisisoner of Food and Drugs.  Jnm es L. Goddard. M.D., prese nted 
bis sta tem ent on H.R. 13886 befo re the Subcommittee on Pub lic Hea lth and 
Welfare o f the  House Committee on Interst ate and  Foreign Commerce, he stat ed 
that  in 1965, 16,328 children under the  age of 5 were  reported poisoned f rom the 
acciden tal ingestion of asp irin  and  other salicylate s, and th at  some of  these 
children  died. While the re has not, to our  knowledge, been a single  reported 
dea th from the  ingestion of child ren ’s aspirin , we ar e sti ll in complete agree­
ment t ha t th ese accidental poisonings a re a serious problem.

However, we believe th at  in spite  o f the desirable  goals of t hi s legislation,  it  is 
unreal isti c to hope tha t the mere  act  of limiting the number of chi ldren' s a spir in
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in a bottle, or the  req uir ing  of some undefined saf ety  closure, will effec tively  
reduce the number of ch ild ren  poisoned each year.

The primary cause of  the  accidental  poisoning of children must lie traced  to 
paren tal  ignorance, careles sness or indifference. It is an unfortu nate fac t of life  
th at  such ignorance or  negligence does not  lend itse lf to convenient remed y 
thro ugh  the legis lative processes of the Congress. Th is is a responsibility  which 
parent s themselves mus t accept. It  is a task which  canno t be assumed solely  
by either  the Congress , the  conminnity, or the  medical profession.

Perhap s the only rea lis tic  app roach to  th e problem is a  posi tive all -out  joi nt  co­
operative campaign by the  Public  Health  Service, the medical profession, ind us­
try . community and educat ional leaders, so that  pa ren ts and  others may be a wa re 
th at  all subs tances in the  home which might be haz ardous  must be made inac­
cessible to child ren. In thi s way, we can make real  and significant progress in 
reducing the incidence of accidental poisoning among children and individuals  of 
all  ages.

Thank you for perm itting  us to submit our views on t his  legislation .
Sincerely,

F. J.  Ii. Reasingame, M.D..
Hrrcu tivc Vice President.

P harmaceutical Manufacturers Association.
Washington, D.C., Septem ber 23, 1963.

Ho n. J ohn J arman,
Chairman, Subcom mit tee on Public Health ami Welfare,
TIouxc Committee on In ters ta te  amt Foreign Commerce. Washington. D.C.

Dear Mr. Chairm an : Representat ives  of the Pha rma ceu tica l Ma nufacture rs 
Association appeared  before the  Health Sulicommittee of (lie House In te rs ta te  
and  Foreign Commerce Committee on August 15 to present the Assoc iation’s 
views on Title  I of II. It. 13886, 80th Congress. A supplemental stat ement  was  
filed on September 16.

We have reviewed tllp transc rip t of the  testim ony delivered by the Commis­
sioner of Food and Drugs  before the Committee on Septem ber 10 ns well as  the  
stateme nts and exh ibi ts subm itted  by other par ties . As a resul t of thi s review, 
we are even more f irmly convinced that  the Food and Drug Administration  should 
not be gr ante d au thor ity  to set  s tan dards  for safe ty closures and to require use 
of  such closures on all d ru g containers.

The Commissioner of Food and Drugs admitted in his statement tha t a sa tis ­
factory closure has  not yet been developed. An arbi trar y choice of a closu re of 
unproven effectiveness by the  agency would discourage the  many research  proj­
ects currently in progress and would resu lt in an  unjustified increase in the  p rice 
of  drugs.

We a re also comple tely opposed to the  g ran ting to the  Food and Drug Admin­
istr ation of any add itio nal  caut ionary labeling autho rity . Gur supplemental 
sta tem ent  of September  16 sets  forth the broad au tho rity already  enjoyed by 
FDA in this  area . The Commiss ioner's stateme nt reflects  the fai lur e of the  
agency to appreci ate the  signif icant differences between drug react ions and un­
tow ard  effects of haz ardous  household substances  and  the  impossibility of de­
vising proper  drug wa rning  and first-aid information app ropriate to  the  laity. 
Indeed , the Food and Drug Administ ration has  his tor ica lly  taken the  position 
th at  one of the major reasons why a drug may be required to be dispensed only 
upon prescription is t hat adequa te directions for lay use (le t alone misuse) can­
not lx* written.

The  Commissioner, in bis  sta tem ent  of September 19, inad ver tently pointed out 
th at  new labeling autho rit y regarding effectiveness, con train dica tions, and wa rn­
ing information is not needed. He cited two examples (Phenace tin. Dipyrone)  
where drugs long considered  safe requ ired  new warnings and stated tha t, und er 
existin g a uth ori ty,  policy sta tem ents were issued. No indication  was given th at  
the affected companies did not comply. Indeed , a company would have  been 
face d with cou rt action if  it did not obey the  man date . More importantly . Dr. 
Goddard admitted  the  rea l goal sought  by the  added autho rity  when he sta ted . 
“Moreover, most drugs th at  will requ ire laheling chang es of the  type called for  
in Section 50 2(f).  will also  requ ire new drug cleara nce  for the new labeling. 
The  Cour t of Appeals fo r (he Tenth Circui t lias held that  labeling changes take  
the  product out of its gran dfathe r c lause  protection and subject it to reel earanc e 
from  the standpoint of safety  and effectiveness under its  new labeling.”
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As pointed oat  in our supplemental memorandum of September Kt, FDA is 
seeking to impose clearance authority on products which Congress specifically 
excluded from such requirements in the Kefanver-Harris Drug Amendments of 
1962 without showing any need for such drast ic action, and without affording 
affected p artie s an opportunity for a hearing.

We strenuously opi>ose the enactment of legislation granting the  Food and 
Drug Administration additional  authority over labeling and therefore request 
that Section 4(h ) of H.R. 13886 be dele ted

Sincerely yours,
C. Joseph Stetler, President.

The American Public Health Association, Inc.,
Washington, D.C., July  1,1966.

Hon. J ohn J arman,
Chairman, Health- and Welfare Subcommittee, House Committee on Inters tate 

and Foreign Commerce, Rayburn Office Building, Washington, H.C.
Dear Mr. Chairman : I am pleased to forward to you this expression of our

Association’s support of H.R. 13886, the Child Safety Act of 11X16, introduced by 
Congressman Harley Staggers. The American Public Health Association, by the 
official action o f its Governing Council in 1952, pointed out the serious projtortions 
of the problem of accidents occurring in the home and urged siieciflc action to 
■curb them. Five years later we urged all States and Terr itories to adopt uni­
form laws on labelling hazardous chemicals. It  is our belief tha t enactment of  
H.R, 13886 is the next logical step to afford a safe r home environment for the 
children of this  nation.

Quite admittedly no amount of precau tionary effort can eliminate accidental 
deaths aud injuries. None the less it would be li ttle shor t of criminal  not to make 
every reasonable effort to reduce to the minimum all possibility of danger. 
Safety campaigns including exhortations to keep dangerous materials out of the 
reach of ch ildren simply will not insure 100% cooperation. This doesn’t mean 
we should cease or even diminish educational programs—the APHA certainly 
intends to continne its efforts. Nor does it mean that enactment of H.R. 13886 
will produce a panacea. But it will be helpful. Limited numbers of flavored 
children 's aspirin  in a container, for example, will reduce possibility of tragedy.

Our efforts should be directed toward reducing the possibilities for accident 
I t is the  opinion of  the APHA that enactment of H.R. 138S6 mill make a positive 
contribution to this end. IFe therefore  request favorable action by your 
committee.

Sincerely yours,
Berwyn F. Mattison, M.D..

Executive Director.

The Association op Food and Dhvo Officials of the United States,
Topeka, Fans., Jun e 29, 1966.

Hon, Hakley O. Staggers,
Chairman of the House Committee on Inte rsta te and Foreign Commerce,
House of Representatives, Washington, D.C.

Mr. Chairman : I have been instruc ted by the  Executive Board of the Associa­
tion of Food and Drug Officials of the United States to file with you a statement 
of the Association’s support of H.R. 13884.

The Association of Food and Drug Officials of the United States  has been in 
existence continuously since 1896. Its  70th Annual Conference was held last week 
ill Kansas City. The Association’s membership is composed of the officials—state, 
local and federal—charged with the enforcement of food and drug laws. Its  cur­
rent membership represents 47 of the states . Its purpose is to inform the public 
concerning the consumer protections of the laws, to advance scientific and admin­
istrative methods to improve food and drug  law enforcement, and to foster co­
operation and uniformity In the enforcement of the laws.

The Association had for many years advocated a nationwide study of sta te and 
local food and drug programs to complement the two studies of the Federal Food 
and Drug Administration by the two citizens’ committees. Such a study was done, 
nnder a contract with FDA. by the Public Administration Service and reported in 
February. 1965. A committee, composed mostly of sta te food and drug  officers, 
was appointed to consul t with the  Public Administration Service. The Commit-
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tee on the Study  of Food a nd Dru g Programs  met fr equ ent ly w ith the staff of the  
Public Administ ration Service during t he course of the stud y and prep arat ion o f 
the  report . Section 2 of H .R. 13884 contain s several provis ions which would serve 
to implement recommendations of the  Public  Adm inis trat ion  Service’s repor t. 
The  Association's committee and its  executive  board were in unanimous approval 
of the  recommendations und sup port the  adoption of th e legis lation to implement 
them.

Section 2 of H.R. 13884 would amend Section 702 of the F ede ral  Food, Drug and 
Cosmetic Act by adding a subsectio n (f ).  This subsectio n would auth orize the  
Sec reta ry of Health, Edu cation and  Welfare  to turn some o f the  enforcement of 
the  federu l act  to sta te or local  author itie s. The re are  areas of enforcement of 
the  federal act  in which st at e or local personnel have  as  gre at or gre ate r com­
petence thun federal pe rso nnel:

Frequently  the  sta te  or local personnel arc closer to t he problems and people 
involved and can work more efficiently and effectively tha n federal officers.

Additionally, sta te  law s often  conta in autho rity  to proceed in the correc­
tion  of violat ive conditions  much more dire ctly  tha n is possible unde r the 
federa l law. For  exam ple, sta te  embargoes may stop the  sale of violative 
art icles immedia tely. Insanit ary establishme nts may be closed summarily 
or by court orders which can  be obtained  in  s ta te  co urt s within a few hours.

By the utili zation of  qualif ied state or local officers, having at  the ir dis­
posal  the provisions of both fede ral and sta te  laws, more  efficient and more 
exped itious correctio ns of unsati sfactory condi tions could be obtained.

By the farm ing out, so to  speak, of some of the  e nforcemen t and adminis­
tra tiv e dut ies to sta te  or local personnel, in areas where  these have  equal 
or  gr ea ter  ab ility to prod uce the desired results , the  Fed era l Food and Drug  
Administ ration could obtain  needed services at  lower cost.

The  portion of Section 2 which would become 70 2( f)(2 ) would simply give 
furth era nce to the ass ista nce  a nd adviso ry services the Food and Drug Adminis­
tra tio n has  offered the  states  in the  past.  It  would permit the  stat ioning of 
scient ific or technical personnel in sta te or local agencies  to guide new program 
development  and enforcem ent procedures. It would aid in the  more uniform 
interp ret ation  and enfo rcem ent of corre sponding provisions  of the  federa l and 
state laws.

The  por tion of Section  2 of  H.R. 13884 which would become 702(f ) (3)  is aimed 
a t stepp ing up the tra ini ng  prog ram which is presently being offered the sta tes  
by the  Food and Drug Adm inis trat ion. A greatly  accelera ted program in this  
area  is vital . Better  tra ini ng  of all food and drug law enforcement workers is 
an absolute essen tial to the progress ively greate r needs in this field. Most 
sta tes  do  not  have adequa te fac ilit ies  for prope r tra ining  a nd genera lly they are 
underfinanced to a  degree th at they  cannot pay travel and subsi stence during pe­
riods of training . This subsection, if enacted into  law. could serve to give the 
stat e and local auth ori ties much greate r abil ity to produce and thus  reduce some 
of t he  demands now placed  on the  Food and Drug Adm inist ratio n.

Section 3 of H.R. 13884 would allow the Food and I trug Administ ration to ob­
ta in  ana lytical  work of a special natu re, have  special invest bunions and stud ies 
made , and pay for the obt ain ing  of special information in many cases where it is 
more economical to go out side the agency than to tool up to do it internally. 
While  Section 3 is of less d ire ct  intere st to state and local officials than  Section 2. 
it  must be recognized th at  knowledge developed thro ugh  any means by the 
Food and Drug Adm inis trat ion  becomes common knowledge in the whole field 
where  it may be equa lly applicable  to sta te  laws a s to the federa l law.

We regret that  we had insuff icient notice  of the  hea ring  on H.R. 13884 which 
began  on Jun e 24 to have  a rep resent ative of the  Association presen t. If your 
comm ittee feels that, any purp ose would be served by our  representation at any 
fu ture  time, we will make the necessa ry ar rangem ents for  an appearance.

We respec tfully reques t t hat this stateme nt be included in the records  of your 
hea ring .

Evax Wright. Secretary-Treasurer.
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I ndiana State Board op Health, 
Indianapolis, Ind., August 19, I960.

Hon. Lee H. Hamilton,
House of Representatives,
'Washington, D.C.

P ear SIr. Hamilton : We a re writ ing  to you in reg ard  to H.I t. 13886 introduced  
by Representat ive Staggers. Th is bill is to be known as the  “Child Safe ty Act 
of 1D00" and has considerable m eri t fo r its passage.

However, on Jun e 24th the  Chemical Specialties Ma nufacturing Association, 
Inc., pre sente d an  amendment wh ich read s as follows :

“Sec. 203. It  is hereby express ly declared th at  it is the Intent  of the Congress 
to supe rsede any and all law s of the  State s, and politica l subdivisions thereo f, 
ins ofa r as they may now, o r may herea fte r provide for the labe ling of a  containe r 
of any haza rdous subs tance covered by this Act which differs from the require­
ments of th is Act or the Regulatio ns promulgated  pursu ant thereto . Any new, 
regulat ion, or ordinance purpo rting  to establish such a labe ling requ irem ent 
shall  lie null and void.”

Ind ian a pioneered in th is field of labeling  hazardous  household products and 
you will  note by a copy of ou r enclosed act,  that  Indian a's  law preceded the  
Fed era l Haz ardous  Substances Labeling  Act by two years .

In add ition, the Ind iana law requires the  manufacturer, sel ler  or dis trib uto r 
to file fo rmu lation da ta on each p rodu ct. In this w ay Ind iana is able to evaluate  
the  hazards  of a product with the manuf acture r and also to serve as  a poison 
info rma tion  cente r for  Ind iana hos pita ls and physicians. The fede ral law and 
all o the r s ta te  laws  requ ire only labe ling of a hazardous produc t.

Those  manuf acture rs and th ei r organiza tions that  sup por t the  proposed 
amendment claim that  one stat e or  one city may require  specia l warnin g sta te­
ments on a label that, in effect, req uire the firm to label for  the  ent ire country. 
This  may be t rue  on occasion, bu t such rulings ar e not  made  withou t merit and 
may be based on form ulation d ata which are  furn ished ns re quired by the Indiana 
law. Often these rulings are la te r adopted by the  various federa l agencies.

Passage of ib is  amendment would nullify  much of the protection now avai l­
able to Ind ian a citizens under  the  Indiana  Haz ardous  Household Prod uct Act. 
The  eva luation  of product formulati ons  allows us to discuss iiotcn tial hazards  
of certa in chemicals or  com bina tions of chemicals with the  ma nufac turer ami 
to come to an agreement as  to pro per  labeling of his product. Since the federal  
law and all other sta te laws do not requ ire the  submission of formulation of 
potenti ally  hazardous products, those regu latory agencies do not have thi s ad ­
van tage  unless  the manufac tur er volun teers  the  info rmation. Therefore, in 
many cases, the  labeling o f a  su bstanc e repre sents  the  appra isnl of haza rd by th e 
manufac tur er alone and  the  formu lat ion  has not been eva lua ted  by any official 
agency.

Under the provisions of the  amendment, we could stil l require  manufacturers 
to submit  formulat ions  b ut if ou r evaluation would indicate  labe ling at variance 
with  labe ling a-<epted by feder al authoriti es who had not had  the  benefit of the  
cxa iuln atio u of the formula, we would be forced to accept labe ling which was. in 
our  opinion, con trary to the  p rovisions of Indiana  law. For  thi s reason, we feel 
th at  it is important the  proposed amendment be deleted from the  bill.

It  is respectfully  requested th at  you review this imp ortant  ma tte r and take 
wha t act ion •you deem prop er fo r the  best good of the  people in Indiana. We 
would favor the passage of II.R. 13886 but not the  amendment.

Sincere ly,
A. C. Offvtt , M.D..

State Health Commissioner.
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Commerce and I ndustry Association of New York, I nc..
Yew York, N.Y., Ju ly  I960.

He H.R. 13886.
II011. J ohn  J arman,
Chairman, Public Heal th and  Welfare Subcommittee ,
Hou se Commit tee on In terst ate and Foreign Commerce,
Ho use Office Bu ild ing ,
Wash ington, D.C.

Dear Sir : This asso ciation, represen ting some 3,500 business  firms located 
pri ma rily in the  metropol itan  New York are a, is deeply dis turb ed by two aspects 
of subj ect legislation.

Both  a spec ts are  r elated t.o what we conceive to be  an unreasonable  overexten­
sion of government regula tion  of legitimate  business  enterpri se and a concept 
of regulat ions which heads in an undesirab le preceden t-set ting direction.

While it  i s reasonable  to require that  printed ma tte r describing the  tota l con­
tent s of a  package not be deceptive, it is a tota lly diffe rent  thi ng  for the govern­
ment to specify the  quan tity of ma ter ials th at  may be conta ined in such a 
package. If  carr ied to a logical conclusion, the provis ions of this  legisla tion 
would  requ ire repackaging not only all home remedy produc ts but also a wide 
va rie ty of food products which also are ava ilab le to chi ldre n in a housesold. 
I t tak es no gre at imagination to foresee a limi tation on the  number of  prunes 
in a package, based on the excuse that  a child, finding them tas ty,  might take 
a lar ge r than  health y quantity with  devasta ting  results.

However, if in it s wisdom the Publ ic H ealth and Welfare Subcommittee deems 
it  vita l th at  the number of chi ldre n’s aspirin  conta ined in a retail  package he 
limi ted in some way. then we most urgently  sugges t th at  such qua nti ty be 
specified in the law itse lf and  not be left to adm inistrative discretion which too 
often is dependent upon the  personal viewpoint of a given adm inistrato r. This 
deficiency in the adminis tra tive process all too frequently In the  past has led to 
sudden changes in regula tory requi rements, resulting in unne cessary problems 
and gre at expense to the  leg itim ate  manuf acture r in complying with  changing 
directive s.

Even more basic is the  proposed sugges ted change with  respect to labeling. 
Heretofore  government has  esta blished  sta ndard s and provided numerous sanc ­
tion s which may be imposed on anyone who fa ils to meet h is responsibi lity in liv­
ing  up  to  those s tand ards. It  is now proposed tha t, in place of standa rds , govern­
ment  will determine  the  manner and  form of any sta tem ent car ryin g out those 
sta nd ards  in labeling any drug  product, includ ing home remedies. Failure to 
conform in every respect  to these agency regulations, even though the labeling  
may  be clea r beyond a doubt to any  who read it. subject s the  selle r to all the  
pen alt ies  imposed in connection with misbranded  merchandise .

We s trong ly urge amendment of this  legislation to remove the objections  above 
indicate d and. fur ther, that  these views be incorpora ted in t he record of the  he ar­
ings you are  conducting  w ith respect to H.R. 13880 and sim ila r measures. 

Sincerely,
Arnold W itte, 

Oeneral Manager.

College of P hysic ian s and Surgeons of Columbia University,
I nstitut e of Cancer Research,

Yew York, N .Y., September 20, 1996.
li o n . J oh n J arman,
Chairman. Subcommitte e of  Public  Health and Welfare,
House  Ins titute  Foreign Commerce Committee,
Hep burn  House Office Bu ilding,
Washing ton,  D.C.

Dear Congressman J arman : Recently I had the  occasion to r ead a copv of the 
bill II.It. 13886. the so-called “Child  Safety Act of 1966” introduced by Mr. Stag ­
gers. Although I. as a physician, fully suppor t prec autions which preven t the  
abuse and misuse of d rugs, one provision of the bill s truck me ns whollv imprac- 
t'c al . if not out righ t hazardous . This section 562(f) deals with the inst ructions 
fo r first-a id trea tment. Af ter  all. accidental ingestion of excessive amounts of 
a drug  requ ires gas tric lavage and often also the injection of antidotes.  These 
procedures can only be done by proper ly trained  personnel, preferab ly in the  
emergency room of a hospita l. Valuable t ime may be lost  by ins tructin g the con-
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sunier how to trea t rath er than  how to obtain lie Ip. I won hi rath er see the 
label be worded: "In case of overdose or accidental ingestion by children con­
tac t your physician, your pharmacist, or your local police force.”

Furthermore, drugs which are issued on prescriptions are  usually not sold 
in the original (manufacturer’s) container. Since different drugs may require 
different antidotes an additional administrative burden is placed on the phar­
macist and another potential source of errors is introduced in tha t the wrong 
directions may be placed on the container.

Sincerely,
H enry  O. H ein  em an  n , M.D., 

Assis tan t Professor 0 / Medicine.

Univer sity of Utah Medical Center,
Department  of P ediatrics,

Salt Lake City, Utah, Augu st 9,1966.
Re H.R. 1388(5.
Mr.  W. E. William son ,
Clerk, House Committee on in te rs ta te  and Foreign  Commerce, Rayburn  House 

Of fic e It u il d in g , W ash in g to n , ll .C .
Dear Mr. W ill iams on : I should have welcomed the opportunity to present 

testimony regarding the hill specified above before Hie Subcommittee on Public 
Health and Welfare, but iuy awareness of the impending hearings came too late 
to allow this. Consequently, I am submitting the following comments and 
recommendations in hope tha t they will he considered in the deliberations of 
the Subcommittee.

In addition to the academic appointment specified below, I am Director of 
tile Poison Control Center of this  Institution, a member of the Household and 
Economic Chemicals Panel of the American Medical Association Registry on 
Adverse Reactions and a consu ltant to the National Clearinghouse for Poison 
Control Centers of the Public Health Service. 1 have researched and written 
extensively on problems of poisoning in general and aspirin  poisoning in par­
ticular.

Of g reat concern to me is the implication tha t children’s (1%-grain) aspirin 
tablets are  the only or the most significant  childhood poisoning threat. As a 
result, efforts have been directed toward such preparations , but not toward the 
adult (5 gra in) aspirin tablets.  Such as approach indicates a lack of cognizance 
of the true  facts. While flavored children's preparat ions of aspi rin are involved 
most frequently In accidental encounters invloving children. It. Is the adult prep­
arat ion which causes the majority of serious  eases of poisoning and of childhood 
poisoning death . Apparently, the fac t tha t the children's preparation contains 
one-fourth as much aspirin as the adul t preparation, plus tile fact that the 
number of pills available per bot tle is fewer, more than overcomes the  problems 
of great er availability in homes having young children and the enticement brought 
about by the addition of flavoring. Dr. James  Goddard's inferences to the 
contra ry a re  in error, us would clear ly he indicated by perusal of the records of 
Poison Control Centers or of those mortal ity stati stics  for which information 
as to the type  of aspirin Invioved is provided.

The foregoing is not meant to de-emphasize the importance of children’s as­
pirin as a cause of childhood poisoning hut rather to suggest that  any attention 
directed toward them should he directed also toward the adult prepara tions. Any 
efforts which increase the cost of children's aspirin preparations  is likely to 
aggravate the problem of severe aspi rin poisoning by leading to more extensive 
use of adu lt preparat ions. Suggestions tha t the number of pills of children's 
aspirin allowable per bottle he limited (as requested also in the McGovern 
Aspirin Amendment to a Senate bill) has merit only i f this danger is removed. 
Unfortunately, it would not be prac tical  to similarly limit the number of pills 
available In a single package of ndul t aspirin, for the reason tha t packages 
would have to contain less than 5 or (5 taldets in order to he below the potentially 
toxic dose for a small child. Safety closures have ra the r limited value, not only 
because none has proven to he “child-proof, but also because approximately 
half  of the cases of accidental aspi rin poisoning involve hotties from which the 
tops had previously been removed by the parents. What  u tility  there  may be in 
safety closures should, in any event, apply to the adult  preparations ns well. 
A major disadvantage of legislative requirements for a safety closure is that
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specif ications as to acce ptab ility  must be developed, and thi s is likely to stitle 
progress aud incen tive in reg ard  to improvements of design of safety  closures. 
A fa r more  effective approach, in my opinion, would be to req uire "unit ” pack­
aging of not only aspirin , but perhaps many othe r common offenders as well. 
This invloves  the  sealing of individ ual  pills in foil or cellophane packe ts which 
mus t be indiv idually opened in ord er to obta in the pill. The  prevention of 
childhood poisoning comes abo ut by virtue of the  fact  th at  the  child  is delayed 
in his efforts to obtain  the pills, usua lly fa r beyond the  dura tion of his atte ntio n 
span, so th at  the  likelihood th at  a toxic dose would be inges ted is very small.

Wh atever  approach is selected, I pu t for th the  plea th at  potent ially equally 
effective  steps be taken in reg ard  to adu lt aspir in. I persona lly do not  believe 
th at  the  best answ er at  tliis po int  is necessarily in the form  of legis lation of 
any type, if  the pharmaceutica l indu stry  knew th at  the alt erna tiv e was legis­
lation of one of the afore mentioned types if they do not succeed in solving the 
problem themselves, it  seems to me that  they would voluntarily make greater 
efforts to marke t safe prod ucts  than  could ever reasonably  be required by legis­
lation. Whatev er steps  are taken,  let us not "throw out the  baby with the 
bath wa ter " by creatin g more problems than we prevent or by enacting legis­
lation which stifles the  ini tia tiv e to continue to improve the  saf ety  of products 
which a re  made avai lable to the American home.

Ano ther  point  of concern in the  proposed legis lation has  to do with  the  re­
quirement for inclusion of poisoning treatm ent  i nst ruc tions on the  label. Medi­
cally speaking, such labeling is not  only doomed to fa ilu re ins ofa r as efficacy is 
concerned, but is con trary to good medical practice. One cannot  safely  gen­
eralize  about the  treatm ent  of any condition, much less acute  poisoning. Fu r­
thermore, there are  very few tru ly  effective treatm ents for  acu te poisoning 
(co ntr ary  to popular beli ef), so th at  the best tre atm en t depends upon the cir­
cumstances. Many fac tors  must be take n into account in arr ivi ng  at  a sa tis ­
fac tory decision regarding tre atm en t, including age and condi tion of the patien t, 
the  quan tity of the materia l inges ted, the  length  of time since  ingestion, the 
presence or absence of oth er tox ins  or medical conditions, etc. The only advice 
for  the  tre tme nt of poisoning which  would be reasonable  to include in labeling 
would be the inst ruction  to cal l a physician or Poison Center. Anything else 
is likely not only to be ineffect ive, but also to cre ate  a fal se sense of security 
which might lead to delay in ins titu tion of more effective trea tme nt. In the 
case of asp irin  poisoning. fo r example, the re is no effective treatm ent  which 
could be administered  in the home. The only procedure which would have any 
likelihood whatever of improving the  situatio n would he to prevent absorption  
l»y indu cing  vomiting. However, this  may lie ineffective if too much lime has 
elapsed since ingestion, or it may be exactly  the  wrong tiling to do if the pati ent 
happens to be ebtunded or in impending convulsions. Fur thermore , the likeli­
hood t ha t vomiting can be induce d in the home is extrem ely small , and attempts 
to do so may simply result  in a delay of defin itive medical care . This pa rtic ula r 
provision of the proposed legislat ion is extrem ely ill-advised.

X hope that  the  above comments will be considered by you r Subcommittee in 
their delibera tions regarding the  subject bill. I regret not having the  opportu­
nity to e labora te furth er upon these and other points  with  respec t to the  proposed 
legis lation, but tru st th at  reason  aud carefu l consideratio n of all face ts wili 
prevail.

Respectful ly submitted.
A la n  K. D one , M.D., 

Assoc iate Professor of  Pediatrics.

University  of Utah Medical Center,
Department  of X’eihatrics.

Sa lt Lake City, Utah, September 8, 0)66.
Re H.R. 13S80.
Mr. W . E. Willia mson ,
Clerk. House  Committee on in ters ta te  and Foreign Commerce,
Raybu rn House 0ffl.ee Bui lding,
Wash ington, D.C.

Dear Mr. Will iams on : Tills  is an addendum to my le tte r of August 0 con­
cerning the deliberations of the  Subcommittee  on Public Health and Welfare in 
reg ard  to H.R. 1388(1.

it  has  come to my a tten tion th at  there is some u nce rta inty with  regard  to the 
numbers  of children's (1 *>i gr ain)  asp irin  tab lets which could safely  be allowed
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pe r package  i f legis lation is  adopted which lim its the  packaging of such tablets.  
The re is a considerable  backlog of info rmation upon which  we can base such 
an estimate, both front extens ive  past  experiences w ith the  inten tional induction  
of  mild asp irin  poisoning in  tile trea tment  of r heu matic fever pa tients  and front 
experiences with  acc iden tal and  suicidal poisoning and  experim enta l studies of 
the effects of a spirin. It  is reasonably saf e to say that  fa ta lit y is unlikely  with 
a single  dose of less tha n abou t one g rain  per pound of  body we igh t The  le thal  
dose is probably cons idera bly more, but  this  dose would be expected to be tol ­
era ted , albe it with  symptoms of noil-fatal poisoning, by people who do not have 
predisposing problems. In  rela tion  to the  average  two-year-old child (th e age 
a t which accidental poisoning is most  common) thi s would be about 22 1*4- 
gra in table ts. Considering that  tile aforementioned figure incorpora tes some 
margin  of safe ty, it is probably safe  to say  that  25 such tablets would be 
reasonable.

It  should be understood th at  no limitat ion will remove all possib ility of  a 
fa ta l react ion. Hyper sen siti vity reac tions may occur with a single tablet, and 
the  amount  which would be tolerable may be reduced significantly  In the  pres­
ence of dehydra tion a nd  othe r illness. Moreover, such res tric tions will not pre ­
vent the not uncommon occu rrence of an older  c hild's feeding dangerous quan­
tit ies of aspirin  to a baby. Restr icti ng the number of tab lets  a vailable  canno t 
reasonab ly be expec ted to circumven t atty of these problems. Thus, I would 
suggest the choice of a 25-tablet rest rict ion as a reas ona ble  compromise. A lower 
number would obviously prov ide gre ate r assu ran ce of absolute safe ty, but would 
probably reach the poin t of diminishing return s where one might expec t io dis ­
courage  the manufacture  or  purchase  of these low-dosage pre par ations o f 
aspir in and, thereby, to encourage dissemina tion of the more dangerous adult 
I ire pa rations.

Th e foregoing should  not be const rued as  favoring  the type  o f legisla tion de­
scribed. I continue to have  the reservat ions  sta ted  ear lie r, but wished to offer 
what, help  I could in mak ing such mea sures reasonab le if they are  adopted.

Respectful ly submitted.
Alan K. Done, M.D.,

Associate Professor of Pediatrics, 
Director of Poison / nformation and Therapii Center.

Manueacturino C hemists’ Association, I nc..
Washington, D.C., August IS, I Still.

Hon. H arley O. Stagqers,
Chairman, Committee on Inte rstate  and Foreign Commerce, Douse of Repre­

sentatives, Washington, D.C.
Dear Mb, Chairman : Th is le tte r is being sen t to you on beh alf of the Manu­

fac tur ing  Chemists  Associa tion, a non-profit t rade  as sociation including 18!) V.S. 
companies, large  and small, which toge ther  account for more than  90 percent of 
the co untry's  productive  capaci ty for  chemicals.

The  Association has revie wed H.R. 13886, the  “Child  Safety  Act o f 1966", in­
troduced by yon. We endo rse the objectives of t his  bill, b ut recommend a modifi­
cat ion  o f c lause (B ) of th e defin ition of the term "banned haz ard ous  sub stance", 
contained in Section 20 2(a) , wifii respect to  a  subs tance intended or offered for 
household use, or so packaged a s to be suita ble f or  such use,

Aa the  c lause  now reads, the  Secretary  might find, for example , in the case of 
careless or Intentional  misu se of a product result ing  in an inju ry, tha t (he mere 
occurrence of the injury  would jus tify classifying a product ns a “banned hazard­
ous substance" because the  “ca utiona ry labeling” did  not pr event the  in jury . We 
do not believe this result  is intended. The instruc tion s on the  conta iner obviously 
must be heeded, because the labeling by itself  cannot preven t an injury . We 
stongly recommend, therefore,  inser tion of the words  “if  complied with” following 
“would not” in line 19, page 10 of th e bill.

In  addition, we urge the  inclusion in the bill of a new section which would 
provide uniformity  in labelin g requ irements  through Federal  p reemption of thi s 
legis lative are a. Such a prov ision  would eliminate  the  inconsistenc ies in labe l 
requiremen ts among the  Sta tes . In some cases, it is practic ally  impossib le to 
write a label which would meet the requ irem ents  of  all of  the  State s. Wit It 
regard  to such a preemption provision, it is suggested  that  i t be modeled a fter  the  
language of section 12 of S. 985, the “Fai r Packaging and Labeling Act”, now 
before yonr committee.

68-98 0— 66----- -21
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We appreci ate thi s opp ortuni ty to express our views for ycutr conside ration , 
and  request th at  they  be made a pa rt of the  p rin ted  record of the  Committee s
hearings.

Sincerely, G. U. Deokkr, President,

Institute or Makers of E xpixisives.
New York, N .Y.,  Aug ust SI, lUliti.

Hon , J ohn J arman,
Chairman, House Commerce Subcommitte e on Public Heal th and Welfare, hay-  

barn  House Office Build ing, Washington, D.C.
Hear R epresentative J arman : Our atte ntio n h as been directed  to a state men t

of Melvin Block, an att orn ey in Brooklyn, New York, which was  Bled with your 
subcommit tee on Augus t 2ft in the course of hear ings  on the  Child Safety Act 
ilf .K. 13886). For  yo ur info rma tion , the  Insti tut e of Makers of Explosives, an 
indust ry trade  associa tion now representing thi rteen companies, has Ijeen in ex­
isten ce over 50 years. One of IMF's  most imp orta nt continuing act ivit ies has 
been the  education of the  juven ile public so tha t child ren will recognize blas ting  
caps  and realize they are  not  someth ing to be played with . The Ins titute  also 
engages in an additional campaign with  users of blasting caps, urging them to 
keep blasting caps und er st ric te st  secur ity and  surveillance to assure  th at  they 
do not get into the hands of inexperienced people.

Each Ins titu te member follows up on these campaigns. Despite Mr. Block’s 
stateme nts,  the record shown that  our safe ty education efforts Imve been success­
ful, Fo r example, In 1858, 13ft children under age 17 suffered  injuries from unin­
formed play with blas ting  cap s;  in every year  since there has been a sub stantial 
reduction  in such accidents. In 1965, th e number of recorded blast ing cap mis­
haps involving such chi ldre n was down to 56. Through the first six months of 
1966, tile tota l reported  is 8.

The  Ins titute 's educa tion program annually  reaches ev ery elementary and sec­
ondary  public, private, and paroch ial school in the nation. An average of more 
than  7500 schools have  responded annually dur ing  the past live years lo our 
direct, mail contact reques ting  supplies  of our blas ting  cap  safe ty posters for 
classroom display and discuss ion.

We est imate  that  72,000,000 s tud ent s In uea rly 120,000 schools are  reached in 
this manner. In addi tion, the Boy Scouts of America ann ual ly cooperate in our 
dis trib ution of sim ilar m ate ria l. This p art icu lar  effort places b last ing cap sa fety  
info rma tion  in the hands of  you th in th at  pa rti cu lar age  bracke t which tends 
to exjierienee a somewhat  h igher degree of "exposure” to lost, strayed, or  stolen  
blastin g caps  which youngsters  might come across in the ir play near those loca­
tions where blasting work may be in progress.

Yon are  probably f am ilia r w ith our series o f one minute public se rvice television 
film spots in which such wide ly recognied and highly respec ted personalitie s as 
Mickey Mantle, Chuck Connors with Flipper the  Dolphin, Ma jor  "Gns '1 Grissom, 
or Wil lie Mays inform  TV view ers wha t blasting caps look like, how they're  
intended to be used, and  of  the hazards they present when handled by inex­
perienced, uninstructed persons.  IME regularly  furn ishes p rint s of these public 
serv ice films to nearly every  licensed television stat ion in the  country. Our 
reco rds indica te frequent use  by the major ity  of the sta tions of these Don't  
Touch Blast ing Caps! warnings.

A 26 minu te film, Bla stin g Cap—Danger!, produced especially for juvenile 
audiences, has  been circ ula ted  for over twen ty years. Nearly 250 p rin ts of its 
cu rre nt  version a re  dis trib uted by 42 S tate  Health Dejia rtmen ts, ft regional  offices 
of the ILS. Dept. of Health, Education and Welfare, 12 Bureau of Mines offices, 
and  28 Army Ordnance Units (among a tota l o f 155 out lets) for school and youth 
group showings.

IME has  the  wholehearted  cooperation of the  U.S. Army Ordnance throu gh 
the  Explosives Disposal Teams working in every Army Area. These team s are  
in freque nt contact with  local law enforcement agencies and through such con­
tac ts gain supplementa l publ ic dis tribution for  our bla stin g cap safe ty education 
ma terials.

Mr. Block, in his sta tem ent , crit icized the adequ acy of the  w arning on the cap 
itse lf. Most blasting calls ar e less than  2% inches long, and approxlmtaely  % 
inch in diameter.  For  s afe ty reaso ns calls ar e made from non-sparking  copper 
or  alum inum. A f errous  m etal also would present serious p roblems of rus t under
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Conditions of storage or exposure to weather in field use. Each blas ting  cap is 
marke d: “Explosive—Blasting Cap—Dangerous.”

Because  of the  cap's  size, addit ion al wording would, we believe, reduce the 
effectiveness of the above warnin g. All of the word ing suggested in Mr. Block’s 
sta tem ent is copied from this  In sti tu te 's educational pos ters  which have been 
widely  circ ula ted throughou t the nation for over two decades. The containe rs 
in which cups a re  packed for shipment  nre  labeled in accordance with regu lations 
issued  by the  In ter sta te Commerce Commission.

We also wish to point out  th at  no blas ting  cap explodes by itse lf. To explore, 
a blastin g cap  must  be subjecte d to the rela tive ly high hea t of flame or severe 
fric tion, to a shock of cons iderable  magnitude such as  a ham mers’ blow, o r to 
elect ric current.

Tile Insti ttu e of Makers of Explosives  and its  members have alwa ys had 
tin; grea test concern and active int ere st in the prevention of accidents arising 
from the  use of the ir produc ts. We s incerely be lieve o ur effort s have been effec­
tive. although there may sti ll be unfor tun ate  mishaps stemming  from a child's 
uniformed play with these  produc ts. IME is cont inuing and will continue its  
efforts  to reduce the  number  of blastin g cap  accidents to zero.

If  we can furnish add itional info rmation, please  call on us. We would wel­
come the opportu nity  to outline in grea ter  detai l the blas ting  cap safety  educa­
tion p rogram conducted by thi s Ins tit ute.

Sincerely,
Harry Hamp ton , Secre ta ry .

New J ersey F ireworks Manufacturing Co., I nc..
Elk ton, Md.. Auguet 11, /.%«.

lion. J ohn  J arman.
Chairman. Subcommittee on Public Health and Welfare, 
fnterKtatc and Fnrcifin Commerce Committee,
Houkc o f Repre»entatirex, Waxliinf/ton, D.C.

Dear Mr. Chair man : This is with reference 11.R. 13886. which deals  with 
art icles considered to be hazardous , and which is now before your subcom­
mittee.

As ma nufac tur er of a complete line of commercial fireworks, covering over 
KM) items, we are concerned that  this legisla tion conceivably  could ban all types 
of fireworks.

Approximately  25 States i>ermit the  sale and use of some type s of fireworks 
which ar e rela tive ly safe and sui tab le for public use.

We request that  an amendment be added to 1I.R. 13886, on page  11, af te r line 
1. as follows:

“Commercial fireworks devices sui tab le for use by the public, classified and 
defined as  ‘Class C—Common Firework s' by the In ter sta te Commerce Commis­
sion to lie exempt from thi s Act”.

Our company ha s two plants—in Vineland.  New Jersey  and Elkton, Mary land — 
each of which employs approximately 100 employees on a year -round basis.

Needless to say. if II. It. 13880. is enacted in its present form,  we would be 
legis lated out of business. We would be forced to lay off ou r employees, and 
our Plant equipment and capitol investment could become worth less.

As a mat ter of inform ation , the re nre  several other fireworks conqinnies in 
the  Elkton, Maryland area which would face the  same fate . In addition, fire­
works factories would be affected in the  following are as:

Fort Worth. Tex.
Dayton. Ohio
Loveland. Ohio
Dunbar, Pa.
River Grove. Ill.
There are many small factories, employing from 1 to 25 people, they are  too 

numerous to mention.
Mr. Cha irman, we do not object to. but welcome the  labe ling provision. In 

fact , all fireworks are  labeled in acco rdan ce with Food and Drug  Adm inis tra­
tion reg ula tions;  however: for  the  above mentioned reasons we respectfu lly 
request tha t your subcommitte give caref ul considerat ion to our  amendment.

Thank yon for your cooperation  in th is  mat ter:
Very truly yours.

A. P. Fabrizi.
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E. I. du Pont de Nemours & Co., I so ..
Wilmington , Del., Aug ust I, 11)66.

Hon. H arley O. Staggers,
Chairman, Commit tee on In terst ate and for eign  Commerce,
House Office Building,
Wash ington , D.C.

Dear Congressman Staggers : Th is let ter  is In rega rd to ll.R . 13886, Tile Child 
Safety  Act of  1966, which is  currently  (lending before your  Commit tee.

Six years  ago. when Congress enacted the Fed era l Hazar dou s Substances 
Lalieling Act ns  a logical and  mod ern development of the a rea  lirst touched under 
the  F edera l Caustic Poison Act o f 1927 ( 41 Stat. HOC,,, t he  House Committee on 
In ters ta te  and Foreign Commerce sta ted  th at  the  purpose of  the  act was “to 
provide national ly uniform require ments for ade qua te cautionary  labeling” of 
haz ardous  substances packaged in containe rs intended or  suit ab le for household 
use. (House Report No. 1861, 86tli Cong., 2d Sess., accompanying S. 1283, 86th 
Cong., p. 1, I960 U.S. Code Cong. & Adm. News, p. 2833). “The labeling  require­
ments”, continued the Re,ior t, "should also provide a pa tte rn which Sla tes may 
follow in enact ing similar  legislat ion.” (ib id) . Over and  over again . House 
Repent 1861 acknowledged th at the adopt ion by the  Sta tes  of  “diverse labeling 
requ irements” would lead “to a multipl icity of  requiremen ts” and  create “unneces­
sary confusion in labeling  to the det rim ent  of tile public",  whereas “nationwide  
uniform ity in the labeling  of potent iall y hazardous  chemicals  would he advan­
tageous to everybody.” ( ibid, p. 2835).

In ou r judgment, labeling practices  have  improved sub stantially durin g the 
past s ix years . Our experience teaches, however, that  i t is  doubt ful  whethe r sub­
sta nt ia l nationwide uniformity wil l ever be achieved in the  labeling of house­
hold con tain ers  so long as  each stat e and  m unic ipali ty has  the power to impose 
labeling requirements  which de pa rt from fede ral standa rds . Moreover, the 
state or  municipa lity which de pa rts  from the  federal sta nd ard by Imposing a 
differen t or  more res tric tive labe ling  standard  sets  the sta ndard  for all, si net 
supplie rs cannot economically or  effectively adopt  dif ferent labels  ta iloretl  to each 
juri sdic tion .

To ou r knowledge, there ar e six (6) diffe rent groups of stat e and  local laws 
which Impose labeling  require ments likely to va ry  from the  federa l standa rds  
curre ntl y imposed on household produc ts by the  Food and Drug Administra tion. 
These class ificat ions o r groups  may lx* deserilx»d as  fo llow s:

(1) Methyl alcohol (methano l) and “wood alcoho l” laws. The re are  over 
fifty (50) sta te  and  local laws and  regu lations af fectin g t he sale o f and prescrib­
ing" labe ling for methyl alcohol and produc ts containin g methy l alcohol. Vary­
ing label requ irements  are  inev itab le in this  si tua tion (Examp le 1, Attachment. ).

(2) State s and municiiia lities  have often adopted the ir own hazardous house­
hold substances labeling  law s o r regulation s. While generally sim ilar to  the fed­
era l law and regula tions, th is is not necessarily, or  even likely, to he so in 
specific jur isdictio n (Exa mple 2. A ttac hment).

(3) The New York City Fi re Dep artm ent has adopted flammabil ity and label­
ing sta ndard s which dep art in significant ways from the  fede ral stan dards 
l Exam ple 3, A ttachment) . Since no supp lier who sells  natio nal ly can afford to 
ignore  the New York City market, the  sta ndard s adopted by th is one municipa lity 
have a sign ificant impact.

(4) The  form er model fire code of the  National Fire  Protection  Association has 
been adopted  by twenty-five hun dred (2,500) mun icipalitie s and four  (4) or live
(5) sta tes . The Association is  now siionsor ing a  proposed revision of it s label ing 
sta nd ards  to conform to its revised basic classi fication of flammable liquid. 
Among oth er things, the revis ion changes the methods set forth  in the former 
code for  determining flammability.  This  will cre ate  a conflic t with  the test  
methods cur ren tly specified by the  Fixxl and Drug Adm inis trat ion and the  states  
and  munici iialit ies following the form er model code. At the  least,  this  will 
cause needless confusion and unnecessary  expense. At the  wors t, the decision 
as  to whether products will be labeled , for  example, to be “not flammable” or 
“flammable” will turn on the  test  method used (Example 4. Atta chment) .

(5) Some sta tes  adopted cau stic  poison acts modeled on the  Federal Caustic 
Poison Act of 1927, supra,  but broadened thei r act s to encompass more than the 
twelve (12) substances  covered by the fede ral law. Typically, the  s tat es would 
speci fy that  the act  was to apply  to any other subs tance “sub stantially  as caus­
tic”  as  the  named substances. The regu lations  under the  Federa l Hazardous 
Substances Labeling Act re tai n the  label word "poison” in lieu  of any signal 
word for  products containing specified minimum percentages  of the  substances
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form erly  covered by the  Cau stic  Poison Act (21 CFR §191.109). However, 
oth er labeling changes were  required.  Unfortunate ly, not all  sta tes  have put  
thro ugh  similar  changes to th ei r caustic  poison acts (Example  5, Attach ment).

(0)  "Poisonous pharm ace utical” laws. Here, the  stat e or municipa lity a t­
tem pts  to regu late the sale  or  dispensation of poisonous, toxic, or potentia lly 
poisonous or  toxic products which are  commonly sold by ret ail  drug stores but 
which are not prescript ion drugs. Typically , the law or regula tion  will specify 
a pa rti cu lar labeling which differs from and exceeds the federa l standard  (Ex­
ample  6, Attac hment).

Fo r all of the above reasons,  we strongly support the pre-emption amendment 
which has  been proposed by the ('hemical Speciali ties Manuf acture rs Associa­
tion in its stat ement  submit ted June  24, 1960. It  is espec ially  inq iortant  th at  
the  pre-emption clause not  be limited  to cases  of express conflict between fed­
era l and  sta te or local laws and regula tions. The pre-emption clause in favor 
of the fede ral standa rd shou ld also apply where the Food and  Drug Admin­
ist rat ion  has the  power to a ct  but by ac tion or inac tion concludes  that  no hazard 
is pre sen t and  does not prescribe labeling. Sta te and local regula tors  should 
not be perm itted to impose a hig her or diffe rent  sta ndard  in these situations. 

Very tru ly yours,
J. O. Graves,

Direc tor of  Marketing, 
Consumer Products Division.

Attachment to E. I. nu Pont Co. Statement on H.R. 13886
EXAMPLES OF FEDEKAI. AND  STATE OR LOCAL CONFLICT IN LABELINO

Exa mple 1. We know of no substance  which is the  subject of regulation in 
more jur isd ict ions tha n is methyl alcohol. As w ith all harmful substances , the 
likelihood of barm varies  with the amount of methyl alcohol to which the human 
organ ism is exposed. Thus,  a product which is 98% methyl alcohol is much 
more likely to be harm ful than  one which is 2% methyl alcohol , all other things 
being equal. Under federa l standard s, a mixtu re con tain ing fou r j»er cent 
(4% ) or  more by weight of methyl  alcohol must  be labeled with , among other 
things, the  words “poison” and “danger” and the  skull  and crossbones symbol 
(21 CFR  §191.7 (a )( 5 ),  (b )( 2 ).  However, many sta te  and  local laws pre­
scribe diffe rent threshold  levels. According to the laws of the  Sta te of Cal i­
forn ia, for  example, any pre parat ion  containing more than one per  cent (1% ) 
or more methyl alcohol mus t bea r the word “poison" and  the  skull  and cross­
hones symbol (Deer ing’s Cal ifornia  Codes. B. & P.C.A. §4160, Schedule 15(1). 
§4161, § 4168). In Massachuset ts, on the  other hand,  the  signnl word “poison” 
mus t be used if  a drug or medic ine contains  any  methy l alcoho l (Ann. la w s of 
Mass., c. 94 § 303C). The refo re, a product con tain ing one ha lf of one per  cent 
(% %) methyl alcohol mus t have the  word “poison” if it is to be sold in Mas­
sachusetts , but the  threshold for such labeling  is one pe r den t (1% ) in California  
and fou r per cent (4%) und er fe deral law.

Exa mple 2. (a ) Under federa l standa rds , products  con tain ing live per cent 
(5% ) benzene (benzol)  by weight must be labeled with the  words "dan ger” , 
“poison”, and “vapor harm ful ”, and  the  skull and crossbones symbol. Addi­
tion al labeling is prescribed for prod ucts  containing ten per cent (10%) or more 
of benzene. (21 CFR § 191.7(a) (4 ), (b ) (3 )( l) ) . Under Massachuset ts law, 
however, a product which conta ins  any  amo unt  of benzene (lienzol) must  be 
labeled “dan ger”, "poison” , and “va por harmful”, but the  skull  and crossbones 
symbol is never required in connection  with benzene (Mass. Dept. of Labor and 
Industries , Div. of Ind. Safety  and DepL of Publ ic Hea lth,  Industr ial  Bulletin 
No. 11. App. B. p. 7 (1957)).

(b)  Und er federal standard s, pre par ations containing ten  per  cent (10%) 
toluene by weight  must be labeled with the  signal word “dan ger" and ra ther  
elab ora te addi tional wording must be used, b ut the skull and crossbones symbol 
is not requ ired (21 CFR §191.7 (a )( 4 ).  (b )( 3 )( H )) . Recen tly, a proposed 
Cal ifornia law which died in the Assembly would have  required the skull and 
crossbones symbol on any glue or  cement containing toluene (Assembly Bill 
A. 2162, cf. Deering's Cal ifornia  Codes, B. & P.C.A. §4160 Schedu le D (a ),  
§4168).
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(c)  Under federal  standa rds , a subs tanc e is toxic if a single  oral dose of more 
than  30 millig rams but not more tha n 5 grams pe r kilogram of body w eight kills 
50% or  more of a given tes t group of adult  whi te rat s. (21 CFR 8101.1 
(f ) (1 )) . Under Ind iana stat e a dm ini str ative  stan dar ds,  however, a subs tance is 
toxic  if a single oral dose of up to 10 grams  p er kilogram  of body weight  kills 
50% of a similar  tes t group. The  result  is that  a subs tanc e which does 
not amo unt  to a letha l oral dose in 50% of the tes t animals unless 8 grams 
l»er kilogram of body weight is adm inis tered is considered toxic  in Indiana but 
is not considered toxic any where  else. Thus, many brake fluid labels must bear 
the legend, “Conta ins alkyl  poly glycol ethers. Do not take inte rna lly" , or some­
thing similar , if the product is offered for sale in Indiana.  As a practical  ma t­
ter, the Indiana  labeling  sta nd ard has  lweonie the nationa l sta ndard , because of 
the  pra ctical  and economic impossibili ty of  adop ting a special label just for 
Ind iana (sample label (fig. 1) a tta ch ed ).

Exa mple 3. Under  fede ral sta ndard s, products which have flash poin ts of 
above 20° F. to and include 80° F. when tested by a prescribed method are  con­
sidered to be flammable and must bear  the front panel sta tem ent “Warn ing—■ 
Flam mable” (21 CFR 8 191.1 (j ) (2 )) . Prod ucts  which flash a t above 80° F. need 
not be labeled as flammable. Und er New York City Fire  Depar tme nt regula­
tions,  produc ts which have  flash poin ts of up to 100° F. to 300° F. are  said to be 
combustible  (Chap.  19, Adminis tra tive Code, City of New York, § C19-2.0, Sub­
divis ions  11 and 22). The signal word “caut ion” must be used in labeling both 
classes of products. The result  is that  household produc ts which flash at  
80° F„ for example, mus t ltear a front panel notice read ing “Wa rning—Flam­
mable” Itecause of federa l requ irem ents , and a back or side iianel notice sta ting 
Cau tion—Flamm able Mixture" because of  New York City' s |iecu Rarit ies. House­
hold  p roducts which flash a t 120° F., for example, need not bear any  f ron t panel  
warning as  to flammability, bu t mu st carry  the notice “Caution—Combustible 
Mix ture ” i f they are  to he sold in New York C ity (ssitnple label (fig. 2) att ached).

Exa mple .}. Current  federal flammabil ity sta ndard s a re  based on the dete rmi­
nation of flash points by the  Tag liabue open cup t es ter (21 CF R § 191.13). The 
Nat iona l Fi re Protec tion Association is cur ren tly sponsoring  a  diffe rent  method 
of determ ining flash poin ts (and  thus  a different standa rd for  classifying flam­
mable liqu ids)  utiliz ing the  Tagliabu e closed cup tes ter  (N.F.P.A . Publica tion 
No. 321). The Association  also require s the dete rmination of boiling points as 
a guide to classification. One resu lt would be that  a number of  products, in­
cluding gasoline, would be classi fied as “flammable"  unde r Associa tion stan d­
ards. while continuing to be classif ied as  “extrem ely flammable” under federal 
sta ndard s (FDA Publicat ion No. 17. Feb.. 1963).

Exa mple 5. Sulfamic acid  is corro sive under federal standard s, but is not 
among the twelve  (12) sub stance s formerly covered by the  Federal Caustic 
Poison Act and now given s|tecia l treatm ent  under the Federal Hazardo us Sub­
stan ces  Labeling Act requiring th e word “poison" on the  label. However, it is 
used in household bowl cleane rs and is substan tial ly as corrosive  to the  eyes 
as ace tic  acid —one of the specia l twelve  (21 CFIt 8 191.10 9(g) ). Thus, it. is 
a “caustic  acid” unde r the laws of some states, such as New Jersey  (Ti tle 24, 
Subtit le 1, Chap. 8. N.J. Sta t. Ann .). There fore, unde r federa l law household 
pro duc ts containing sulfamic acid tire labeled in accordance wi th the standa rds  
for “corrosive” substances, whereas under New Jersey  law the  word “itoison", 
among oth er things,  must appear on (he label of products containing sulfamic 
acid.

Exa mple G. Soldering fluxes fo r home use are likely to contain more than 
5 |KTcent (5% ) of zinc compounds soluble in water, such as  zinc chloride. Un­
der federa l law. these products would be labe led with the  s ignal word “dange r" 
and with a warning concerning the hazards  of ingestion and skin and eye con­
tac t (Not ices of Judgm ent Und er the Federal Hazardous Substances Labeling 
A r t ,  Nos. 12 17. dated August 12. 1963). Under Ca lifornia pharmacy  laws, how­
ever. such products must be labeled with  the  word “poison" (Ph arm acy  Laws of 
Cal ifornia and Adm inist rative R ules o f th e Board of Pharmacy, Janu ary 1. 1962, 
p. 59).
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C A U T IO N !y  
FL AM MAB LE  M IX ­
TURE. DO NOT USE 
NEAR FIRE Oil FLAME. 
N.Y.F.D. C. of A. No. 939

VAPOR HARMFUL
C onta in . to lu o l.  Av oid 
breathing co nce ntrate d 
v a p o r. KE EP  FROM 
C H Il D fi E tl .

DIRECTIONS 
Before using Sealer, clean 
su rfa ce  o f d ir t ,  gre ase, 
moisture and old ccn ic.it . 
To sea l v .i nds li ic ld  and 
rear windows, squeeze a 
ribbon of Scaler between 
the glass and the rubber 
gasket un til  fil led . If  nec­
essary.  work in w ith  a 
putty knife.  To apply rub­
ber mold ing and weather 
stripping, squeeze a rib­
bon of Scaler on the sur­
face and press firm ly in 
place.
NOTE: If  Se ile r sp ills  on 
car fin ish, wipe of f im­
media te!/ to prevent spat­
ti n g . Use n a il  po lis h 
remover to remove cement 
from fingers.

CLEAR

•  Stops Windshield 
Leaks °  SealsWeether 
Stripp ing °  Mends 
Trunk Molding 
.052 li te r  CS 1371 07C5

Made in U.S.A. by 
E. I. du Pont do Nemsurj 

J Co. (Inc.) 
Wilmington. Ddaw ire

F lG U KB 2
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U ni on  Carbide  Corp.,

Few York, K.Y .,July 6,1966.Hon. Harley O. Staggers,
Chairman, Committee on Interstate and Foreign Commerce,House Office /tuilding, Washington, D.C.

Dear Congressman Staggers : We are  writing regarding your bill, H.R. 13S86, tlie Child Safety Act of HKitJ, and more p articu larly with respect to Title I I which would amend the Federal Hazardous Substances Labeling Act in certa in respects.We supported the enactment of the Federal Labeling Act in I960 with hope that it would mean national uniformity for the legal requirements for warning labels on Prestone antifreeze which we make and package nt our South Charles­ton plant, and on other household products which we make and sell. We also supported it because we were in complete accord with all of its objectives, as evidenced by the fact that we had been using strong label warnings on I’restone and on our other products since the  1930’s, before there  were any statutory requirements, Federal or State.
We now favor and support the enactment, of your bill, II.R. 13886, which will broaden the scope of the Federal Labeling Act to include unpackaged substances and will in other ways improve tha t law in the light of the experience of govern­ment and industry  since 1960.
We also strongly favor and support the preemption amendment which has  been proposed by the Chemical Specialties Manufacturers Association in i ts statement submitted to your committee on June  34.
This proposed amendment is needed to accomplish a major purpose of the Federal  Labeling Act and the  express  intent of the Congress in passing  it. These were to establ ish uniform standards for warning labels on household products.The original intent of Congress was clearly stated  in Senate Report 1158, Stith Congress. 2d session, a t page 3 as follows: “It  is desirable tha t • ♦ » the standards and requirements * * * be uniform, Thus, Federal legislation on this subject is needed to require uniform labeling o f hazardous substances  for household use.” There was no House Report.
The Senate Report cited certa in broad state legislation. Subsequently there  has been even more broad state  legislative activity.
There are  also on the books a substantial mass of aged and obsolete, varying and conflicting labeling requirements for specific products.
One st riking example is the mass of state s tatutes and city ordinances re lating to the labeling of products contain ing methanol (wood aicohol). These laws date  back to prohibition days. Our company can testify to the  prac tical impossi­bility of preparing n single warning label which complies with all of their incon­sistent requirements on wording and on type size and on the placement of the warning on the label. The requirements under the Federal  Act should be the sole uniform requirements for products containing methanol which move in inter­sta te commerce.
There are  other striking instances of the need for uniformity and for a pre­emption provision in the Federal Act. One city, under an ordinance which dates back some 50 years. enforces its own special rulesfo r the type size and the position of the warning  on flammable products which are.  of course, numerous and im­portant. Since as  a practical matter  manufacturers  cannot keep special stocks of  products, specially labelled for sale  there, this one city largely governs the labeling of all flammable products which move in inte rsta te commerce. And states can and do require warnings on the basis o f the opinion of a state toxi­cologist or doctor whose views happen to vary from the consensus of the staff of doctors and toxicologists in the Food and Drug Administration and the United States  Public Health  Service. Again, one State toxicologist or  doctor can, and sometimes does, govern the warnings on a  specific product for the country as a whole.
This is not a case where there are reasons why Congress should not preempt the subject mat ter in the interests  of uniformity and of simplifying and facili­tating the sale of goods in inte rsta te commerce.
First,  it is not a case where the "evil” to be remedied varies from s tat e to s tate or from city to city. The hazards of a parti cula r product are the same in all states and cities and the warnings and their  typography and type size and their  position on the label can be the same and still fully protect the public everywhere, tin fact, the warnings should be the  same, given the tendency of people to move from state to state.)
And, second, as we have noted, th is is not a case where a state law or a city ordinance has no extra -terr itoria l effect. On the contrary, the necessities of
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competitiv e marketing  make it  all but impossible for  people like us to ca rry  s epa­
ra te  stocks of products in d ifferent ly labeled containe rs for  s ale in special sta tes  
or  cit ies. As matte rs stand, ind ividua l sta tes  and c ities can  and do, to a ll intents 
and purposes, "preempt"  the power to regu late  in ters ta te  commerce  which the 
Feder al Government should exercise .

I t  is for  these reasons and  because of our own practic al exper ience  over the 
yea rs th at  we especially urge  th at  your committee recommend to the Congress 
"the enactm ent of Proposed Amendment No. 2 to H.R. 13886 as subm itted  by the 
Chemica l Specialt ies Manufac turers  Association with its sta tem ent of June 24.

Very t ruly  yours, J. R. J ohnstone,
Vice President.

O ux Mathieson Chemical Corp.,
Chemicals Division,

New York,  N.Y ., Augus t 25, 1966.

Hon. Harley O. Staooers,
Chairman, Commit tee on In ters ta te  and Foreign Commerce,
House Office Building, Washing ton,  D.C.

Dear Congressman Staggers : Reference  is made to bil l, H.R. 13886, the  Child 

Safety  Act of 1066.
Our  company fully suppor ts the position of the  Chemical Specia lties Manu­

fa ctur er ’s Association, Inc., given before the house committee of In ter sta te and 
Foreign  Commerce on June  24, 1966 and also supp orts  the le tte r of Augus t 18. 
1966 to you from G. II. Decker , of t he  Manufac turing Chem ists’ Association, Inc.

Specia l reference is made concerning the  preemption amendment which has 
been proposed by CSMA. We a re  of the opinion th at  this  amendment,  if enacted, 
would fu rth er  promote uniform standard s for warnin g labe ls on household 
chemicals. You may app rec iate th at  a  nation-wide prod ucer of household prod­
uct s is desirous of having labe ls th at  are  acceptable by the  Federal  Government 
also  fully accepted in all State s and local Municipalitie s. Unfortunate ly thi s is 
no t now necessarily  the case. For example, a fire departm ent  in a major city 
req uires warning sta tem ents in ex tra  large  type  size for combustible and flam­
mable products  th at  vary  from  the  consensus  of technica l opinion concerning 
combustible and flammable class ifications.

We are of the opinion th at  the label shonld adeq uate ly reflec t the hazards  of 
the chemical, presen ted in a clea r, concise manner tha t may be easily  read and 
understo od by the consumer. We do not believe in over- labeling products, by 
th at we mean, to label a produc t “Combustible,” “Fla mmable ," "Danger,” “Poi­
son,” when indeed this  w arn ing  does not reflect the  hazard of the  product.  The 
req uirement  to use such terminology by a few well meaning but  uninformed 
loca l officials places us, we feel, in a position analogous  to cryin g “wolf” when 
in fac t there is no wolf. For example, a product may be only slightly  toxic  and 
Ins tead of “Poison," an adequn te stateme nt would be, “C au tio n: May be harmful 
if  swallowed.”

Fu rthe r we feel that  over-labeling only tend s to mislead the consumer and 
also  result s in a consumer dis regard ing  prec autionary labe ling  which we feel is 
contr ary  to t he originnl goals of the  Federal Hazardous Substance Labeling Ac t

Fo r the reasons sta ted  above, we urge th at  your committee recommend to 
Congress the  enactment of proposed amendment # 2  of H.R. 13886 as  submitted 
by the Chemical Specia lties Ma nufac turers ’ Association with the ir statement  of 
Ju ne  24.1966.

Very tr uly yours, Richard F. P hilpot , 
Manager, Legisla tive and Regulatory Affairs.

Chesebrough-Ponds, Inc.,
Hew York,  N.V., Septemb er 19, 1966.

Hon. J ohn J arman,
Chairman, Subcommittee  on Pub lic Health and Welfare,
Committe e on Inters tate and Foreign Commerce,
Hou se of Representa tives,
Wash ington . D.C.

Dear Congressman J arm an: We would like to tak e thi s opportunity to com­
ment to your  committee reg ard ing  H.R. 13886—"Child Safe ty Act o f 1966”. We
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are espec ially  g ratified th at  the committee has  indica ted its  will ingness to hear 
witnesses representing ind ust ry and to receive wri tten  Ind ust ry comment on a 
bill th at  is, at  leas t in pa rt,  h igh ly controversial,  unrela ted  to the  bill's  tit le  a nd 
not in the  best interests of the  public.

The bill, in section 4( b) , prov ides  for  th e amendment of section 502(f) of the  
Food, Drugs & Cosmetic Act. Section  5021 f) (3) involves a  m ajo r change in  the  
cu rre nt  rule s governing drug labe lling and is tota lly  irrelevant to any question 
of child safe ty.

The section provides th at  the FDA shall have  general au thor ity  to specify what 
claims may be made for  a drug , tre ati ng  fo r th is  purpose all drugs, whe ther  new 
or old, proprieta ry or  ethical,  the  same. Under  such a section, if the scientific  
and  regu lato ry iiersonnel at  the FDA disagreed with  the scient ific personnel in 
ind ust ry as  to whe ther  a given product were useful for a pa rti cu lar condition 
the FDA could prohib it any claim or reference to that  condi tion,  thus assuring 
the dru g would not be used in t re at ing any pat ien t. This regula tion  could be pu t 
in force withou t hear ings  and withou t any effective recourse to the  cou rts by 
indust ry.  The consumer could be deprived of products which would be of help 
to him.

Passage of thi s bill would mean the end o f d rug  an d cosmetic marketing  as  we 
currently know i t and the substituti on  of wha t would be, in effect. Federal licens­
ing and  control . We cannot urg e your commit tee too stro ngly to str ike  out  
502(f) (3)  in its enti rety .

Section 4(c) provides fo r a new section 6 02(f) of the Food, Drug & Cosmetic 
Act. Th is section in effect perm its  FDA to require  cautions, warnings, an ti­
dotes, etc. on the  lnbel of a cosmetic if  it migh t cause some reaction, however 
minor,  th rough ingestion, topical appl ications, etc. In view of the excellen t record 
of t he  cosmetic industry over  the  years in the area  of safety , we bel ieve the need 
fo r this legisla tion should be caref ull y weighed.

If  the  bill only required a pertin ent, concise warning  directed  at  ingestion by 
children  in cases where subs tan tia l inju ry was possible, we could not object. 
However, the  bill will be int erp ret ed  as requiring vir tua lly  every cosmetic 
label to wa rn and caut ion the  purchaser,  even though no sub sta nti al inju ry 
could possibly  occur from misuse . Fur thermo re, the  consumer  will receive a 
package clu ttered  with word ing which detracts  f rom its cosmetic appearance .

We believe tha t the Congress ns well as the Food & Drug  Administ ration must  
concern itself  with  the  continued prol iferation of cautio n and warning  labels 
lest  respect diminish for them.  If  the householder sees the  same warning on 
cologne as  on turpen tine or on cold cream as on silver polish, soon the  caut ion 
will mean nothing. This  would indeed  be a disservice to the  consumer who 
will become hopelessly confused as  to w here a real  hazard lies.

We think a possible solution  to  the  problem may lie in the  promulgation by 
the FDA of reai stie  caution sta tem ent s for cosmetics to cover those Isolated 
examples where some subst antia l hazard may be present. We believe the  
proprie tary dru g industry has consc ientously followed FDA sugges tions as to 
label warnings and the  cosmet ic ind ust ry would undoubtedly  do the  same. We 
would think no new sta tutory  au thor ity  would be required.

Since a number of “cosmet ics” ar e also "dru gs,” such as und erarm products, 
clea nsers and medicated makeups, they  would be subject to the proposed modifi­
cation of  section 502( f) (2). We urge for this  reason  that  the curre nt law re­
main unchanged. The FDA has  never hesitated, where  circumstances demanded, 
to req uir e und er curre nt law approp ria te cautions for  drugs and  thi s has  served 
the  con sumer well over p as t years .

Under cu rre nt  law, however, the se powers are  definitely specified and not lef t 
on an open-end basis subject to th e re gnl aro r's jud gme nt and opinion.

We bel ieve that  the  consumer's int ere st should be pro tected withou t infringing 
on the  ma nufac turer’s rights  or pu tting  the manufacturer on vir tua lly  an FDA 
licensing basis. The FDA has  sufficient powers  now which, if effectively en­
forced, enable  it to properly p rotect  the public.

We would  apprecia te your record ing  our  comments in the  minutes  of your  
Committee.

Very  tru ly yours,
Albert B. R ich ar ds ox .

Vice  Prevident .
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The S. E. Massenoiij. Co., 
Bristol, Tenn., September 9,1966.

Representative J ohn J arman,
Chairman. House Interstate Health  Subcommittee,
House Office Building, Washington, D.C.

Dear Congressman J arman: As a member of the pharmaceut ical industry 
which will be affected by the Child Safety Act, H.R. 18886, we would like to 
place on record our objection to  the  portion of the bill giving the Food and Drug 
Administration open-end au thor ity to require the use of safety closures on any 
drug selected by the government and also decide which safety closures meet 
F.D.A.’s standards.

We a re very much in agreement with the objectives of the proposal; but, as I 
am s ure you have been informed, thi s section of the bill is so broad that it covers 
every form of container and product whether for prescript ion or over-the- 
counter drug products. This could be a most difficult, if not impossible, re­
quirement to fulfill since no safety  closure really satisfactory for all such uses 
has  been developed. The wording of the law should relate  itself  to specific in­
clusion of the current or not too dis tant  state  of safety closures.

Any assistance you can give the industry in this manner will be very much 
appreciated.  Undoubtedly, when a completely adequate safety  closure is avail­
able, many of us will be competing to be the first to use them.

Sincerely yours,
Frank W. DeFriece, Jr., President.

FMC Corp.,
New York. N.Y., September 12,1966.

Hon. Harley O. Staggers.
Chairman, Committee on Interstate  and Foreign Commerce,
House Office Building, Washington, D.C.

Dear Congressman Staggers : FMC Corporation is a producer of bulk chemi­
cals. In th is activity , it  is frequently a  supplier of chemicals produced for other 
manufacturers whose products are  intended f or household use.

Due to the fac t tha t all of the customers supplied by this Corporation do not 
possess the necessary financial ability  to maintain their  own technical and re­
search stuffs, the Technical Service Department of th is corporation is frequently 
called upon to give technical guidance and advice to its  customers in the  formula­
tion and manufacture of their products and the labeling thereof.

In view of this situation, we have an interest regarding  your bill II.R. 13886. 
the Child Safety Act of 1966. We are  particu larly interested  in the pre-emption 
amendment proposed by the Chemical Specialties Manufacturers Association as 
reflected by Amendment No. 2 which such Association suggests be added to your 
bill. We understand that  the  Department of Health, Education, and Welfare 
has also endorsed the adoption of tills Amendment No. 2 to achieve uniformity 
in cautionary labeling of hazardous substances.

As a manufacturer doing business in chemicals on a nationwide  scale, it is 
nat ura l tha t we be contacted by a multiplicity of customers from all cities and 
sta tes  of  the nation when such customers desire technical advice and assistance 
in the formulation of their products.

Where such customers are governed by sta te o r local laws prescribing labeling 
requirements that  vary from sta te to state or city to city, it  becomes a practi ­
cally impossible task to give adequate advice f or the cautionary labeling tha t 
such customers must place upon their  products. Consequently a pre-emption 
provision which will serve to establish certain uniform and basic requirements 
in such labeling will do much to clarify the present confused situation.

A fu rther reason for the adoption o f a preemption provision in thi s particular 
situation  is also worth noting. Over the span of the pas t 10 years, the various 
States have gradually  adopted the Uniform Commercial Code which establishes 
certa in basic uniform provisions governing the sales of goods in commerce. This 
Code has now been adopted by 47 States.

The Code contains a specific provision tha t unless excluded or modified, a 
sale of goods implies th at they are merchantable  and, in this respect, they must 
be a t least such as are adequately contained, packaged and labeled as the sales
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agreement may require. Thia warranty applies where the natu re of the goods 
requires a certain type of labeliug.

It  follows, therefore, tha t if sta te or local law varies from region to region 
with each geographical area prescribing a different type of content for the cau­
tionary statements to be placed on labeling, it becomes an almost impossible task 
for a producer or hazardous household chemicals to comply w itl i: yet the failure 
to so comply places such producer in the position of being in breach of the im­
plied warranty  of merchantabil ity now prescribed by the Uniform Commercial 
Code.

A pre-emption provision which will establish a national yardst ick in this  re­
spect for hazardous household substances should do much to help cure this 
situation and enable a producer of such household products to know tha t his 
labeling is not only in accord with th e Federal  requirements but likewise complies 
with the implied warrant ies set up by the numerous states tha t have adopted the 
Uniform Commercial Code. In turn,  this will be of considerable assistance to 
conqianies such as ours when called up to give technical advice and assistance 
in labeling to those producers among our customers who make a request for such 
assistance.

For  the reasons set for th above, we recommend to the  Congress th at the House 
approve 83298 which contains the pre-emption amendment as  submitted by the 
Chemical Specialties Manufacturers Association and as approved by the  Manu­
facturing Chemists Association and the Department of Health. Education and 
Welfare.

Very truly yours,
D. C. Oskin ,

Vice President, Marketing.

The Bell Co., I nc., 
Chicago, III,, August 15,1966.

Hon. H arley O. Staggers,
House Office Building,
Wash ington, D.C.

Dear Congressman Staggers : I am writing  to you in connection with the 
Child Safety Act of 1966, H.It. 13886 and the three amendments which have been 
submitted by the Chemical Specialities Manufac turers Association.

We are  members of CSMA and endorse the submission of the three  amendments 
to H.It. 13886.

Our company manufactures automotive chemical products and also household 
chemical products, all of which a re subject to the  Federal Hazardous Substances 
Labeling Act and therefore will be affected by H.It. 13886.

We would particularly  urge the adoption of Amendment No. 2 which provides 
tha t the Federal labeling laws would supersede all State, county, and municipal 
labeling laws which are now in effect. In many cases these laws have different 
labeling requirements for the same hazard and for the same product, and hence 
present a chaotic condition such t ha t it is virtually impossible for manufacturers 
to comply with all of the conflicting requirements.

However, I feel that  the most Important contribution which such a Federal 
law would make would be to provide uniform labeling throughout the nation and 
thus  make it. possible for the public to recognize hazardous products labeling 
because of its uniformity. Present ly, it is very confusing for the consuming 
public to recognize hazardous produc ts labeling, because of the diverse require­
ments which have been established by various governmental bodies.

It  seems to me th at a Federal law which prescribes hazardous products label­
ing would make it possible for the public to learn the markings and words which 
accompany hazardous products in the same way the public lias learned tha t a 
red light in a traffic signal means “stop."

I respectfully urge you and your committee to adopt Amendment Number Two 
as submitted by the Chemical Specialties Manufacturers Association in the 
interes t of protecting the public by making i t easier  for them to  recognize hazard­
ous products labeling.

Very truly yours.
C. E. Ai.i.derdice, Jr..  President.
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West Chemical Products, Ino.,
Long Island City, N.Y., July 15, 1966.

Hon. Harley O. Staggers.
Chairman, Committee on 1 ntcrs tate and Foreign Commerce,
House Office Build ing,
Washington, D.C.

Hear Congressman : We are  interested in your bill. H.R. 13886, The Child 
Safety Act of 1!MJ6 and Title 2 of it  which would amend the Federal Hazardous 
Substances Act in certain respects.

We are especially Interes ted in the preemption amendment which has been 
proposed by the Chemical Specialties Manufacturers Association in a statement 
submitted to your committee on June  24.

This company has, in every case, supported all reasonable safety regulations 
and is in accord with the principle that standards and requirements should be 
uniform throughout the nation. In effect, we are in accord with the original 
intention of Congress as was clearly stated in Senate Report 1158, of the 86th 
Congress, 2nd session, a s follows:  “It  is desirable tha t • • * the standards and 
requirements * * * be uniform. Thus, federal legislation on this subject is 
needed to require uniform labeling of hazardous substances  for household use."

We desire to comply with  every rule and regulation of the Federal Government 
and every one of the many states of this country. Under the present circum­
stances, this is practically  impossible due to the varying conflicting sta te and 
city requirements which are  in existence throughout the country.

We urge tha t these amendments be adapted into law so that we can have a 
single guideline which will apply throughout the country instead of patchwork, 
a par t of  which is aged and obsolete.

Very t ruly yours, A. Lieberman, 
Assistant  Secretary.

The W. T. Rawleigh Co., 
Freeport, 111., July  5, 1966.

Re H.R. 13886, Child Safety  Ac t
Hon. John J arman,
Chairman. Subcommittee on Public Health and Welfare,
House Office Building,
Washing ton,  D.C.

Dear Congressman J arman : We understand tha t subject  bill, introduced by 
Rep. Harley O. Staggers, has three major points of intere st for companies such 
ns our s:

1. Quantity limitat ion on Aspirin and Aspirin-containing I’rodncts in­
tended for use by children.

2. Safety Closures.
3. Basic changes in O-T-C labeling.

With reference to changes in O-T-C labeling, we understand that H.R. 13886 
includes in identical form, a provision of H.R. 13885. which bill relates to several 
aspects of drug regulation. We are  Informed th at H.R. 13886, accordingly, takes 
one of these aspects entitl ed “Drug Labeling Regulation" incorporating it into 
the  so-called “Child Safety Act of 1966". As we understand, such excerpted 
portion  would apply to all drugs and with respect to them the use by children 
would be jus t incidental.

We also understand the excerpted portion would amend Section 502 (f)(2) 
very drastically. Under this bill, ns we understand, the directions and warnings 
would be shaped by F.D.A. Regulations. The bill would amend Section 502(f) 
to require warnings “again st a substantial and reasonably foreseeable ri sk of 
causing accidental injury . . .. including instruct ions for first aid treatm ent 
when necessary or appropria te.”

We submit tha t the importance of the amendment is basic. It appears that it 
would completely change the concept and application of the existing law with 
respect  to over-the-counter drugs. It  appears tha t it would amend existing law 
so substantially  and so completely as to swallow up and replace p ractically all 
other  labeling requirements pertaining to these drugs, putting them, insofar ns 
labeling is concerned, under a system of virtual licensing. We believe the bill
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is high ly objectionable  in const itu ting a vast exten sion of  Federal  Regu lation
and  wish to  express our  opposition. 

Respect fully  submit ted. J. A. Resh , Secretary.

New York, N.Y., Sep tember  9,1966.
Hon. J ohn J arman,
Chairman, Subcommittee of Public Health and Welfare,
House Inst itu te Foreign Commerce Committee,
Rayburn House Office Building,
Washington, D.C.

Dear Congressman J arman : Reference  is her e made to H.R.  13S86 “Child 
Safe ty Act of 1968.” As a  prac tit ion er of medicine  in New York City and a s an 
associa te in medicine a t Columbia University , may I express  my views regard ing  
section 502 (f) of such Act (21 U.8.C. 852f) and the  proposed amen dment in 
which,  i f I may par aph rase, it is suggested th at  a drug be  conside red mis-labeled 
unles s inform ation as to the  approp ria te a ntidote to  be adminis tere d in case of its 
acciden tal use or over-use be inc luded on such label.

It  seems to me th at  thi s is. in effect, expect ing the  public to be able to p ract ice 
medicine , which, believe me sir . they do very poorly indeed. Would  it  not be 
more to th e poin t to label such dru gs as  follows:

“Keep this  and all oth er medicines ou t o f the  reach of children. If  acci­
den tall y ingested, Do Not  Delay. Call you r physician or  go to the  nea rest 
hos pita l a t once.”

Chi ldren often take acc iden tal overdoses of many drugs wherein  delay while 
a fa mily adminis ters  first  aid could be fat al.

Respectfu lly submitted.
George H. McCormack, Jr.,  M.D.

Maplewood. N.J., Aug ust  10, 1966.
Hon. Haki.ev O. Staggers,
Member of Congress,
Rayburn House Office Build ing,
Wash ington. D.C.

Dear Mr. Staggers: Your correspondence of August 4 and  August 5, no tifying 
me of the  scheduled con tinu atio n of public hea ring s by the  Subcommittee on 
Publ ic Hea lth and Welfare on the  Chi ld Safe ty Act of 1988. is great ly appreciated. 
The fact  th at  my le tte r of Ju ly  7, addressed  to my Represen tati ve in Congress, 
the Honorab le Paul J. Krebs, result ed  in gaining your a ttention,  and  the  receipt 
of an invitat ion to app ear  befo re thi s subcommittee as  a witness confirms the  
basic  tenets  of the democratic  processes of o ur Government.

Since I will be unable  to ap pe ar  before thi s subcommit tee, I present the 
following opinions and viewpoin ts fo r the cons ideration  of the members of th at  
group.

Fir stly, the  tit le  of the  bill is misleading. Everyone is in favo r of “Child 
Safety" but thi s proposed leg islatu re goes well beyond tha t. It  would dra stic al­
ly chan ge the  concept and app lica tion  of exis ting  laws  as  it applies  to over-the- 
counter drugs, which, for  the mos t part, have no rela tionsh ip to  Child Safety . 
In add ition, the bill basica lly affe cts toilet  goods, cosmetics, prescrip tion  drugs, 
“hazardou s substances” and othe r produc ts. The tit le  of th is  act  more cor­
rect ly should  be posted as  a “lab eling  law .”

This point was made by Jame s L. Goddard, M.D., Commissioner of Food 
and Drugs, in his testim ony befo re the  subcom mittee  on Ju ne  24. 1966. Even 
Dr. Goddard  noted that  presen t warnings “have  lit tle  effect on chi ldre n who 
canno t read  an d u nderstand,  and some parents  did not read o r heed the warnin g”. 
Then, the Commissioner went  on to propose more warnings  and ins tructio ns 
on labe ls as  a preventive again st acciden tal poisoning  and haz ard s to health.

Secondly, the  proposed law  is much too vague and  broad  in its  exten t to be 
practic al. It touches upon so many products  that  have no bea ring on the tit le  
and would result  in a vir tua l system of l icensing of  pr oprie tary drugs. In effect, 
sta nd ards  would be arbi tra ril y establish ed by a governmental agency and the  
ind ividua ls appointed to th at  agency . For  example,  no defini tion of a "sa fety 
closure"  is  presented by th e b ill. Yet, the  Secre tary  would be embodied with  the  
“au tho rity to requ ire safe ty clos ures for con tainers of drugs freque ntly  involved
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in poisonings. This should apply both to over-the-counter drugs and to drugs 
dispensed on prescription”, according to Dr. Goddard's testimony.

To the best knowledge available, there  exists no known safety  closure that  
is foolproof. So-called “safety closures" are presently used on aspirin and 
ant ipyreti c substances. Periodically, modifications could be adopted in order 
to improve their  safety factor. Each improvement might impress the “Secre­
tar y” to the point where tha t Individual would insist tha t industry  package 
the ir products with tha t device only to have it supplanted by the next im­
provement. The resul tant costs for sequential modifications would or could be 
immense. Therefore, to make the proposed legislation practical. Congress must 
define and designate a “safety closure”.

Thirdly, the law is not necessary. In presenting this proposed regulation, 
the contributions of the industry have been totally ignored. At this time, the 
drug industry has voluntari ly and universally restricted the quanti ty of 
pediat ric aspirin per tablet to 1% grains  and, again, of its own volition, limited 
the quant ity per package to 50 tablets . . .  a total availability of active 
ingredient roughly equivalent to 12 adult tablets. Flavoring  has been main­
tained at the insistence of pediatric ians who know, professionally, of the need 
for palatability  in this vitally needed medication.

Additionally, on this point, one must consider the impossibility of total pro­
tection agains t accidental poisoning. Certainly, additional cautions  and direc­
tions will serve no purpose toward preventing toddlers and very young children 
from ingesting noxious substances. The occasional accidental swallowing of 
lye and household ammonia clearly proves tha t label directions and the taste 
have l ittle to contribute in the prevention of these events.

Lastly, the law as proposed in H.R. 13886 is governmental intrusion into 
bnsiness without due cause. Sta tisti cs quoted by Dr. Goddard in his testimony 
of June  24 grimly point ou t the 125 deaths of children due to salicylate poison­
ings in 1964 and the death of 67 children due to poisonings other than aspirin. 
These figures must be weighed against the millions of packages of drugs dis­
tributed  during tha t year. While deplorable tha t any child should meet an 
untimely  end, Congress must realize that  total protection in impossible. These 
unfo rtunate deaths should clearly point out tha t labeling is not a preventive 
of accidental poisonings, nor can any substance be restric ted in quality to a 
point where no deaths can occur if that substance is digested erroneously.

In weighing this bill, the committee and members of Congress must place 
reason and practicability above the emotions engendered by the title “Child 
“Safe ty Act”. They must also give serious consideration to the result of this 
bill which would establish a virtual  Czar over products, over labeling and over 
packaging—all of which will be subject  to a veritable licensing by the Govern­
ment, with the manufacturer  being vulnerable to undue costs and unreasonable 
penalties.

The presentation of these viewpoints is based upon twenty years of business 
experience within the pharmaceutical  industry—an industry  which has a proud 
record of self-policing and public welfare interest. I am cur rently employed by 
a company with no interest in analgesics, so the comments I have expressed a re 
objective in viewpoint I present these sentiments not as a company representa­
tive but, rather , as a vitally concerned individual who feels tha t this proposed 
regulat ion would be a grave and  grievous disservice to the  public and an onerous 
imposition on manufacturers.

Very truly  yours,
George B. Rooney.

AR i.rN OT ON , Va., August 16,1966.
Hon. J ohn J arman,
U.8. House o f Representatives,
Rayburn House Office Building.
Washington, D.C.

Dear Congressman J arman : I am wri ting to you regarding H R. 13886 “Child 
Safe ty Act of I960.” which has not been generally brought to the attention of 
the medical profession, especially the P ediat ric field.

First, I would like to call your attention to a quotation from a book entitled 
“Cnrrent Pediat ric Therapy” 1966-67 issue, by Drs. Sydney S. Gellis and Ben­
jamin  SI. Kagan. On page 792 in this hook, two contributors to the book, Drs. 
George H. W. Lucas and Robert J.  Imrie  write:
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“Chemical poisoning is preventable if ordinary safety precautions are  used in the handling, use and storage of drugs and toxic household preparations. Much has been said about the proper labeling of toxic substances  by their manu­facturers. This might help. The family physician, however, is the most im­portant member of the team lighting accidental chemical poisoning. He alone 

knows the background, the customs, the tradi tions  and the atti tudes of his pa­tient s ; he visits them frequently  in their own homes and can see nt a glance any potential hazards. This is a goldeu opportunity for him to educate the parent  to be accident and safety conscious. He can make concrete suggestions for  storage and handling of all potential ly toxic substances; i.e. keep ail drugs, poisonous substances and household chemicals in a locked cupboard, out of the reach of children ; never transf er poisonous products from thei r original con­tainers to pop bottles, coffee tins  or drinking glasses. If  flavored or brightly 
colored medications have been prescribed for children, always refer to these as medicine and never as candy.”

I, too, have found as a practicing Pediatrican for the past  19 years in Arlington, Virginia, tl iut the children’s parents are  the ones a t fault. The con­tainer s in which the aspir in is packaged, both liquid and the  pill, seem adequate to me. The present labeling likewise seems adequate, and to include a lot of first aid treatments, side effects, contraindications  and effectiveness would only confuse the public in the use of this  very wonderful drug.
As for the rest of the various amendments under title  II, I would suggest 

th at  hazardous substances Include a label sta ting  the parti cula r product or drug is dangerous to children and have the p rinting large enough to be clearly seen on the label.
Sincerely yours,

Archibald R. Macpherson, M.D.

Arlington Safety Couxcn., I nc.,
Arlington, Vo., August 27, ISfitJ.Hon. Warren Magnuson,

Chairman, Commerce Committee,
U.8. Senate, Washington, D.C.

Hear Senator Magnuson : Your secretary kindly sent me a copy of S. 3298 which I requested yesterday  af ter reading committee plans to conduct hearings in the press.
I have read this bill with  grea t respect and interest. I am wondering if your committee's examinations might not include the childhood hazards of suffocation in plastic bags, such as used in the drycleaning trade, and entrapment and suf­focation in idle household refrigerators.
If these two distress ing haza rds could lie brought under the cognizance of the "Child Protection Act of 1900.” long needed safety improvement in these fields would undoubtedly be realized.
I respectfully inclose some mate rial  related to the hazard of chihl-refrigerntor entrapment and suffocation.
With expression of my profound respect and appreciation.Sincerely,

Gaylord B. K idwell. 
Arlington, Va,. August 12, 1966.

T o: General Federation of Women's Clubs (Mrs. Chittenden. D/Legis) American Academy of Pediatrics, (Dr. Southard. Chrm. Acc. I’rev. Comm.).
It  is a privilege to enclose copies of correspondence between the Honorable Joel T. Broyhill and the Honorable Harley O. Staggers related to future hearings on child-refrigerator entrapment legislation.
May I again express my appreciation for your long interes t and support and offer these observations as background to the current problem?
The backbone to the proposal to amend PL 930 stents from reports  of the •child behavior studies of 1957 and 1961. Besides your own esteemed organiza­tions, the Federal Trade Commission, the Federal Safety Council D/Labor. the D/Health, Education, and Welfare, the National Safety Council, and others, are  on record as viewing these tes ts to show unsatis factory  child safety benefits in the “push-open door” standards.
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In freq ue nt  but unqualified refe rence to the fac t that  no death s are  known 
to have  occur red in ‘‘push-open” door boxes seems very insignificant when the 
percentage of these boxes in the  nat iona l in ventory is stil l small, and  none have 
reached an age for  disca rd, or even devotion to “second use” by low-income 
fam ilies where many deaths have occurred.

As you know the  industry rep res entat ive s abs tained from partic ipa tion in the 
1963 "progress report” commit tee hea rings,  as  did the National  Safety  Council. 
It  seems this  deeply affected grou p might have  given the  committee and the 
public much useful inform ation .

However , pene trat ion of doub t in  the  adequ acy of “push-open door s” by some 
manufac turers  may be identified by the  withdrawal of nat ionally  adver tised child 
safe ty claims for these doors, the inclusion of a  t ag  with new deliveries warn ing 
th at  precaution  should be taken wi th uni ts when idle and exposed to possible 
entry  by play ing children, and the  rec ent  ini tia tion of an independent and com­
prehensive  tes t of all air -tigh t cab ine t appliances, including a review of the 
ref rig erato r haz ard . This is a tes t volunteered by one company to ass ist Con­
gressman Broyhi li in his conside ration of need for fu rthe r legi slation, and to 
firm up the  company policy around thi s s afe ty problem.

Hope for  future child protection  fr om  entr apm ent  mus t depend on the public’s 
accep tance  and use of the  safeg uards  urged in guides by the  Fed era l Safety  
Council and the  ITS Public Health Service. While these  commendable safe ­
guards ar e the  best found af te r a decade of search, they ar e stil l too difficult 
and  cumbersome to employ to impose on housewives  and mothers upon whom 
the burden of ehild pro tection mainly  falls .

The long delay in adequa te remedy  to this  unnecessary  childhood hazard is 
probab ly due  largely  to fragmen ted and  loosely coordinated  federa l safe ty pro­
gramm ing, and apa thy  on the pa rt  of the  industry. Both  of these conditions 
seem headed  for d ras tic correction—at lea st in  the automotive  industry—-through 
public sup por t to recent dynamic congressional act ions.

Since rely Gaylord B. Kidwell.

Statement or  the General F ederation of Women’s Clubs 

SA FE TY  LA TC HES  ON REFRIGERATORS

The General Federation of W omen’s Clubs has  been concerned for a long time 
over the  tragic  and needless death s which occurred when young child ren, while  
playing in  abandoned and  out-of -service ref rigera tor s and freezers , became 
trap ped  in them and suffocated because they could not  ge t out once the  door w as 
shut.

Last year  the dea th toll from  th is  cause  was the highest ever  recorded, despi te 
the  f ac t th at  we have  been aw are  fo r many yea rs of thi s pa rti cu lar haz ard  to 
the  s afe ty of our child ren and also  desp ite the fac t that  36 st at es  have  made it 
illegal to d iscard  a re frige rator  in a haza rdous condit ion.

The General Federation of Women's Clubs fee ls that  the “P rotection of Chil­
dren” is of utmost importance and  at  its  ann ual  Convention  in Jun e of this 
year, adopted  th e following re so lu tio n:

Wherea s The safe ty of chi ldre n is cont inually  menaced by fau lty  appliances, 
ref rig erato rs,  ice boxes, and pla stic bags  and  accessabil ity to dangerous drugs, 
cleaning  agents, and oth er haza rdo us m ater ia ls ; Therefore ,
Reso lved,  Tha t th e General  Feder ation of Women’s Clubs call  upon  it s member 

clubs  to ini tia te and promote  act ive ly prog rams for  safe ty thro ugh  Inspection, 
education and  legislation.

Hrs. Freder ic J.  Knorr , General Federat ion of Women’s Clubs' Safe ty Cha ir­
man, has recent ly und ertaken  the pro ject of dis trib uting a quantity of “toggle 
and p lat e” sa fety  devices to a ll t he  S afe ty Chairmen in the  va riou s sta tes.  These 
devices wil l be used as visual aids  in safety  conferences and  demonstrations. 
These toggle bol ts were  supplied as  a  public service  by t he St ar  Expansion Indu s­
tri es  Corimration of Moun tainv ille, New York, through Colonel Gaylord B. Kid­
well, USA (Ret)  of Arling ton, Virg inia . Colonel Kidwell,  as  the  Committee is 
aware, ha s waged a long and commendable campaign In a pri va te capacity  to 
improve child  protection from t hi s dan ger .

Copies of the new sa fety  guide, furnished  by the Federal  Safety  Council in the 
Depar tment  of tabo r,  have also been sent to  our state chai rmen.

The General Federation of Women’s Clubs app laud s the improved protection 
th at may  be afforded by th e s tan dards und er Publ ic Law 930, but  it  feels  th at  the
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child  behavior studies with chi ldre n under s imulated  re fri ge rator ent rapment in 
1957, and again  in 1962, ind icate t ha t more  improvement should be sough t in  fu­
tu re  man ufac ture .

The law now requires th at  newly manufactured refrige rators s hipped in int er­
sta te  commerce must  be equipped with saf ety  devices so t ha t a chi ld who  is en­
trap ped  may be able to open the  door. This Jaw does not, of course, offer p rotec­
tion  to children  so far a s the  old out-of-service ref rig era tor s a re  concerned. It  is 
up t o each of  us to publicize  th is poten tia l death trap  and edu cate the American 
public on how a very simple precau tion can  sav e the  l ives of child ren.  The  sav ­
ing from tragic  death of even one c hild would be more than worth  any efforts we 
migh t make. The Genera l Feder ation of Women's Clubs will cer tainly  do its  
utm ost  in this direct ion  and  o ur  c oncern over th is problem will no t be lessened 
un ti li t has  been solved.

Com m it te e on Accident P kevention ,
A merican  Academy  op P ediatrics .

Febru ary  4. 1966.
To : The Committee on Accident  Preventio n of the  Amer ican Academy of 

Ped iatr ics.
Fro m : Samuel C. Sou thard, M.D., Chairman.
Su bjec t: Food for  Thought.

The enclosed copy of a speech by  Colonel Kidwell, ret ired U.S. Army, docu­
ments in a  sma ll and  modest way the extensive and continued  effo rts by one man 
to  reduce one small accidental hazard to  children. The reason I am sending this  
le tte r and  speech to you is that  we need more such dedicated people as  Colonel 
Kidwell.

Over the years, he has almo st sing iehandedly stim ula ted  the particip ation  of 
numerous governm ental  and ind us trial agencies and g roups to  tak e an  ac tive  role 
in att em pting  to elim inate  suffocation  dea ths  by ent rapments  in ref rigerators . 
Admit tedly, when comjtared with  na tio na l sta tist ics , thi s is a min or cause of  
de at h: bu t if  you wish to eat an e lep hant the  bes t wa y to do is t o t ake a b ite  and 
st ar t chewing. To my own personal  knowledge, his effort s ha ve been much more 
extensive t ha n those chronicled in the speech.

As members of a nationa l com mittee of  a  high pres tige  o rganizatio n such as 
the  American Academy of Pedia tric s, we are privileged to  meet and correspond 
with many people who ar e in terested in accident prevention. I suggest  and recom­
mend to you th at  each of these people who contact yon in your var ious home 
locat ions be encouraged, stim ula ted  and  invited to share  their experien ces and 
problems wi th o ur Committee,

This gives ns the opp ortuni ty to extend  our knowledge of chi ldren and  the ir 
accidents th roug h many different cha nnels  all working tow ard  the  same goal.

With  best wish es to you and you rs fo r a Happy New Year, I remain.  
Sincerely yours,

Sam uel C. Southard, M.D.,
Chairman.

R em ar ks  by Col. Gaylord B. K id w el l. U. S.  Arm y (R et .) , Before th e  Sou th  
Arlington Lyons C lub, December 8,19 65

Gentlemen : It  is a  g reat privilege fo r me to  address you today  a s a  re pre sen ta­
tive  of the  Arlin gton  Safe ty Council of which I am a member.

in  select ing a saf ety  subject which I hoped would be worthy o f your atte ntion 
I was  mindful  of the  reecnt tragic  a cciden t in which an Arlington child was en­
trapped  and  suffocated in a n idle dish washer. While tills is  tile first instance. I 
have  noticed, of  a  child’s being fa ta lly  involved in an accident  in a dishwasher,  
it brings into  focus the  growing  numbe r of children being suffocated annual ly in 
idle household ref rigera tors and freezers.  The yea r 1964 had the highext num­
ber of death*  ever  recorded in  one year— with nine occurring over one. summer3* 
week-end.  I the refore  thought  I would briefly review developments in this long 
stan ding h azard to  play ing children  over  the past decade. Th at these usefu l and 
convenient modern appliances  ar c a  menace  to children  unde r some ci rcum stances 
is reg ret tab le—but fac ts ar e fac ts.

Perhap s a good point at which to st ar t may be the year of my retir ement  f rom 
active mi litary  service—1953.

About thi s time public concern  was very high over these  distress ing  child-deaths  
as evidenced by the fact  tha t bills were introduced by the Honorab le Michael J.
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M an sf ie ld  o t Mon tana , an d th e H on ora bl e Jo hn  D. Spa rk m an  of  A laba ma in th e 
Sen at e,  and  by th e Hon or ab le  K en ne th  A. Ro be rta  o f A la ba m a in th e Ho use . 
Eac h of  th es e’ bi lls  re qu ired  th at fu tu re  m anufa ctu re  of re fr ig era to rs  prov ide 
do or s th a t co uld be ea si ly  pu sh ed  op en  from  th e insid e. Betwee n th e y<*ars of 
1954 and  1958  t h re e he ar in gs  w er e he ld . Ea ch  heari ng  was  qu it e  si m il ar in su b­
st an ce  w ith th e  oth er .

The  in dustr y  re pr es en ta tives  dep lo re d th e fa c t th a t th e ir  pro ducts  pr es en ted 
a men ac e to ch ildr en , an d ga ve  ass u ra nces th a t w ith  mo re  tim e th ey  could  com e 
up  w ith a so lu tion  w ith ou t th e en actm ent of  legi slat ion.  Muc h di sc us sion  was  
de vo ted to  ga sk et  pr es su re s th a t co uld be  to le ra te d  an d co nc eiva bly co uld be 
ov erco me by th e ef fo rts  of  an  en tr apped  ch ild —and  ye t m ai nta in  a low te m pera ­
tu re  th a t wou ld  p ro te ct  fo od fro m s po ila ge .

It  w as  a t a he ar in g in 1951! be fo re  th e  Hou se  C om mitt ee  o n H ealth  an d Saf et y 
th a t I w as  invi ted to te st ify,  ns  I hav e be en  a t ea ch  su bs eq ue nt  hea ri ng  on th is  
su bj ec t,  in cl ud in g th at  co ns id er in g le gi sl at io n fo r th e  es ta bli sh m en t of N at io na l 
Acc iden t Pre ve nt io n Cen ter. I had  become  vi ta lly in te re st ed  in th is  s af et y  pr ob ­
lem in my  re ti re m en t,  an d had  he ld  som e en co ur ag in g dis cu ss io ns  w ith  th e 
B ur ea u o f S ta ndard s in which  I w as  ur ge d to  giv e my  vie ws to  th e  co ng ress iona l 
co m m it te e soon  to ho ld he ar in gs . At  th es e he ar in gs  I pro mi sed th a t th e  p rosp ec t 
fo r th e  pe rf ec tion  of  a "f oo l-p ro of” sa fe ty  de vice  to be  ac ti vate d  by th e  e ffor ts  o f 
an  en tr apped  ch ild  w as  ex trem el y pe ss im is tic . I he ld  th is  w as  no t due t o  lac k 
o f te ch ni ca l ta le n t in Amer ican  in dustr y , but  enti re ly  t o  th e uncert a in ty  of  w hat  
a  ca ptu re d  ch ild  wo uld —or wou ld not —do in th is  si tu at io n . I urg e th a t th e 
se ar ch  lie ex pa nd ed  to  see k some  si m pl e an d st andard  mea ns  to  lie inco rp or at ed  
in fu tu re  m an ufa ct ure  whe reby  an  ow ne r co uld ve nt ile  a box a t an y tim e It  w as  
ou t o f se rv ic e an d ex po sed to  pos si bl e en tr y  by pl ay in g ch ildr en . I  ci ted a  re ­
m ov ab le  "p or t-ho le ” in th e  do or a s on e po ss ib ili ty .

It  w as  a t th is  he ar in g th a t p la ns w ere  dis clos ed  to  c on du ct  te st s w ith  liv e ch il­
dr en  to  ob se rv e t h e ir  re ac tions  to  e sc ap e d evice s.

I t w as  al so  a t th es e hea ri ngs th a t th e  pa tien ce  o f th e  co m m it te e see me d to be 
over ta xe d. The  Cha irm an , near th e  en d of th e  se ss ion,  sa id , “ It  is th e  ge ne ra l 
fe el ii rr  th a t th e  in dust ry  is dra ggin g  it s fe et  on th is  pr oi si si tion .”  * •  » • un less  
so m et hi ng  sh ow s up  in th e  ve ry  n ea r fu tu re  we  a re  goi ng  to  be  put in th e posi­
ti o n  of tr y in g  to ge t th is  le gi sl at io n en ac te d,  an d I th in k  you a re  go ing to be 
su rp ri se d  at. th e popu la ri ty  o f th is  bi ll  w ith  th e mem be rshi p of  t h e  Ho use. Th e 
B il l Iran en ac te d in to  Pub lic  Lai r fl.1l). im  Auy tixt  2, lfl.il!— ab ou t xi .r ty  ilny x lat er .

T his  Is th e  law  which  pr ov id es  th e  m ag ne tic do or  clos ur es  on  all  la te  mod el 
re fr ig e ra to rs  w ith  w hic h I am  s u re  yo u a re  fa m il ia r.

It  may  be  in te re st in g  to  no te  a m or e re ce nt  co ng re ss iona l co m m it te e reac tio n 
to  in dustr y ’s sa fe ty  pe rf or m an ce  a s  ex pr es se d by th e H on ora ble  Abr ah am  Rib i­
coff . C hai rm an  of  th e Sen at e C om m it te e co ns id er in g au to m ob ile sa fe ty  la st  
M arch . Sen ato r Ribico ff sa id  (q uo te ) “Y et I fe lt,  an d I st il l fee l, th a t th e  gre at  
A m er ic an  in du st ry , wh ich  is th e  ba ck bo ne  of  th e  who le A m er ic an  in dust ri al  
co mplex , has bee n dr ag gi ng  i ts  f ee t in  t h e  fi eld  o f sa fe ty  f ea tu re s”  (e nd  o f q uote ).

In  an no un ci ng  a new  book la st  we ek , ti tl ed  ‘Tri sa fe  n t An y Sp ee d” , by  Ra lph  
N ad er , an  a tt o rn ey  who h elpe d do  t he b ac kg ro un d work fo r th e  h eari ng  co nd uc ted 
by  S enato r Rib ico ff, th e W as hi ng to n Pos t sa id  (qu ot e)  “A b li st eri ng  a tt ack  on the 
an to  in dust ry  an d th e tra ffi c sa fe ty  org an is at io ns fo r foo t d ra ggin g on au to  
sa fp ty  de vice s. N ad er  sa ys  th e N at io nal Saf et y  Co un cil , w hi ch  co mp ile s tra ffic 
sa fe ty  st a ti st ic s,  is in du st ry -d om in at ed , an d co nd uc ts  no sa fe ty  re se ar ch . It s 
mes sa ge  is th a t on ly Fed er al  re gu la ti on  ca n mak e au to m ob iles  a s sa fe  a s they  
sh ou ld  be ."  (end  quote ).  I t  m ig ht be  reca lle d th a t au to m ob ile m an ufa ct ure rs  
a re  nl so  la rg e pr od uc er s of  re fr ig era to rs , an d th a t th e N at io nal  Saf et y  Co unc il 
has  long  been th e “f oun ta in head” fo r pu bl ic  sa fe ty  ad vi ce  opera ti ng  un de r a 
c h a rt e r from  th e Co ngr ess .

R ec en tly a la rg e re fr ig era to r m anu fa ctu re r in trod uc ed  a nu m be r of new 
mod el s on  th e  m ar ke t which  fe a tu re  a wide as so rtm en t o f “p op ” a r t on th e 
do ors. On e of th es e mo de ls m ak es  th e  ls ix  re se mble an  outd oor te leph on e boo th 
we no w see on  co rn er s,  ro ad si de s,  etc.  w hich  pic tu re d yo un g pe op le  pi led hig h 
in side —on e upon  th e o th er . T il ls  seem ed  like  t he a n ti cs of  s om e co lle ge  s tu de nt s 
a few years  back . Ma ny  pe op le  w ere  shocked a t th is  model  in vie w of  th e  con­
ce rn  th e  in dust ry  ha d claim ed  in  behalf  of ch ild  sa fe ty . T he G en er al  F ed er a­
tion of W om en 's Clubs , an d th e  Amer ican  Ac adem y of  P ed ia tr ie s vigo rous ly 
p ro te st ed  th e  in trod uc tion  of th is  mo del in to  home s ns  an  in v it a ti on  to  ch ild ren 
to  im it a te  an d ri sk  en tr ap m en t and  su ffoc at ion.  The-)/ both ir cr r po lit el y to ld  
by  th e m anufa ct ure r th a t th e m od el  wo uld  re main on th e m ark et . I ca nn ot
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im ng ine a more re sp ec ted and  re li ab le  a u th o ri ty  o n ch ild Ite lin vior  a nd th e d an ger  
in th is  d es ig n to  c hi ld re n th an  th e  m ot he rs  o f th e  G en er al  F edera ti on  o f W om en ’s 
Clubs , an d th e ph ys ic ia ns  co m pr is in g th e A m er ic an  Aca de my of  P ed ia tr ic s.

Th in al l add* up. I  th in k,  to  a  re as on ab le do ub t th a t th e  re fr ig era to r ha za rd , or  
any o th er v it a l pu bl ic  sa fe ty  pr ob lem re qu ir in g re fin ed  co or di na tion  an d cr ea ti ve 
sa fe ty  re search , tr ill  be co m ple te ly  met by  c or po ra te  m ana ge m en t an d th e pre se nt  
national sa fe ty  s tr uc tu re .

M or e an d more it  ap pea rs  th a t so m ethi ng  a ki n to  a N ati onal Acc id en t P re ven­
tio n Cen te r is needed th at w ou ld  co nd uc t sa fe ty  re se ar ch  an d “cle aringhous e” 
per fo rm an ce  on  a nat io nal  in du st ry -w id e ba sis. Su ch  a cen te r has  been proj iosed 
in  th e  Co ng ress  an d is  fr equen tl y  men tio ne d as n so lu tion . Two hea ri ngs  hav e 
be en  he ld  on such  a prop os al  by  th e  Hou se  C om m itt ee  on H ealth  and  Saf et y.

In  19.17 as  prom ise d, th e  N ati onal Bur ea u of  S ta ndard s and  th e  N at io na l Elec­
tr ic a l M anufa ct ure rs  A ss oc ia tio n jo in tl y  co nd uc ted te s ts  in  which  liv e ch ildr en , 
vol un te er ed  by th e ir  pare n ts , w ere  nsed  ns su bj ec ts . T hes e te s ts  were de sign ed  
to  ob se rv e th e esca pe  ef fo rt s of  ch ildr en  under si m ula te d  en tr ap m en t.  My 
gra nddaugh te r,  th en  3 years  ol d,  w as  one of  t h e  su bj ec ts . She  di d no t pu sh  h e r 
w ay  ou t.  Sh e is now  12 and  it  is  my  hop e sh e will  no t hav e ch ildr en  o f her 
ow n to  care  fo r,  lie for e th is  pr ob le m  is sa ti sf acto ri ly  met . T hes e te st s w er e ve ry  
sk il lf u ll y  co nd uc ted,  pr od uci ng no  em ot ionn l d is tu rb ance to  th e  ch ildr en , and  
re flec te d an  ac cura te  p ic tu re  o f w ha t a ch ild  wou ld—or woidd  no t— do under 
ac tu a l eu trnp in cn t.

I th in k  th e re port s of  th e  te s ts  rece ived  ra th e r sh al lo w  publici ty  on a na ti onal 
ba si s.  Mr. N at e H as el tine , th e  di st in gu ishe d w ri te r on  healt h  an d sa fe ty  fo r th e  
W as hi ng to n I’ost . in a ve ry  co mpr eh en sive  an al ysi s,  sa id  “T he  re su lt s w er e 
so m tim es  om ino us.  Ma ny of  th e  2- ye ar  old  ch ildr en  mad e no  es ca pe  u tt em pt a t 
a ll ; th ey  show ed  fa r les s fe a r—o r ap pr eh en sion —th an  th e  4 and  1- ye ar  old s. 
They w ou ld  ha ve  s ure ly  su ffoca te d had th e 'p la yt hi ng'  be en  a re al  re fr ig er ato r.”

T he W as hi ng to n S ta r sa id , ed it o ri a ll y , “A  te s t o f 201 ch ild re n  be tw ee n 2 an d 
5 years  of  ag e,  de sig ne d to st udy  th e re ac tion  of a youngst er tr ap ped  in  a 
re fr ig e ra to r lia s prod uc ed  find ings  which  do  no t m ak e p le asa n t re ad in g—on ly  97 
of  I he  201 ch ildr en  tes te d  w er e ab le  to re le as e th em se lv es .”

X otl iw iths ta nd in g th e fa c t th a t th e  in dust ry , th ro ug h th e  N at io nal  E le ct ri ca l 
M an ufa ct ure rs , was  co ll ab ora ti ng  and  sh ari ng  co st s o f th ese  te st s,  som e m an u­
fa c tu re rs  em ba rk ed  on na ti ona l adver ti si ng  pro gr am s cl ai m in g ex tr avagan t 
’’ch ild-s af et y” be ne fit s in  pu sh -o pe n doors . The  Fed er al  T ra d e  Co mm iss ion  in ­
du ce d th e  d isco nt in ua nc e of t h is  adv er ti si ng .

A no th er te st , w it h  201 li ve  ch ild re n,  was  mad e in  1062— to  te st  w heth er a 
lu m in ou s m ar ke r in side  th e re fr ig era to r wou ld  im pr ov e th e esca pe  ra te .

It  di d no t.
F or m an y yea rs  pu bl ic  s afe ty  gu id an ce  on  th is  a nd  o th er pub lic sa fe ty  haz ar ds , 

has em anate d  fro m th e N at io nal Saf et y Co uncil  in  Ch ica go . T his  hazard  w as  
tr e a te d  by th e Council  w ith g re a t em ph as is  on dis ca rd ed  bo xe s in  a gu ide (cop y­
ri gh t 1914), ti tl ed  ''H az ar ds  o f Dis car ded . Ic eb ox es ”. T his  gui de recomme nded  
th a t do or s,  lock ing hard w are  and  ga sk et s,  be  rem oved , o r ho les bo red  in th e 
cab in ets  w ith an  el ec tr ic  d ri ll . T hat a  te m pora ri ly  id le  box be  tu rn ed  face d 
again st  a  co nv en ient  wal l. A ltho ug h pres s re port s fo r m an y years  show ed  th a t 
m an y ch ildr en  w er e be ing su ff oca te d in id le,  but  se rv ic ea bl e boxes, th a t w er e in  
no  se ns e di sc ar de d,  an d ch ild beh av io r st ud ie s sh ow ed  und er dep en dab ii ity  in  
sa fe ty  pr ot ec tion  from  “p us h- op en ” doors , th is  ad vi ce  re m ai ned  un ch an ge d un ti l 
1963.

It  re m ai ne d fo r a le ss er  kn ow n ag en cy  to  su pp ly  th e  fi rs t "b re ak th ro ugh".  In  
1963, th e  Fed er al  Saf et y Cou nc il in  th e D ep ar tm en t of  Lab or , pu bl ishe d a re ­
fr ig e ra to r sa fe ty  gu ide fo r use  o f go ve rnmen t dep ar tm en ts , m an y of  whic h op er ­
a te d  pu bl ic  ho us in g fo r em pl oy ee s an il th e ir  fa m il ie s.  T his  gu id e cl ea rly in di­
ca te d th e  dan ger  to  ex is t in any  id le  un it , w heth er hav in g po si tive  lock ing 
mec ha ni sm s,  or  “pus h- op en " do or s,  au d ad vo ca te d se ver al  no ve l sa fe gu ar ds fo r 
each . L at er,  th e  U.S . Pub lic H ea lt h  Se rv ice in th e D ep art m ent of  H ea lth . Edu ­
ca tion  an d W el fa re , pu bl ishe d a si m il ar gu id e in  which  so m e addit io nal im pro­
vise d sa fe guard s w er e ad de d—but  a ll  ha vi ng  th e  sa m e m et ho ds  to  pr ev en t ch ild  
en tr apm en t—eit her to  se cu re  th e  do or s ti ghtl y  clo sed or sl ig h tl y  a ja r  to  ad m it  
ven ti la ti on  to  th e inside  of  th e  ca bi ne t. I t w as  my  pr iv ileg e to" se rv e in  a con­
su lt in g  ca pa ci ty  in th e p re para ti on  of bo th  of  th es e officia l sa fe ty  gu ide s.

W hi le  th es e im prov ised  sa fe guard s a re  th e  be st  fo und a f te r  a de ca de  o f 
se ar ch , and  m us t be de pe nd ed  up on  fo r ch ild pr ot ec tion  in  th e  ca se  o f a ra th er 
con st an t na tion al  in ve nto ry  o f 80  to  00 mill ion un it s o f pre se n t desig n in  use .
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the y are stil l cumbersome fo r a housewife or  an owner  to  employ. It  is very 
dou btful if they should sta nd  as  the  ult ima te in child protection in thi s hazard. 
The  General Federat ion o f Women's Clubs sta ted  at  the last  congressional hear­
ing  in 1963 tha t the  “Genera l Federat ion of Women’s Clubs applauds  the im­
proved protect ion tha t may be afforded by the  s tan dards  u nder Public Law 930, 
but  feels  th at  the  child behavio r stud ies of 1957 and aga in in 1963, indicate  
more improvem ent should be sou yht  in fu tur e manufactu re.”

Congressman Broyhill , who has taken many out standing and positive  actions 
to improve child protection  ha s had a bill before the  House Committee on 
He alt h and Safety for qui te some time. His  bill would amend  PL 930 by 
requir ing  furth er safety  improvement thro ugh  design in fu tu re  man ufac ture . 
This bill has  been endorsed by the  American Academy of P edi atr ics , the General 
Federat ion  of Women’s Clubs, the  Vete rans  of Fore ign Wars, the  2Vrlington 
Safety Council, and  other safety organ izatio ns. Congressman Broyhill is 
presen tly  considering extend ing  the  provis ions of his bill to include air -tig ht 
dishwashers . I mention  the se facts  in even t you may wish  to eva luate the  
effort a t correction through am ending exist ing national legis lation.

In 1954 a  Virgin ia law was  enacted which generally requ ired  th at  doors be re ­
moved from air -tig ht cab ine ts under  some circm ustances. The Arlington Safe ty 
Council recently passed a reso lution asking the Arlington delegation to cause  a 
review to be made of thi s law  in the  ligh t of developments  since its enactment.

I believe that  the  las t eleven years of concerned public  atte ntio n to this  
preventable childhood hazard ha s produced these r es ul ts :

(a ) Th at  the  sta nd ard sa fe ty  devices und er a public  law  afford less than 
50% of  the  child p rotection hoped  for in i ts enactment.

(b) Th at  cumbersome and d ifficult  improvised sa feg uar ds must be employed to 
pro tec t ch ildren in all  presen tly  designed models.

(c)  Th at  the best hope f or  improvement lies in inducing the industry to build 
into fu tu re  design and ma nufac tur e one simple  manua l safegu ard  that  would 
rep lace  these  numerous improvisa tions .

(d i Th at  the  long delay in  pa rti al improvement in the child-re frigerator 
problem, and now the gen era l dissat isfa ctio n with  autom obile safe ty, strongly 
sugges ts a need to review the adequacy  of  ou r overall na tional safe ty structure.

This concludes my rem ark s and if the re ar e any  questions I shal l be happy 
to  tr y  to answer  them.

(W hereup on , a t 1 1:35 a.m ., th e su bcommittee  was  ad jou rned , sub jec t 
to  c all .)
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