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ANIMAL DRU G AMEND MENTS OF 1965

MONDAY, JU NE  13, 1966

H ouse of Representatives,
Subcommittee on P ublic H ealth and Welfare

of ti ie  Committee on I nterstate and F oreign Commerce,
IV ashington, D.C.

The subcommittee met at 10 a.m., p ursu ant  to call, in room 2123, 
Rayburn House Office Building, Hon. John Jarman (chairman of the 
subcommittee) presiding.

Mr. J arman . The subcommittee will please be in order.
The hearings today are on H.R. 7655, introduced  by our colleague 

on the committee, Mr. O’Brien, and four identical bills: H.R. 7815 by 
our colleague on the  committee, Mr. Rogers of F lor ida ; H.R. 9542 by 
our colleague on the committee, Mr. Nelsen ; I I.R. 7797 by Mr. Hul l; 
and H.R. 8377 by Mr. Watt s.

Under existing law, the manufacturer  of an animal feed which con­
tains a drug  is treated as a new drug manufacturer , and is required to 
comply with section 505 of the Food and Drug Act which relates to new 
drugs, and section 409 of the act which relates to food additives.

In  addition, i f the feed contains an antibiotic, the manufac turer  must 
comply with the provis ions of section 507 of the Food and Drug  Act.

These provisions of law were initial ly designed from the point  of 
view of thei r applicability  to drugs, antibiotics, and food additives 
prim arily  for use by humans.

The purpose of these bills is to consolidate into one place in the law 
all of the current provisions rela ting to drugs  for administration to 
animals, both directly  and in their  feed or water.

There have been a number of recent developments in the adminis tra­
tion of the Food and D rug Act in  this area, inc luding the establishment 
of a separate bureau to deal with this area under Dr. Clarkson. It  is 
hoped th at this legislation will assist the Food and Drug Adminis tra­
tion in some simplification of procedures so as to enable tha t agency to 
act as promptly.

At this  point in the record there will be included the text of H.R. 
7655 and the agency reports thereon.

(The bill, II.R . 7655, and agency reports thereon, follow’:)
[H.R. 7655, 89 th  Cong., 1s t sess.]>

A BI LL  To pr ot ec t th e pub lic he al th  by am endin g th e Fe de ral  Food, Dru g, and Cosm eticAc t to  conso lidate  ce rta in  pro vis ion s as su ring  the sa fe ty  a nd  effe ctiveness of new anim al dru gs,  and fo r othe r pur pos es

lie  i t enacted by the Senate and House of Rep resentatives of the  United Sta tes  
of America in Congress assembled,  Th at  this Act may be cited as the  “Animal 
Dru g Amendments of 1965”.
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2 ANIMAL DRUG AMENDMENTS OF 19 65

NEW AN IM AL  DRUGS

Sec. 101. (a)  Section 501(a) of the Federa l Food, Drug, and Cosmetic Act, 
as amended, is amended by inserting before the period at the end thereof a 
semicolon and the following: “or (5) if it is a new animal drug which is unsafe 
within the meaning of section 511 or (6) if it is an animal feed bearing or 
containing a new animal drug, and such animal  feed is unsafe  within  the 
meaning of section 511”.

(b) Chapter V of such Act is amended by adding at the end thereof the 
following:

“new anima l drugs

“Sec. 511. (a )(1)  A new animal drug shall, with respect to any parti cula r 
use or intended use of such drug, be deemed unsafe for the purposes of section 
501 (a)(5)  and section 402 (a) (2) (D) unless—

“(A) There is in effect an approval of an application filed pursuant  to 
subsection (b) of this section with respect  to such drug by the manufac turer, 
packer, or distr ibutor of such drug or of any of its drug components, or 
the manufac turer, packer, or dist ributor of 'the animal  feed bearing or 
containing such drug,

“ (B) such drug, its labeling, and such use conform to such approved 
application, and

“ (C) in the case of a new animal drug subject to subsection (n) of this 
section and not exempted therefrom by regulations, it is from a batch with 
respect to which a certificate or release  issued pursuant  to subsection (n) 
is in effect with respect to such drug.

“(2) An animal feed bearing or containing a new animal drug  shall, with 
respect to any part icula r use or intended use of such animal feed, be deemed 
unsafe for the purposes of section 501(a) (6) unless—

“ (A) there is in effect an approval of an application filed pursuant to sub­
section (b) of this section with respect to such drug, as used in such animal 
feed,

“ (B) there is in effect an approval of an application filed by its manu­
facturer, packer, or distr ibutor pursuan t to subsection (m) (1) of this section 
with respect to such animal feed, and

“ (O) such animal feed, its labeling, and such use conform to the conditions 
of use published pursuant to subsection (i) of this  section and to the applica­
tion with respect thereto approved under subsection (m) of th is section.

“ (3) A new animal d rug or an animal feed bearing or containing a  new animal 
drug shall not be deemed unsafe for the purposes of section 501(a)  (5) or (6) if 
such article is for investigational  use and conforms to the terms o f an exemption 
in effect with respect thereto under section 511 (j ).

“ (b) Any person specified in subsection (a) (1) may file with the Secretary an 
application with respect to any intended use o r uses of a new animal drug. Such 
person shall submit to the Secretary as a  p art of the application (1) full reports 
of investigations which have been made to show whether or not such drug is 
safe and effective for  use; (2) a full list of the artic les used as components of 
such drug; (3) a full statement of the composition of such drug ; (4) a full 
description of the methods used in, and the facilities and controls used for, the 
manufacture,  processing, and packing of such drug, or in th e case of such a drug 
which consists of two or more drug components and  which is intended for use in 
animal feed, a description of the methods, facilities,  and controls used in the 
prepara tion of each new drug component of such drug; (5) such samples of such 
drug and of the article s used as components thereof as the  Secretary may req uir e; 
(6) specimens of the labeling proposed to be used for such drug, or in case such 
drug is intended for use in animal feed, proposed labeling appropriate for such 
use, and specimens of the labeling for the drug to be manufactured, packed, or 
distribu ted by the applicant; (7) a description of practicable methods for deter­
mining the quantity, if any, of such drug in or on food, and  any substance formed 
in or on food, because of it s use; and (8) the proposed tolerance or withdrawal 
period for such drug if any tolerance or withdrawal period is required in order to 
assure th at the proposed use of such drug will be safe.

“ (c) Within one hundred and eighty days after the  filing of an application 
pursuant to subsection (b) , or such additional period as may be agreed upon 
by the Secretary and the applicant, the Secretary  shall either (1) issue an 
order approving the application if he then finds tha t none of the grounds for 
denying approval specified in subsection (d) applies, or (2) give the  applicant
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notice of an oppor tunity  for a hearing before the Secretary  under  subsection 
(d) on the question whether such application is approvable. If the applicant 
elects to accept the opportunity  for a hearing by written request within thir ty 
days after such notice, such hearing shall commence not more than ninety days 
aft er the expirat ion of such thir ty days unless the Secretary and the applicant 
otherwise agree. Any such hearing shall thereafter be conducted on an ex­
pedited basis and the Secretary’s order thereon shall be issued within  ninety 
days aft er the date fixed by the Secretary for  filing final briefs.

“ (d )(1)  If  the Secretary finds, af ter due notice to the applicant in accordance 
with subsection (c) and giving him an opportunity for a hearing, in accordance 
with said subsection, tha t—

“ (A) the investigations, reports of which are required to be submitted 
to the Secretary  pursuant  to subsection (b), do not include adequate tests  
by all methods reasonably applicable to show whether or not such drug is 
safe for use under the conditions prescribed, recommended, or suggested in 
the proposed labeling there of;

“ (B) the resul ts of such tests show that  such drug is unsafe for use 
under such conditions or do not show that such drug is safe for use under 
such condit ions;

“ (C ) the methods used in, and the facili ties and controls used for, 
the manufacture, processing, and packing of such drug and each new drug 
component of such drug are inadequate to preserve its identity, strength, 
quality, and p ur ity ;

“(D) upon the basis of the information submitted to him as par t of the 
application, or upon the basis of any other information before him with re­
spect to such drug, he has insufficient informat ion to  determine whether such 
drug is safe for use under such conditions;

“ (E) evaluated  on the  basis of the  information submitted to him as par t 
of the application and any other information before him with respect to 
such drug, there is a lack of subs tantial evidence tha t the drug will have 
the effect i t purports or is represented to have under the conditions of use 
prescribed, recommended, or suggested in the proposed labeling thereof ;

“ (F)  upon the basis of the information submitted to him as par t of the 
application or any other informat ion before him with respect to such drug, 
the tolerance limitation proposed, if any, exceeds tha t reasonably required 
to acomplish the physical or other technical effect for which the drug is 
intended;

“ (G) based on a fa ir evaluat ion of all material facts, such labeling is 
false  or misleading in any par tic ular ; or

“ (H) such drug induces cancer when ingested by man or animal or, a fte r 
tests which are appropriate  for the evaluation of the safety of such drug, 
induces cancer in man or animal, except that the foregoing provisions of this 
subparagraph shall not apply with respect to such drug if the Secretary 
finds that, under the conditions of use specified in proposed labeling and 
reasonably certain to be followed in practice (i) such drug will no t adversely 
affect the animals for which i t is intended, and (ii) no residue of such drug 
will be found (by methods of examination prescribed or approved by the 
Secretary by regulations, which regulations shall not be subject to sub­
section (c),  (d) , and (h )) , in any edible portion of such animals aft er  
slaugh ter or in any food yielded by or derived from the living a nim als ;

he shall issue an order refusing to approve the appl ication. If, aft er such notice 
and opportunity for hearing, the Secretary finds th at subparagraphs (A) through 
(H) do not apply, he shall issue an order approving the application.

“ (2) In determining whether such drug is safe for use under  the conditions 
prescribed, recommended, or suggested in the proposed labeling thereof, the 
Secretary  shall consider, among other relevant factors  hereinbefore  set forth, 
(A) the probable consumption of such drug and of any substance formed in or on 
food because of the use of such drug, (B) the cumulative effect on man or 
animal of such drug, taking into account any chemically or pharmacologically 
related substance, (C ) safety factors which in the opinion of experts, qualified 
by scientific train ing and experience to evaluate the safety of such drugs, are 
generally recognized as appropriate  for the use of animal experimentation data, 
and (D) whether the conditions of use prescribed, recommended, or suggested 
in the proposed labeling are reasonably certa in to be followed in practice. Any 
order issued under this subsection re fusing to approve an application  shall state  
the findings upon which it is based.
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“ (3) As used in thi s subsec tion and  subsection (e) , the  term  ‘sub stantial evidence’ means  evidence cons isting of adequa te and well-controlled investiga­tions, including field investigation, by e xperts qualified  by scienti fic tra ini ng  and experience to eva lua te the effectiveness of the  drug  involved, on the basis of which it could fa irly and responsibly be concluded by such experts th at  the drug will have the effect it  purpor ts or is represe nted  to have under the condi tions  of use prescr ibed, recommended, or suggested in the  label ing or proposed  labeling thereof .
“ (e) (1) The  Secreta ry shall , af te r due notice  and  opportunity  for hea ring to the  appl icant, issue  an order withdraw ing  approval of an appl ication filed p ur­sua nt to subsec tion (b) wi th respe ct to any new anim al drug if the  Secretary  finds—

“ (A) that  experience or scientific da ta  show th at  such drug is unsa fe for use und er the condit ions of use upon the basi s of which the appl icat ion was appro ved;
“ (B) that  new evidence not containe d in such appl icat ion or not avai lable  to the Sec reta ry unt il af te r such app lica tion  was approved, or tes ts by new methods,  or tes ts by methods not  deemed reaso nably applicable when such application was approved, eva lua ted  t oge ther with  the  evidence availab le to the Secreta ry when the applica tion  was approved, shows th at  such drug is not shown to be safe  for  use und er the condi tions of use upon the  basis  of which the appl ication was  approved or t ha t sub paragraph  (I I)  of paragra ph (1) of subsection (d) applies to such d rug;
“ (C ) on the  basi s of new info rma tion  before  him with  respe ct to such drug, evaluate d toge ther  w ith  the  evidence ava ilab le to him when the appli­cation was approved, that  the re is a lack of sub stantial evidence th at  such drug will have the  effect it purpo rts  or is represen ted to have  under the condi tions  of use prescribed, recommended, or suggested in the  labeling the reo f; or
“ (D)  that  the appl icat ion con tains any un tru e sta tem ent  of a materi al fa c t; or
“ (E) th at  the app licant has  m ade any  s ignificant changes from the stand­point of safe ty or effectiveness beyond the  var iati ons  provided for in the  appl ication (unless t he  ar tic le is no longer a new anim al drug) unles s he has supplemented the appl ication by filing with the  Sec reta ry adequa te informa­tion respecting all such changes and  unless the re is in effect an approval  of the  supplemental application . The  suppleme ntal appl icat ion shall be trea ted  in the same manner as the original application .

If  the  Secretary  (or in his absence the  officer acting as Sec reta ry)  finds that  the re is an imminent haz ard  to the hea lth  of man or of the anim als for  which such drug is intended, he may suspend the  approval of such appl icat ion immedi­ately,  and give the app licant prom pt notice  of his actio n and afford  the applicant the  opportuni ty for an expedited hea ring  und er th is  secti on ; bu t the  autho rity  confe rred by th is sentence to suspend the approva l of an applica tion  sh all not be delegated.
“ (2) The Secretary  may also, af te r due notice and opportu nity  for  hearing  to the  applicant, issue a n order withdraw ing  th e a pprova l o f an appl ication with  respect to any new animal  drug und er thi s section  if the  Secreta ry finds—“ (A) tha t the  app licant has  fai led  to esta blish a system for mainta ining required records, or has  repe ated ly or delibera tely  faile d to mainta in such records or to make required reports  in accord ance with  a regu lation or o rder  under subsection (1), or the  app lica nt has  refused to permit  access to, or copying or verification of, such records as required by paragraph  (2) of such subsection;

“ (B) that  on the basis of new informa tion  before  him,  evaluated toge ther  with the evidence before him when the applicat ion was approved, the methods used in, or the  fac ilit ies  and cont rols used for, the man ufac ture,  processing, and packing of such drug are inadeq uate to assure  and preserve its identity, strength, qua lity , and purity  and were not  made  ade qua te w ithin  a reasonable time a fte r receip t of wr itte n notice from the Secreta ry specify­ing the matter complained  of ; or
“ (C ) that  on the basi s of new info rma tion  before him, evaluated toge ther  with the evidence before him when the applicat ion was  approved, the label­ing of such drug, based on a fa ir  eva luat ion of a ll ma ter ial  facts,  is false or misleading in any pa rticu lar  and was not corrected with in a reasonable  time af te r receip t of wri tten notice from the  Sec reta ry specifying the ma tte r com­plained of.
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“ (3) Any order und er this subsection shal l sta te  the findings upon which it  is 
based.

“ (f)  Whenever the Sec reta ry finds th at  the  fac ts so requi re, he shall revoke 
any  previous order und er subsection (d ), (e ), or (m) refus ing, withdrawing, or 
suspending approval  of an applicat ion and  shal l approve such app lica tion  or 
rei ns tat e such approval, as may be app ropriate.

“ (g) Orders of the  Secreta ry issued under thi s section (other tha n orders 
issuing, amending, or repealing  regu lations) shal l be served  (1) in person by 
any officer or employee of the departm ent  designated by th e Secreta ry or (2) by 
mailing the order by registe red mail or by certifi ed mail addressed to the  ap­
plic ant or respondent at  his last known add ress in the  records of the  Secretary .

“ (h)  An appeal  may be taken by the app lica nt from an order of the Secreta ry 
refusing  or with drawin g approval  of an appl icat ion filed under subsection (b) 
or (m) of thi s section. The provisions of subsection  (h)  of section  505 of this 
Act sha ll govern  any such appeal.

“ (i)  When a new animal  drug  applicat ion filed p urs uant to subsection (b) is 
approved, the  Secreta ry shall publ ish in the  Fed era l Reg iste r the  name and ad ­
dress of th e app licant and the indicatio ns for  use  of the  new anim al drug covered 
by such application, including any tolerance  and wi thd raw al period, and, if such 
new anim al drug  is inten ded for  use in animal  feed, app rop ria te purposes and 
condi tions  of use (inc luding special  label ing requiremen ts) applicable to any 
animal  feed for use in which such drug is approved, and  such other info rmation  
upon the bas is of which such applicat ion was  approved, as the Secreta ry deems 
necessary  to as sure the sa fe and effective use of such drug.

“ (j ) To the exten t consistent with the public hea lth,  the  Secreta ry shal l 
prom ulga te regu lations  for  exempting  from the  operatio n of this section  new 
animal drugs, and  anim al feeds  bear ing or con tain ing new anim al drugs, in­
tended solely for  inve stigational use by exp erts qualified by scientific tra in ing 
and  experience to investigate  the  safe ty and  effectiveness of anim al drugs. 
Such regu lations may, in the  disc retion of th e Secreta ry, among oth er condi tions 
rel ating to the  protectio n of the  public  hea lth,  provide for  conditioning such 
exemption upon the  establishment and  maintenance of such records, and the 
making of such report s to the  Secretary, by the  manufac tur er or the  sponsor  
of the  investig ation  of such arti cle , of da ta (inc luding but not limited to analy ti­
cal reports  by investigators) obta ined  as a res ult  of such investigational use 
of such article, as the Sec reta ry finds will enable him to eva luate the safety  
and  effectiveness  of such art icl e in the event of the  filing of an appl icat ion 
pu rsu ant to thi s section. Such regu lations, among oth er things, sha ll set for th 
the condit ions (if  any ) upon which anim als tre ate d with such articles, and 
any products  of such anim als (before or af te r slaugh ter ) may be m arketed for  
food use.

“ (k ) While  approva l of an app lica tion  for a new animal drug is effective, 
a food shal l not, by reason of bear ing or con taining such drug or any  sub­
stan ce formed in or on the  food because  of its use in accordance with such 
applicat ion (including the conditions of use prescribed pursu an t to subsection 
( i ) ), be considered adult era ted  wi thin the mean ing of clause (1) of section 
402(a ).

“ (1) (1) In  the  case of any new animal  drug  for  which an approva l of an 
appl icat ion filed pursu an t to subsection  (b) is in effect, the  app licant shal l 
establish  and  maintain  such records, and  make such reports  to the  Secretary , 
of da ta relating  to exper ience  and  other da ta or information, received or oth er­
wise obta ined  by such app lica nt with respect to such drug, or with respect to 
anim al feeds bearing  or contain ing such drug,  as  the  Sec reta ry may by general 
regulation, or by order with respect to  such appl ication, prescribe on the  basis  
of a finding th at  such records and  rep ort s are necessary  in ord er to enable  the 
Sec reta ry to determ ine, or facil ita te a dete rmination, whether the re is or may 
be ground for  invoking subsec tion (e) or subsec tion (m) (4) of thi s section. 
Such regu lation or o rder shall  provide , where the Sec reta ry deems it to be appro­
priate , for  the  exam ination, upon request, by the persons to  whom such regu la­
tion or order is applicab le, of sim ilar info rma tion  received or otherwise obtained 
by the  Secretary.

“ (2) Every person required und er this subsection to ma intain  records , and 
every person in charge or custody thereof, shall , upon reques t of an officer or 
employee designated by the Secreta ry, permit  such officer or employee at  all  
reasonab le times to have  access to and copy and  ver ify such records.

65 -2 71 — 6(5-
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“ (m )(l)  Any person specified in subsection (a )( 2 ) may file with  the  Secre­tar y an application with  respec t to any intended use or uses of an animal feed bear ing o r con taining a  new animal d rug. Such person shal l subm it to the Secre­tary as pa rt of the appl ication (A) a full sta tem ent  of the  composition of such animal feed, (B) a full  descript ion of the methods used in, and the faci litie s and controls used for, the  m anufacture,  processing, and packing of such animal feed, (C) specimens of the labeling proposed to be used for  such animal feed, and (D) if so requested  by the Secretary , samples of such animal  feed or  components thereof.
“ (2) Within nine ty days  af te r the  filing of an appl icat ion pursu ant to sub­section  (m) (1) , or  such a ddi tional period  as  may be agreed upon by the  Secre tary  and  the  applicant , the  Secreta ry sha ll either  (A) issue an ord er approving the applicat ion if he then finds th at  none of the  grounds for denying approval specified in  par agr aph  (3) applies , or (B)  give the  app licant notice  of an oppor­tunit y for  a hearing  before  the Sec reta ry under parag rap h (3) on the question whether such application is approvable. The p roced ure governing such a hearing  shal l be the  procedure set forth in the  la st two sentences of  subsection (c) .“ (3) If  the Secreta ry finds, af te r due no tice t o the app licant in accordance with pa rag rap h (2) and giving  him an  opportunity  for  a hea ring  in accordance with  said  subsection, tha t—

“ (A) upon the basi s of info rmation subm itted  to him as pa rt of the application, or upon the  basi s of any other info rmation  before  him with  respe ct to such anim al feed, the purposes and conditions of use prescribed, recommended, or suggested in the label ing of such anim al feed do not con­form to the applicable purposes and condit ions of use (inc luding w arnings)  published pur sua nt to subsection (i) or such labeling omi ts or fa il to conform to other applicable info rmation  published pursu an t to subsection (i)  ;“ (B) the methods used in, and  the  facilit ies  and controls  used for, the manufactur e, processing, and packing of such animal feed are inadequa te to preserve the  iden tity,  stre ngth, quali ty, and pu rity of the  new anim al drug th er ein; or
“ (C) based on a fa ir  eva luat ion of all ma ter ial  fac ts, such labeling is false or mislead ing in any p ar ti cu la r;

he shal l issue an order refu sing to approve the  application . If. af te r such notice and  opportunity fo r hearing, the  Secre tary  finds th at  su bpa ragraphs (A) through  (C) do not apply, he shall issue an o rder approving  the  application.“ (4) (A) The Sec reta ry shal l, af te r due notice  and opportu nity  for  hearing  to the applicant,  issue an ord er withdrawing approval  of an appl icat ion with  respect to any anim al feed und er thi s subsection if the  Sec reta ry finds—“ (i)  that  one or more of the grounds set for th in subsection (e) requires the withdrawal o f the approval of the application filed pu rsu ant to subsection (b ), on the  basis  of which approval  the  approval  of such application filed pursu ant to pa rag rap h (1) was g ranted ;
“ (ii)  th at  the  application contains  any untru e stat ement  of a material fa c t; or
“ (iii ) that  the  app lica nt has  made any signif icant changes from the stan dpo int of safety  or effectiveness beyond the  varia tions provided  for  in the  application (unless the  anim al feed no longer  bear s or contains  a new anim al drug) unless he has  supplemented the  applicat ion by filing with the  Secreta ry adequa te info rmation  respecting  all such changes  and unless  the re is in effect an approva l of the supplemen tal application . The sup­plemental appl ication shall be treated in the same man ner as the original application.

If  the  Secreta ry (or  in his  absence the  officer acting as Sec reta ry) finds that  the re is an imminent hazar d to the  hea lth of man or of the anim als for  which such anim al feed is intended, he may suspend the  approval  of such application immediately,  and give the app licant prom pt notice of his action  and afford the app lica nt the  opportunity for  an expedited hea ring  under this sub sec tion; but  the auth ori ty conferred by this  sentence shall not be delegated.“ (B) The Secreta ry may also, af te r due notice  and opportunity  for  hearing  to the  applicant , issue an order withdraw ing the  approva l of an appl ication wi th respect to any  animal feed under thi s subsec tion if the  Secreta ry finds— “ (i) th at  the  app lica nt has  failed to establish a system for  mainta ining requ ired records , or has  repeatedly or delibera tely  fail ed to mainta in such records or to make requ ired  reports in accordance w ith a regu lation or order und er parag rap h (5) (A) of this subsection , or the  applicant has refused to
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permit  access to, or copying or verif ication of, such records as requ ired  by 
subparagraph  (B)  of such parag rap h ;

“ (ii)  that  on the  bas is of new info rmation  before him, eva lua ted  to­
gether with  the  evidence before him when such appl ication was  approved, 
the  methods used in, or the  facilit ies  and cont rols used for, the  manufac ­
ture , processing , and  packing  of such anim al feed are  inadequate to assure  
and  preserve  the  iden tity , stre ngth, qua lity,  and purity of the new anim al 
drug therein,  and  were  not  made adequate  within a reasonable time  af te r 
rece ipt of wr itten  notice  from the  Secretary , specify ing the  matt er  com­
plained o f ; or

“ (ii i) th at  on the  bas is of new info rma tion  before  him, eva luated to­
gether  w ith the  evidence before him when the  applicat ion was approved, the 
label ing of such animal  feed, based  on a fa ir  eva luat ion of all materi al 
fac ts, is false or misle ading in any pa rticu lar  and was not  corrected with in 
a reaso nable  time a fter  receipt of wr itte n notice  from the Secreta ry specify­
ing the m att er  complained of.

“ (C ) Any order  under  pa rag rap h (4) of th is subsection shall sta te the findings 
upon which it i s based.

“ (5) In  the  case of any  animal  feed for which an  approval  of an application 
filed pu rsu an t to this subsection is in effect—

“ (A) the  app licant shal l esta blish and maintain  such records, and make 
such reports  to the  Secreta ry, or (a t the  option  of the  Sec reta ry)  to the 
appro priate  person or persons holding an approved applica tion  filed under 
subsection  (b), as the  S ecre tary  may by genera l regu lation, or by o rder  with 
respect to such application, prescribe on the basis  of a finding that  such 
records and  reports  are  necessary  in order to enable the Sec reta ry to de­
termine, or fac ili tat e a dete rmination, whethe r the re is or many be ground  
for  invoking subsec tion (e) or pa rag rap h (4) of th is subsection.

“ (B)  every person required under th is subsec tion to maintain  records, 
and  every person in charge or custody thereof, shall,  upon requ est o f an officer 
or employee designated by the  Secretary , permit  such officer or employee at  
all reasonable  tim es to have access to and  copy and  ve rify  such records.

“ (n ) ( l)  The Secretary , pu rsu an t to regu lations  prom ulga ted by him, shall 
provide for the  certific ation  of batches of a new animal drug  composed wholly or 
partly of any kind of penicillin, strep tomycin, chlortet racycline, chloramphenicol , 
or baci trac in, or any derivative thereof,  except for  any such drug inten ded for 
use in anim al feed. A batch of any such drug  shall Ite certified if an approval  of 
an applicat ion filed pursu ant to subsection (b) is effective with respect to such 
drug  and  such drug  has  the chara cte ris tics of identi ty and such batc h has  the  
chara cte ris tics of strength, qual ity, and  pur ity  upon the  basi s of which the 
appl icat ion was approved, but  shal l n ot otherwise be certified. Pr ior to the effec­
tive  date of such regu lations the  Secretary, in lieu of certif icatio n, shall  issue a 
release for any batc h which, in his judgment, may be re lease d withou t risk  as to 
the  safe ty and  efficacy of its  use. Such release shal l prescribe the  date of its 
exp irat ion  and other conditions und er which it  sha ll cease to be effective as to 
such batc h an d as to  portions thereof .

“ (2) Regulations provid ing for such certi ficat ions  shall contain such p rovisions 
as are  necessary to carr y out the  purposes of thi s subsection, including provisions 
presc ribing—

“ (A) tes ts and methods of assay to  de term ine compliance w ith applicable 
standard s of identity and  of stre ngth, qual ity, and  puri ty ;

“ (B)  effective period for  certif icates, and  other conditions under which 
they  sha ll cease to be effective as to certif ied batches and  as to port ions 
ther eo f;

“ (C ) adminis tra tion and procedure ; and
“ (D)  such fees, specified in such regu lations, as are necessary  to provide, 

equip, and ma intain  an a dequate certific ation  service.
Such regulat ions sha ll prescribe only such tes ts and  methods of assay as will 
provide for  certi ficat ion or rejection wi thin the sho rtest time  co nsis tent with  the 
purposes of this  subsection.

“ (3) Whenever, in the judgment of the Secretary , the requ irem ents  of this 
subsection with respect to any  drug or class of d rugs  a re  not necessary  to insure 
that  such drug  conforms to the  sta ndard s of iden tity,  stre ngth, qua lity,  and 
purity applicable  thereto und er parag rap h (1) of this subsection, the  Secreta ry 
shal l prom ulga te regu lations  exempting  such drug or class  of drugs from such 
requirements.  The  provisions of subsection (c) of sec tion 507 of  th is Act (other  
tha n the  firs t sentence thereof) sha ll apply  under th is paragr aph .
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“(4) The Secretary shall promulgate regulations exempting from any require­ment of this subsection—
“(A) drugs which are to be stored, processed, labeled, or repacked at establishments other than those where manufactured, on condition that  such drugs comply with all such requirements upon removal from such establish­ments ; and
“ (B ) drugs which conform to applicable standards of identity, strength, quality, and purity  prescribed pursuant to this subsection and  are intended for use in manufacturing other drugs.“ (5) The procedure for the issuance, amendment, or repeal of any regulation contemplated by this subsection shall be in accordance with subsection (f) of section 507 of this Act.

“ (6) Where any drug is subject to th is subsection and not exempted therefrom by regulations, the compliance of such drug with sections 501(b) and 502(g) shall be determined by the application of the  s tandards of strength, quality, and purity  applicable under paragraph (1) of th is subsection, the tests and methods of assay applicable under provisions of regulations referred to in paragraph (2) (A) of this subsection, and the requirements of packaging and labeling on the basis of which the application with respect to such drug filed under sub­section (b) of this section was approved.”
DEFINIT IONS

Sec. 102. Section 201 of the Federa l Food, Drug, and Cosmetic Act, as amended, is amended by—
(a)  inserting “(except a new animal drug or an animal feed bearing or containing a new animal dru g)” after “Any drug” in subparagraph (1) of paragraph (p) ;
(b) inserting “ (except a new animal drug or an animal feed bearing or containing a new animal  drug )” after “Any drug” in subparagraph (2) of paragraph (p) ;
(c) striking out the period at  the end of subparagraph  (4) of paragraph (s) and inserting in lieu thereof  “ ; or”, and by adding a new subparagraph (5) to read as follows : “ (5) a new animal drug,” ;(d) inserting 511,” a fte r “409” in paragraph (u) ; and(e) adding a t the end of such section the following new paragraphs: “(v) The term ‘new animal drug’ means any drug intended for use foranimals other than man, including any drug intended for use in animal feed, but not including such animal feed—

“(1) the composition of which is such tha t such drug is not generally recognized, among experts qualified h.v scientific train ing and experience to evaluate the safety and effectiveness of animal drugs, as safe and effective for use under the conditions prescribed, recommended, or suggested in the labeling thereof; except that such a drug not so recognized shall not be deemed to be a ‘new animal  drug’ if at any time prior to June 25, 1938, it was subject to the Food and Drug Act of June 30, 1906, as amended, and if at such time its labeling contained the same representations  concerning the conditions of its use ; or
“(2) the composition of which is such tha t such drug, as a result of in­vestigations to determine its safety and effectiveness for use under such conditions, has become so recognized but which has not, otherwise than in such investigations, been used to a mater ial extent cr for a mater ial time under such conditions.
“(w) The term ‘animal feed’, as used in paragraph (v) of this  section, in section 511, and in provisions of this Act re ferring to such paragraph or section, means an artic le which is intended for use for food for animals other than man and which is intended for use as a substantial source of nutrients in the  die t of the animal, and is not limi ted to a mixture intended to be the sole ration of the animal.”

PROHIBITED ACTS AND PENA LTIES
Sec. 103. Section 301 of the  Federal Food, Drug, and Cosmetic Act, as amended, is amended by—

(1) striking out “or” before “507,” and insert ing “, or 511 (j ),  (1), or (m )” afte r “507 (d) or (g )” in parag raph (e ),a nd(2) adding “511,” after “507,” in paragraph (j ).
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AN IM AL  DRUGS IN  FEED S

Sec. 104. Section 402 of the Federal Food, Drug, and Cosmetic Act, as amended, 
is amended, by—

(1) striking out the word “or” before “ (i ii )” in clause (A) of subpara­
graph (a)  and inserting or (iv) a new animal drug” afte r the words 
“color additive” therein; and

(2) adding before the semicolon following “commodity” at  the end of the 
proviso to clause (C) of subparagraph (2) of paragraph (a) the  follow­
ing: “or (D) if it  is, or it bears or contains a new animal drug which is 
unsafe with in the meaning of section 511”.

AN TIB IOT IC DRUGS FOR AN IM AL S

Sec. 105. (a)  Section 502 of the Federal, Food, Drug, and Cosmetic Act, as 
amended, is amended by inse rting “(except a drug fo r use in animals other than 
man) ” afte r “represented as  a drug” in subsection (1).

(b) Section 507 of such Act is amended by insert ing “ (except drugs for use 
in animals o ther th an ma n)” a fte r “drugs” in the first sentence of subsection (a) .

AN IM AL DRUGS FOR EXPORT

Sec. 106. Section S01(d) of the Federal  Food, Drug, and Cosmetic Act, as 
amended, is amended by adding at  the end thereof the following: “Nothing in this 
subsection shall authorize the exportation of any new animal drug, or an 
animal feed bearing or containing a new animal drug, which is unsafe within 
the meaning of section 511 of this  Act.”

EFF ECTIV E DATE AND TR AN SIT ION AL  PROVISIONS

Sec. 107. (a) Except as otherwise provided in this section, the amendments 
made by the  foregoing sections shall take effect on the first day of the seventh 
calendar month which begins after the date of enactment  of th is Act.

(b)(1 ) As used in this subsection, the term “effective date” means the date 
specified in subsection (a) of this section; and the term “basic Act” means the 
Federa l Food, Drug, and Cosmetic Act.

(2) An application filed, or considered under regulations  to have been filed, 
pursuant  to section 505(b) of the basic Act which, on the day immediately 
preceding the effective date, was, or was deemed to be, an application “ap­
proved” under section 505 of that Act, or a new drug master file considered 
approvable except for final printed labeling under section 505 of tha t Act, shall 
as of the  effective date, if such application for master file covered a new animal 
drug, or an animal feed bearing or containing a new animal drug, be deemed, 
upon notification to the Secretary by the holder of such application for master  
file (which notification may be filed before the effective date) to be an appli­
cation “approved” with respect to such drug or animal feed by the Secretary 
under the applicable provisions of section 511 of the basic Act as amended by 
this Act, but section 511 (i) shall not apply to such drug or animal feed except 
as provided in paragraph (3) of th is subsection.

(3) (A) If, on the day immediately preceding the effective date, a published 
regulation then in force under section 409 of the basic Act se t forth  the condi­
tions of use of a food additive and if, with respect to such use, such substance 
is a new animal drug or an animal feed bearing or containing such a drug 
within the meaning of that Act as amended by this Act, the conditions of use 
specified in such regulation for such drug, or for such animal feed, including 
but not limited to any specified tolerance limitation or w ithdrawal period, shall, 
beginning with the effective date, be considered as conditions of use published 
under section 511 (i) of t ha t Act as  added by th is Act, but nothing in this sub- 
paragraph shall be construed to dispense wi th any requirement of that Act, as 
amended by this Act, for the filing and approval of an application under such 
section 511 with respect to such drug or animal feed unless by reason of other 
provisions of this section such an approval is deemed to be in effect.

(B) If, on the day immediately preceding the effective date, an application 
or master  file covering a new animal drug, was an application approved, or 
deemed to be approved, under section 505 or 507 of th e basic Act but such drug 
was then excluded from the term “food additive” by reason of clause (4) of 
section 201 (s) of the  basic Act, and if, as of the effective date, such application 
or master file is to be deemed, under other provisions of this section, an appli-
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cation  approved under section 511 as added to th at  Act by thi s Act, the  Secre­tar y shall, as soon as pract icable , comply with  the publication requ irem ents  of subsection (i)  of such section 511 with respect to such drug in the same manner as though such application had been ini tia lly  approved under such section.(4) An approved ini tial  request, including approved amendments the reto for certif icatio n of a drug  pursu ant to section 507 of the  basic Act, which was covered by a regu lation in effect on the  date imme diate ly preced ing the effec­tive date shall , if such application  covers a new anim al drug, be deemed, as of the effective date , to be an application “approved” by the Secreta ry under sec­tion 511 of the basic Act as amended by thi s Act, but  section 511 (i) shal l not apply to such drug  except as provided in parag rap h (3) of thi s subsection.(5) If, on the  day immediately preceding the  effective date,  a new animal drug, or an anim al feed bear ing or contain ing such a drug, was, with  respect  to any pa rti cu lar use or intend ed use thereof, exempt from the requ irement of batch  certi ficat ion under section 507 of the  basic Act by vir tue  of a regulation then in effect pur suant to subsection (c) of that  section, the  ini tia l request for such certi fication or exemption (with  any subsequent  amendments thereto)  filed p ursuan t to section 507 shall,  upon notice by the  hold er of such exemption to the Secretary , be deemed, as of the  date  of such notice, an appl ication approved under section 511 of the  basic Act as amended by thi s Act with respect to such use of such drug  or anim al feed. The Sec reta ry shal l, as soon as pract icable, comply with the  publication  requ irem ents  of subsection (i)  of such section 511 with  respect to such drug in the  same  manner as though such appl ication had been ini tia lly  approved under  such section.
(6) Any application or peti tion under section 409, 505 or 507 of the basic Act which is pending on the effective da te shal l be deemed, if it  covers a new anim al drug, or an animal feed bear ing or containing a new anim al drug, to be an ap­plica tion {lending under the  applicable provisions of section  511 of the basic Act as amended  by thi s Act, and the  filing date und er such section 511 shall  be deemed to be the date on which the  peti tion  or appl icat ion was actual ly filed.(7) In  the case of any drug (other  tha n a drug  subj ect to section  511 (m) of the  basic  Act as amended  by thi s Act) intend ed for  use in anim als othe r than man which, on October 9, 1962, (A) was commercially used  or sold in the  United States, (B)  was not a new drug as defined by section  201 (p) of the basic Act then in force, and (C) was  not  covered by an effective appl ication under section  505 of th at  Act, the  words  “effectiveness” and  “effective” contained in section  201 (v) as added by thi s Act to the  basic Act sha ll not apply to such drug  when intended solely for use under conditions prescribed , recommended, or suggested in labeling  with re spect to such drug on th at  day.
(8) (A) If a drug with  respe ct to which, by vir tue  of par agr aph  (4) of this  subsection, an approved initial reques t for batch  certi ficat ion pursu ant to section 507 o f the  basic Act is deemed, with  respec t to any pa rti cu lar use of such drug, to be an application approved by the Secreta ry und er section 511 of  tha t Act and if, w ith respect to such use. such drug is  also subject to subsection (n) of section 511 on the  effective date,  the  standard s of identity and  of strength, qua lity,  and pur ity applicab le to  such drug w ith respect to  such use under regu lations in force pursu ant to section 507 on the  day preceding the effective date shall be deemed to be the standa rds  appl icable thereto  und er section 511 (n) beginning with  the effective date, unless and until  such standard s are  changed by approval  of a supplemental  application filed under section 511(b)  or, pending such filing and  approval, by amendmen t of such regu lations by the Secretary , in which event such new standard s shall  apply.
(B) Subject  to sub paragraph  (A) of thi s par agraph , regu lations (including exempting regu lations) und er section 507 of the basic  Act tha t, on the  day pre­ceding the effective date,  were  applicab le to a drug  w ith respec t to any use with respect to which it  is sub ject  to section 511 (n) on the  effective date , shall, be­ginning with  the la tte r date, apply (with any applicable subsequent  amendments) to such drug  with respect to such use  as  if  issued under section 511 (n ), unless and unti l regu lations specifically applicable thereto  unde r section 511 (n) are  in effect except that  references in such regu lations to section 502(1) and to section 507 of the basic Act shall be deemed to refe r to subp aragraph (C) of subsection (a)  (1 ), and to subsect ion (n ), respectively , of sect ion 511.
(C) Regulations providing for  fees (and advance deposits to cover fees) which on the day preceding the  effective date were in effect pur sua nt to section 507 of the basic Act shall,  except as the Secreta ry may otherwise  prescribe, be deemed to apply also under section  511 (n)  of the basic Act, and app ropriat ions of fees (and
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advance deposits) available for the purposes specified in such section 507 as in effect prior to the effective date  shall also be avai lable for the purposes specified in section 511 (n) , including preparatory work or proceedings prior to the effective date.

(9) Terms used in this section shall have the same meaning as they have when used in the basic Act, as amended by this Act.

D epa rtme nt  of H ea lt h, E ducation, and W elfare ,
Washington, D.C., June 13, 1966.Hon. H arle y O. Staggers,

Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

D ear Mr. Cha ir man  : This is in response to the request for a report on H.R. 7655, the proposed “Animal Drug Amendments of 1965'’ to the Federal Food, Drug, and Cosmetic Act.
The bill would (1) establish  a separate category of “new animal drugs” (a term defined along the lines of the present “new-drug definition”) but limited to drugs intended for use for animals ; (2) exclude such drags and medicated animal feed containing such drugs from the present new-drug requirements of the Act, from the food additive requirements of the Act with respect to food additives, and from the  section (§ 507) of the Act requiring batch-by-batch certification of an ti­biotics, and would replace these three types of requirements with a new set of requirements for “new animal drugs” and medicated feeds containing the sub­stant ive equivalent of most of the above-mentioned provisions which the bill would sujiersede, including batcli-by-batcli certification for those veter inary ant i­biotics referred to in $ 507 of the present Act except those intended for use in animal feed. (The bill also contains certain “trans itional provisions” which are referred to below in this  reiiort.)
The bill is the outgrowth of H.R. 7247, 88th Congress, which we were con­strained to oppose strongly in the form in which it was then introduced because it would have reduced, ra the r than advanced, the protection afforded the  public under present law. Such protection is important not only with respect to the animals themselves to which drugs are administered, whether “straight” or in the form of medicated feed, but also to the ultimate consumer who eats the meat of animals and the products of living animals such as milk, eggs, butter, and cheese.
Since the hearings on the 88tli Congress bill, staff of this Department have cooperated with Committee staff and representatives of the Animal Heal th Inst i­tute  in an effort to overcome, if possible, the deficiencies from the public heal th standpoin t which in our view were incorporated in the 88th Congress version.The present bill, H.R. 7655, thus  reflects considerable progress in the direction of achieving a bill which would accomplish the purpose of consolidating the requirements with respect to “new animal drugs” and feeds medicated with such drugs in one comprehensive section of the Act without impairing the protection to the public afforded by presen t law. al though as pointed out below we believe tha t certain additional  modifications a re necessary to achieve tha t end.To the extent tha t the bill is motivated by a desire for simplification and expedition of procedure, it may not assist  measurably to th at end because of the need for familiarizing sti ff and the industry and other interested segments of the public with the new provisions. Transition  from the old to the new might, for a period, deter the processes of expedition and simplification of procedure in the animal drug area in which the Food and Drug Administrat ion has already made substantial progress. No amount of consolidation, however, whether accomplished by s tatu te or administ ratively , would w arrant  the elimination of any of the essential steps in scientific review of the safety data. If, for instance, admin istration of a veterinary drug were likely to result  in residues in food for man, the  application would have to be reviewed not only from the standpoint  of safety and effectiveness for the animal but also the sa fety of drug  residues (or the conversion products thereof) in food for human consumption.
We are. however, not prepared to object to favorable consideration of this  bill, if it is modified to contain the amendments tha t are suggested by us below, and in the enclosure to this report, in the interest of public health protection and of facilit ating  understanding and admin istrat ion of the bill and of the transi tion from the presen t to the new law. We are also including below our understanding of the import of certain provisions of the bill.
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1. Veterinary antibiot ics, a. The bill would remove those  veterin ary  an ti­
biotics that  are  now subjec t to batch-by-batch certifi cation unde r 8 507 and 
§502(1) of the Act from the scope of those sections and  would include such 
antib iotics in the  proposed consolidated section for anim al drugs  only if they 
come with in the proposed definition of “new animal drug” in the bill (page 24, line 
12, through page 25, line 0 ; and see page 2, lines 18-22, and page 20, line 21, through 
page 23, line 17). We see no reason why veterin ary  ant ibio tics  tha t, under 
present law, a re (in the absence of an exemption granted by the Secreta ry) subjec t 
to batch-by-batcli certification without rega rd to w heth er they are  so-called “new 
drugs”, should herea fter be subjec t to such certifi cation only if we can meet the 
burden or bringing them with in the definition of “new anim al drug” which is 
pat tern ed af ter the  p resent definition of “new d rug”. The cons idera tions  calling 
for batch-by-batcli certif ication may exis t in the  case of par ticula r drug s or 
classes  of drugs even if they are not, technically, “new drugs.” We therefo re 
recommend that  the bill be amended as proposed in the  enclosed staff memoran­
dum so as  to bring it into line w ith present law in thi s respect.

b. In addit ion, the bill (page 20, line 25; page 21, line 1) would except 
veterinary antibiot ics from batcli-by-batch certifi cation when they  are  intended 
for  use in animal feed, even if such antibio tics come squarely within the def inition 
of “new anim al drug”. To be sure, most of the  antibiotics  intended for  use in 
animal feed have been exempted by the Department from batch-by-batch certifi­
cation under  the discre tionary authority  of § 507 and we hav e no present  intention  
to withdraw  these exemptions. It  does not follow, however, that  we should, by 
an amendment to the law, be precluded from modying or even repea ling the 
present exemptions, as we are  now au thorized to do, if  we should find th at  such a 
step is needed in the intere st of public hea lth protec tion. We therefo re recom­
mend the deletion of this exempting clause from the bill.

2. Resid ue of veterinary drugs  in food for  humans . A major purpose in the 
requirement of prem arke ting  clearance  of anim al drugs is to make sure that  
if the  drug (and food conta ining  it)  is proper ly used no residue of the drug 
will remain in the edible portions of the anim al af ter slaugh ter or in any prod­
uct (such as milk or eggs) of the living animal, or th at  i f such a residue resu lts 
it will be safe for  the human beings who consume such food. This is especially 
important because of the gre at potency of many of the  veterina ry drugs involved. 
We should the refo re like to make clear our understanding th at  in the event of 
the appearance of a residue of the  drug  in food for  humans the  food would 
be deemed adulterated, and  hence subject to seizure and  condemnation, unless 
such residue were in conformity with  the  approved application . In orde r to 
make explicit in the  bill our  understand ing th at  thi s applies also to residues of 
conversion products of th e drug  in food, the enclosed staf f memorandum proposes 
an amendment to th at  effect.

3. Assurance that  drug man ufacturer wi ll ship only to feed manufacturer 
holding an approved applica tion for use of the drug. Under  the provisions of 
present law as implemented by estab lished procedure  a manuf acture r of a new 
drug  for use in medicated feed is not authorized to ship  the  drug  to the  manu­
fac tur er of a medicated feed unless the la tte r is an  app licant holding an ap­
proved new-drug application for  use of th at  drug by th at  applicant in making 
medicated feed. The bill does not contain an equivale nt safeg uard . We believe 
th at  the manufacturer of potent animal drugs for  use in feed should have the  
responsibility  of assurin g himself that  such drugs will be shipped only to those 
authorized to use them. We therefo re recommend that  § 511(a) (1) of the bill 
be amended to th at  effect. The staff  memorandum enclosed herewith  contains  
draf t language to accomplish this.

4. Data to be subm itted by manufactu rer  of medicated feed, and conditions 
of approval of his application. The proposed new anima l-drug section (§511) 
of the  Act contained in H.R. 7655 contemplates that  a manufacture r of medi­
cated  feed conta ining  a “new anim al dru g” must subm it an application  to the 
Secretary  for that  purpose, and  that  in the  manufacture  of such feed, af te r 
approval of the application,  a new animal drug may be used only if the re is 
also in effect an approval by the  Secreta ry of the drug  itse lf with  respect  to 
that  par ticula r kind of use, judged from the poin t of view of its safe ty and 
effectiveness for that  use. In order that  feed manufacturers desiring  to make 
medicated feed may have all the information in rela tion  to the approved drug  
and its suppl iers that  they  require , subsection (i)  of section 511 provides  tha t, 
upon approval of the drug maker’s application , the  Secretary  shal l publish in 
the  Fede ral Regis ter the  drug maker’s name and address, appropriate purposes
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and conditions of use (including special labeling requirements) applicable to 
any animal feed for which the drug is authorized to be used, and such other 
information as the Secretary deems necessary to assure  the safe and effective 
use of the drug. (This published material  would be a regulation analogous to 
those published under the Food Additives Amendment.) We recommend tha t 
subsection (m), stating what  the feed manufac turer ’s application  must con­
tain, be amended so as to require  the  feed manufactu rer to refe r to the par­
ticular regulation or regulations under subsection (i) on which he relies as a 
basis for his application under subsection (m). If  a number of drug manu­
factu rers had received approval for use of the  same drug in feed, this would 
be reflected in the regulations published under subsection (i) , and the feed 
manufacturer, having referr ed to such regulations in his application, would 
upon approval of tha t application be authorized to obtain his drug from any 
of the suppliers listed for such drug in the regulations  to which his applica­
tion refers.

The enclosed staff memorandum contains language to carry  out these sug­
gestions.

5. Effect of withdraw al of approval of a drug on the right to continue to use 
the drug in feed. The bill (page 17, lines 18 through 22) provides that the Sec­
retary, afte r notice and opportunity  for hearing to the feed manufacturer who 
holds an approved application for making medicated animal feed containing 
a “new animal drug”, shall withdraw approval  of tha t application if he finds 
“tha t one or  more of the grounds exist for withdrawal of the approval of the 
new-animal-drug application  on the basis of which approval the feed manu­
fac turer’s application for making the feed was approved.” This provision ra ises 
several problems. In the first place, it overlooks the above-mentioned possi­
bility tha t there might be two or more approved drug applications for use of 
the drug involved in the feed, so tha t the withdrawal of approval from one drug 
manufacturer should not foreclose the feed m anufactu rer from relying on another  
approved source of supply lis ted in a regulat ion under subsection (i) identified 
in his application. Secondly, inherent in this  provision of the bill is the possi­
bility of separate contested proceedings for withdrawal of approval of a drug 
manufacturer ’s application and of a feed man ufac ture r’s application on the same 
factual issue, i.e., whether a statutory ground for withd rawal of approva l of 
the drug manufacture r’s application exists.

We therefore urge th at the bill be changed to provide tha t the listing of a drug 
manufacturer under subsection (i) with respect to the use of a pa rticular  drug in 
feed be canceled (or suspended) upon withdrawal  of approval (or suspension) of 
the underlying new-animal-drug application, and tha t approval of a  feed manu­
fac ture rs’ application be automatically  withdrawn (or suspended) insofar as 
tha t approval is based on use of the drug involved made by tha t drug manu­
facturer.

Language to accomplish these changes is set forth in the enclosed staff 
memorandum.

6. Additional amendments. There are a number of other changes, albeit of 
somewhat detailed and technical character,  which we believe should, in addition 
to the revision of the trans itional provisions referred  to below, be made in the 
bill. These are  also se t for th in the  enclosed staff memorandum.

7. Transitional provisions. Section 107 of the bill (pages 27-33) contains 
extensive transitional provisions which would govern animal drugs and medicated 
animal feeds tha t are  already on the  market in compliance w’ith now existing 
law or with respect to  which action has been taken or initia ted prior  to the gen­
erally applicable deferred effective date of the bill, i.e., prior to the first day of 
the seventh calendar month which begins aft er the date  of enactment. These 
provisions—in addition to being subject, we a re advised by staff, to certain sub­
stantive objections—are highly complex, would require  extensive paperwork 
by the Department, would be difficult to explain to the affected public, and would 
tend to disrupt curren t drug and feed clearance procedure by preempting to an 
inordinate extent the time of our scientific and admin istrat ive personnel in ca rry­
ing out these transitional provisions. We believe th at the simplified and flexible 
trans itional provisions suggested in the enclosed staff memorandum as a substi­
tute  for § 107 of the bill would be in the  interest  both of the public and of the 
industries concerned in tha t tha t would permit a smooth transition to the new 
law with respect to the drugs and feeds covered by the bill. We are,  therefore , 
not burdening this report with a detailed analysis  of the transitional provisions 
now in the bill.

63 -2 71— 66 3
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We a re advised by the Bureau of the  Budget th at there is no objection to the submission of this report from the standpoint  of the Administration’s program. (The Bureau notes tha t time has not permitted review, by the Bureau of the staff memorandum enclosed with this report.)
Sincere ly,

W ilbur J. Cohen ,
Under Secretary.

Staff  Memorandum With Report of Department of Health, Education, and 
W elfare on H.R. 7655

1. Veterinary antibiotics—Amendments to make statutory coverage of certifica­tion provisions of bill coextensive ivith present coverage under § 507 and § 502 (I) of the Federal Food, Drug, and Cosmetic Act. Under the scheme of the bill veterinary antibiotics would be removed from the batch-by-batcli certification requirements now contained in § 507 and §502(1) of the Federal  Food, Drug, and Cosmetic Act.1 These provisions would, for veter inary  antibiotics, be re­placed, insofar as they are replaced at all, by new certification requirements,2 but, as shown below, the subst itute falls short of present law in two respects :a. The proposed § 511 (n) of the Act (pp. 20-23 of the bill) provides for batch- by-batcli certification of only those veterinary antibiotics which are within thedefinition of “new animal drug”.
The bill’s definition of the term “new animal drug” parallels the present law’s definition of “new drug”—i.e., a drug tha t eithe r is not generally recognized by experts (on the basis of scientific investigation) as safe and effective or tha t has not (except in such investigations) been used to a mater ial extent or for a mater ial time—except that it  is limited to animal drugs and excludes feed contain­ing such drugs.3 It  thus makes no reference to antibiotics as such. (“New animal drugs” and feeds medicated therewith would henceforth be excluded from the Act’s definition of “new drug”.)
Thus the bill would exempt from the batch-by-batch certification requirements for veterinary antibiotics any drug tha t does not satisfy the bill’s definition of “new animal drug”, merely because the antibiotic drug has been used to a ma­teria l extent or for a material time and is generally recognized by experts as safe and effective for use under the conditions suggested in its labeling. The reason for the certification requirement is that, because of the drug’s potency and im­portance in the treatment  of serious infections, the public interest requires not only that the drug in question be of a character  which, if it meets all of the specifications approved by the Secretary is generally recognized as safe and effective for its intended use, but also that  there be additiona l assurance tha t each dose placed on the marke t does, in fact, have the charac teristic s of identity  and of strength, quality, and purity tha t are required by the  approved specifica­tions. The certification provisions also make sure tha t in the case of an anti ­biotic which is subject to deterioration the drug cannot be placed or  kept on the marke t after such expiration date as may be specified in the certification.

1 S ee § 105 of  th e bil l, p. 26,  line s 13—20. Th e dr ug s invo lved  a re  dr ug s comp osed  wh ol ly  or  part ly  of  pe ni ci ll in , st re pt om yc in , ch lo rt et ra cy cl in e,  ch lo ra m ph en ic ol , an d bac it ra ci n.  In ci den ta lly , th e re fe renc e on  p . 26,  lin e 17, of  t he bil l, to  “s ub se ct io n ( 1 ) ” sh ou ld  be ch an ge d to  re ad  “p ar ag ra ph  (1)” .
a  See, pr in ci pa lly , § 5 1 1 (n ),  on pp . 20 -2 3 of th e b il l;  § 511 ( a)  (1 ) (C ), on  p. 2, line s 18 -2 2 of  the bil l.
3 T he  bi ll wo uld ad d th e de fin iti on  of “n ew  an im al  d ru g” to  § 201 of th e  A ct  as  a new par ag ra ph  “ (v )” . T hi s para g ra ph  de si gn at io n ha s been pr ee m pt ed  by th e  de fini tio n of  “d ep re ss an t or st im u la n t d ru g” which  w as  ad de d to § 201  of  th e Act  by th e D ru g Abuse  C on trol  Amen dm en ts  of 1965  (P .L . 89 -7 4).  In as m uc h as  A dm in is tr at io n  bi lls  no w pe nd ­in g in  Co ng ress  (H .R . 138 85 ; S. 3194 ) wo uld ad d ne w p ara g ra phs (w ) an d (x ) to  §2 01  of  th e Ac t it  is su gg es ted th a t,  in st ea d  of  mak in g th e  de fini tio n of “ new  an im al  d ru g” an  in de pe nd en t le tt er ed  para g ra ph  of  § 201 of th e Act, th e  de fini tio n be ad de d to  para gra ph  (p ) of  § 201  as  a de fini tio n co or di nat e in ra nk  w ith th e  de fini tio n of  “new d ru g”. T his  cou ld be ac co mpl ishe d by in se rt in g  “ (1 )” a f te r  “ (p ) ” , re des ig nat in g  su bpara gra phs (1 ) an d (2 ) of  para g ra ph  (p ) as  cl au se s (A ) an d (B ),  an d in se rt in g  a t th e en d of p re se n t par ag ra ph  (p ),  as  a new  p ara g ra ph  (2 ),  th e de fin iti on  of  “n ew  an im al  d ru g” , w ith it s  su bor din at e cl au se s de si gna te d by ca p it a l le tt e rs  in st ea d  of  Ara bi c nu m er al s.  Also , in  vie w of th e pe nd en cy  of  th es e A dm in is tr at io n  bil ls,  it  is su gg es te d th a t th e b il l’s de fin iti on  of “a ni m al  fe ed ” (p . 25, li nes  10 -1 7),  which  th e  bil l wou ld  de si gn at e as  para gra ph  (w ) of  § 201  of  th e Ac t, be in se rt ed  as a su bpar ag ra ph (2 ) under  par ag ra ph  (f ) of § 201, coup led  w ith de si gn at io n of  th e  p re se n t la ng ua ge  of th a t p ara g ra ph  as  su bpar ag ra ph (1) an d it s su bor di nat e cl au se s as  (A) and  (B ).
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This  basic  deficiency in the  bill with respect to cert ifiab le veter ina ry an ti ­

biotics could be cured  by chang ing the  definit ion of “new animal dru g’’ to read as fo llows :
“ (v )1 The te rm ‘new anim al drug’ means any drug intended for use for animals 

other than  man, including any drug intended  for use in anim al feed, but  not in­cluding such an ima l feed—
“ (1) the  composition of which is such th at  such drug is not gene rally  

recognized, among experts  qualified by scientific tra ini ng  and experience to 
eva lua te the  safe ty and  effectiveness of anim al drugs, as safe  and  effective 
for use und er the  conditions prescribed , recommended, or sugges ted in the  
labeling ther eo f; except  that  such a drug not so recognized shall not be 
deemed to be a ‘new animal  drug’ if at  any time prior to June  25, 1938, it 
was subject to the  Food and Drug  Act of June  30, 1906, as  amended , and if 
at  such time its  label ing contained the  same representatio ns concerning the condi tions  of i ts u se ; or

“ (2) the  composition of which is such that  such drug, as a res ult  of in­
vestigat ions  to dete rmine its  safe ty and effectiveness for  use und er such 
conditions, has become so recognized but  which has  not, otherwise than in 
such investig ation s, been used to a ma ter ial  ex ten t or for a ma ter ial  time under such condi tions ; or

“ (3) which  drug  is composed wholly  or pa rtly of any kind of penicillin, 
strep tomyc in, chlo rtet racy cline, chloramphenicol, or bac itrac in, or any de­
rivative there of, excep t when the re is in effect a published order of the 
Secreta ry declaring such drug not to be a new animal  drug  on the grounds 
th at  (A) the  require ment of certi ficat ion of batches of such drug, as pro­
vided for  in section  511 (n) , is not necessary  to insure  that  the  objectives 
specified in par agrap h (3) ther eof  are achieved and  (B) that  ne ither sub- parag rap h (1) nor  (2) of thi s p rag rap h appl ies to such drug.”

b. In  addit ion,  the  proposed § 511 (n)  also flatly  exempts from the certif ication 
requ irem ent any drug intended for  use in animal  feed. For the  reasons sta ted  in the las t parag rap h und er point 1 of the  Sec retary ’s let ter , the ma tte r of ex­empt ion in this  respec t, as in othe rs, should be lef t to regulat ion as und er exist­
ing law. The bill should therefore  be amended by dele ting the  phrase  ”, except for  any such drug intended for  use in anim al feed” on page  20, line 25, and page 
21, line 1, of the  bill.

2. Residues  of veterinary drugs in food for humans. In  order to make clea r 
beyond doubt  th at  food for  hum ans containing any residue of an anim al drug  
or conversion prod uct thereof, excep t when in confo rmity  with  an approved applicat ion filed u nde r § 511 of the  Act, will be deemed adultera ted , the  follow­
ing amendments  are  pro posed :

a. On page 26, line  1, change the  caption to rea d “Animal Drugs in Feeds and Residues Thereof in  Other  Food”.
b. On page 26, change the new clause  (D)  in lines  11 and 12 to read a s fo llows : 

“ (D)  if it  is, or it bea rs or conta ins, a new anim al drug (or  conversion produc t thereof)  which is unsafe w ithin the  meaning of section 511”.
3. Assurance tha t drug manufac turer wil l ship only  to feed, manufacturer 

holding an approved application for  use of the  drug. In orde r to car ry out the  
recommenda tion under poin t 3 of the  Sec reta ry’s lett er,  it is recommended that  on page 2 of the bill, between  lines 22 and 23, the  following be inserte d flush 
with the  outer  margin.
“A new anim al drug  shall also be deemed uns afe  for  such purposes in the  event of removal from the esta blishment  of a manufacture r, packer , or dis trib uto r of 
such drug for use in the  manuf acture  of anim al feed, if  at  the  time of such re­moval the  ope rato r of the  esta blishment in which such drug is to be so used is 
not the  holder of an approved applicat ion und er subsec tion (m) of this section  
with respect to the  use of such  drug in anim al feed man ufactured  at  such 
establishme nt.”

4. Data to be submitted, by manufacture r of medicated  feed, and conditions o 
approval of his applicat ion. In order to carry o ut the  recommendations containe< 
under point 4 of the  Sec retary ’s lett er, the  following changes are  suggested ii 
parag rap hs (1) and (3) of th e proposed § 511 (m) (pages 15-17) :

a. In the proposed §5 11 (i) , on page 13, line 2, ins ert  “by regula tion” befon 
“publish”. , •z

4 See footnote  3 for suggestion as to redes ignation of th is paragraph  and its  subordinate clauses.



16 ANIMAL DRUG AMEN DMENTS OF 19 65b. Inse rt a new Clau se (B ) in the second sentence of the proposed §511(m) (1), on page 15, and redesignate the other clauses,  so as to make the sentence read as follo ws : “ Such person shal l submit to the Secre tary  as part of the appl i­cation (A) a fu ll statement of the composition of such anim al fee d; (B)  an identification of the regula tion or regulatio ns (relatin g to the new anima l drug or drugs to be used in such fee d) , published pursu ant to subsection (i ),  on which he re lies as a basis for approval of his applic ation with respect to the use o f such drug in such feed ; (C) a f ul l description of the methods used in, and the fac ilit ies  and controls for, the man ufac ture , processing , and packing  of such anima l feed :(D)  specimens of the labeling proposed to be used for such anim al fee d; and(E) if  so requested by the Secr etar y, samples of such feed  or components there of.”c. Amend paragraph (3) of § 511 (m) so as to read as fol low s;“ (3) If  the Secre tary,  after due notice to the applican t in accordan ce with parag raph (2) and giving him an opportunity for  a hearing in accorda nce with such para grap h,8 finds, on the basis of informatio n submitted to him as part of  the ap plication or on the basis o f any other inf ormation before him—“ (A) tha t there is not in effect  a regulation under subsection (i) (ide nti­fied in such application) on the basis of which such application may be app roved;“ (B)  that  such anima l feed (inclu ding the proposed use of any new anim al drug therein  or thereon) does not conform to an applic able regu la­tion published pursuant to subsection (i) referred to in the appl icatio n, or tha t the purposes and conditions or indic ations  of  use prescribed,  recom­mended, or suggested in the label ing of such feed do not conform to the applicable purposes and conditions or indications of use (includi ng warnings) published pursuant to subsection (i) or such label ing omits or fa ils  to con­form to other applicab le informatio n published pursuant  to subsection (i) ;“ (C)  tha t the methods used in, and the fac ilit ies  and controls used for, the manufac turin g, processing , and packing of such anim al feed are inade­quate to preserve the iden tity , strength, qua lity,  and purity of the new anim al drug the rei n; or“ (D) tha t, based on a fa ir  evalu ation  of all mat eria l fac ts,  such label ing is fa lse  or mis leading in any p ar tic ular ;he shal l issue an order refu sing  to approve t he appl icatio n. If , after such notice and opportunity for hearing, the Secre tary finds th at subpar agraphs (A) through (D)  do not apply, he shal l issue an order approving the app lication .”5. Effect  of with draw al of appro val of  a drug on the rig ht to cont inue  to use 
the drug in feed . In order to carry  out the Secr etar y’s recommendations under point 5 of his letter , the following  changes  are suggested in the b il l:a. Delete clause (i) on page 17, lines 18-22 of the bill, redesignate clauses (ii)  and (iii ) on pages 17 and 18 accord ingly, and insert the follo wing on page 17 at the end of line 13: “A n order under t his subsection approving an application with respect to an anim al feed bearing or conta ining  a new anim al drug shall  be effective only while there is in effect a regula tion pursu ant to subsection (i ),  on the basis of  which such application (or a supplement thereto) was approved, relat ing to the use of such d rug in or on such fe ed.8b. On page 13, at the end of line 12, add the follo wing sent ence ; “ Upon wit h­draw al of approval of such new-animal-drug applic ation or upon its suspension, the Secre tary  shal l forthw ith  revoke or suspend, as the case may be, the regu la­tion published pursuant to this  subsection (i) inso far as it  is based on the approval of such a pplication.”6. Ad itio na l amen dmen ts (other than amen dments to transit ional pr ov isi on s) .

a. On page 2, lines 12-15, strike out “by the man ufac turer, packer , or dis­tributo r o f such drug or any of its drug components, or the man ufac turer, packe r, or distributor of the anim al feed bearing or containin g such dru g” ; on page 3, line 7, strike out “filed by its manu factu rer, packer,  or distr ibuto r” ; on page 3, line 20, strik e out “ specified in subsection (a )( 1 )” ; and on page 15, line 16, strike out “ specified in subsection (a )( 2 )” .b. On page 2, line 12, ins ert “such use or intended use of” before “ such drug” .c. On page 3, line 11, change “conditions of use” to read “ conditions and ind i­cations of use” ; on page 13, line 4, strike out “ indicatio ns for  use”  and insert8 The bill (p. 16, lines  16 and 17) refers to “said subsection” . The subst itute version refers to “ such para grap h” , meaning paragraph (2) of § 511 (m), which in turn incorpo­rates the procedure set fo rth  in the last  two sentences of  § 511(c).« The regulat ion would not be considered “ in effect”  while suspended pursu ant to the next amendment, below.



ANIMAL DRUG AMENDMENTS OF 196 5 17“conditions  and indicatio ns of use” ; on page 14, line 14, insert  “and indicatio ns” aft er “condit ions” ; on page 16, line 24, insert “and indicatio ns” after “conditions” .d. On page 4, lines  7-11, strik e out “ , or in the case of such a drug which con­sists of two or more drug components and which is intended for  use in anim al feed, a description of the methods, fac ilit ies , and controls  used in the prepar a­tion of each new drug component of each dru g” ; and on page 6, lines 8 and 9, strike  out “and each new d rug component of such d rug” .e. On page 4, amend clause (5) to rea d: “ (5) such samples of such drug and of the arti cles  used as components there of, of any anim al feed for  use in or on which such drug is intended, and of the edible portions or products  (before or aft er slaug hter) of anim als to which such ding  (dir ectly) or in or on animal feed is intended to be ad ministered, as the Secretary  may requiref.  On page 4, insert  “ or other use restricti ons” aft er  “w ithdr awal period” in line  21 and in  lin e 22.g. On page 8, line 13, strike  out “g enerally recognized as” .h. On page 10, line 10, and on page 18, line  1, st rike out “s ignif icant” .i. On page 10, l ine 13, strik e out “ (unless the art icle  is no longer a new animal dr ug )” ; and on page 18, lines 4 and 5, strike out “ (unless the anim al feed no longer bears or contains a new an imal d rug) ” .j. On page 1, line 4, strike out “1965” and insert “ 1966” .k. On page 2, line 10, st rike  out “T here ” and insert “ there” .7. Tra nsi tional pr ov isi on s:  Revise the tex t of § 107 of the bill to read as fo llo w s:Sec. 107. (a) Excep t as otherwise provided in this section, the amendments made by the foregoing sections shall  take  effect on the first day of the seventh calen dar month which begins aft er the date of enactmen t of this Act .(b )(1 ) As used in this subsection, the term “e ffective date” means the date specified in subsection (a) of  this sect ion;  the term “basic Ac t” means the Fed ­eral Food, Dru g, and Cosmet ic A c t; and other terms used both in this section and the basic Ac t shal l have the same meaning as they have, ox- had at the time re­ferr ed to in the con text, under the basic Act .(2) Any  approval, prior to the effectiv e date, of a new anima l drug or of an anim al feed bearin g or cont ainin g a new anim al drug, whether  grante d by approval of a new-drug appl ication, antibiot ic regu latio n, or food addit ive regu latio n, shall  continue in effect, and shall  be subject to change  in accordance with  th e provisions of the bas ic Act as amended by this Act. The Secre tary shal l, as soon as feasi ble, publish such prior approvals in accorda nce with subsection (i) of  section 511 of the b asic Act.(3) In  the case of any drug (except  a drug subject to section 511 (n) of the basic  Ac t as amended by this Ac t) intended for use in anim als other than man which , as of October 9, 1962, (A) was being comm ercial ly used or sold in the United Stat es, (B)  was not, and had not previously been, a “ new drug ” as defined by section 201 (p) of  the basic Act as then in force , and (C)  had never been the subje ct of an appli catio n by any person filed under section 505(b) of that  Act, the words “ effectiveness”  and “e ffect ive”  contained in section 201 (p) (2)7 of the basic Ac t defining the  term “new anim al drug” sha ll not apply to such d rug when intended solely f or use under conditions prescribed, recommended, or suggested in lab eling with respect to th at drug on tha t da y.(4) Reg ulat ions  p roviding for fees (and advance deposits to cover fees) which on the day preceding the effective date  applic able under subsection (a) of this section were in effect pursu ant to section 507 o f the basic Ac t shal l except as the Secr etar y may otherwise prescribe, be deemed to apply also under section 511 (n) of the basic  Act, and appropriation s of fees (and of advance deposits to cover fees) ava ilab le for the purposes specified in such section 507 as in effect prior to the effective date sha ll also be ava ilab le for the purposes specified in section 511 (n) , inclu ding  preparatory work or proceedings prior  to that  date.
7 T he  re fe re nc e “201 ( p)  (2 )” sh ou ld  be  i n se rt ed  if  th e  su gg es tion  in fo ot not e 3 is  fo llo we d 

w hi ch  pr op os es  th a t  th e  de fini tio n of “new an im al  d ru g” be in se rt ed  as  a  su bpara gra ph (2) 
in  § 2 0 1 (p ),  w it h  co rres po nd in g re le tt e ri n g  of th e  p re se n t cl au se s (1 ) and  (2 ) of p a ra ­
gra ph  (2 ).
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Depa rtme nt  of Agricul tur e,
Office of th e  S ecretary,

Washington, D.C., June 13,1966.Ho n. H arley  O. Staggers,
Chairman, Committee on Inters tate and Foreign Commerce, House of Repre­senta tives , Washington, D.C.

D ear Mr. Cha irma n : We  wish to  th an k you fo r yo ur  le tt e r of  May 3, 1965, givi ng  us  th e opi>o rtunity to re port  on II .I t.  7655. Th e bi ll is  en ti tl ed  “A Bill  to pr ot ec t th e pu bl ic hea lth  by am en di ng  th e  Fed era l Food , Drug,  an d Co sm eti c Ac t to  co ns ol idate cer ta in  pr ov is ions  as su ring th e sa fe ty  an d ef fecti ve ne ss  o f new  an im al  dru gs , a nd  for oth er  p ur po se s.”
Thi s D ep ar tm en t wo uld  no t ob ject  to  en ac tm en t of th e  bi ll if  it  is am en de d as  su gg es ted in th is  l et te r.
The  proposed legi sl at io n co nt ai ns  su bs ta nt iv e am en dat ory  pr ov is ions  to the Fed er al  Foo d, Drug,  an d Co sm eti c Ac t which , br iefly  st at ed , pr ov id e:  (1 ) th a t a “new an im al  d ru g” is deem ed  to  be “u nsa fe ” an d “a du lt e ra te d” un less  an  ap pl ic at io n fo r su ch  dru g ha s been ap prov ed  by th e Sec re ta ry  of  H ea lth , Edu ­ca tio n,  an d W elf are ; (2)  th a t an  an im al  feed  be ar in g or  co nt ai ni ng  a “new an im al  d ru g” is deem ed  to be “uns af e” an d “a du lt e ra te d” un le ss  ap pl ic at io ns  fo r su ch  dr ug  an d such  fee d, ha ve  been ap pr ov ed  by sa id  S ecre ta ry ; (3 ) th a t a food is deem ed to be “a du lt e ra te d” if  it  is, or  it  bea rs  or co nt ai ns , a “new  an im al  d ru g” un less  an  ap pl ic at io n fo r su ch  dru g has  been ap pr ov ed  by sa id  S ec re ta ry ; (4 ) an  ex ce pt ion fo r a “ne w an im al  d ru g” from  th e de fin iti on  of  “food  ad dit iv e” co nt ai ne d in th e A ct ; (5 ) an  ex ce pt ion of  dru gs fo r us e in an im al s oth er  th an  man  from  th e ce rt if icat io n pr ov is ions  of  Se ct io ns  50 2( 1)  an d 507 of  th e Act  re la ti ng  t o an tibi ot ic s,  an d se para te  c er ti fica tion  pr ov is ions  fo r new an im al  dr ug s com posed  in wh ole  o r in p a rt  o f c er ta in  a ntibio ti cs  ; (6 ) th a t a “new  a ni m al  d ru g” or  an im al  feed  be ar in g or  co nt ai ni ng  a “new  an im al  d ru g” sh al l no t be deem ed “u nsa fe ” an d “a du lt era te d” if  it  is  fo r “inves tigat io nal  us e” an d co nfor ms to th e te rm s of  ex em pt ing re gu la tions  pr om ul ga te d by th e  Sec re ta ry  of  H ea lth , Edu ca tio n,  an d W el fa re  as  pr ov id ed  th er ei n,  an d th a t su ch  ex em pt in g re gula ­tio ns , am ong o th er th in gs , sh al l se t fo rt h  co nd iti on s (i f any) up on  which  an im al s tr eate d  w ith  su ch  dr ug s,  and th e ir  pr od uc ts , may  be m ar ket ed  fo r foo d use ; (7 ) th a t a “n ew  an im al  d ru g” which  indu ce s ca nc er  in man  or an im al s will  no t be ap prov ed  un less  th er e is  a fin din g by sa id  Sec re ta ry  th a t,  un de r co nd iti on s of us e spe cif ied  on prop os ed  labe lin g an d re as on ab ly  cert a in  to  be fo llo we d in pr ac tic e,  (i ) su ch  dru g will  no t ad ve rs ely af fect  an im al s fo r which  it  is  in te nd ed  an d (i i)  no re si du e of  su ch  dr ug  will  be foun d (by metho ds  of  ex am in at io n pr es cr ibed  or  ap pr ov ed  by th e Sec re ta ry  of  H ea lth , Edu ca tio n,  an d W el fa re ) in th e ed ibl e po rt io ns  of su ch  an im al s a ft e r sl aughte r or  in foo d yi el di ng  by or  de riv ed  fro m th e liv ing an im al;  (8 ) th a t no th in g in  su bs ec tio n 801 (d ) of the Ac t sh al l au th or iz e th e ex port at io n  of  an y new an im al  dr ug , which  is “u nsa fe ” w ith in  the  m ea ni ng  of  the  A ct.
Section  30 1(a ) of  th e Fed er al  Food, Drug,  an d Co sm etic Ac t pro hib it s th e in trod uc tion  in to  “i n te rs ta te  comm erc e” , as  def ined in th e Act, of  an y foo d, dr ug , device, or co sm eti c th a t is adu lt era te d  or  misbr an de d.  U nd er  th e pr o­vi sion s of II .R . 7655, a “n ew  an im al  d ru g” fo r which  an  ap pl ic at io n has  no t been ap prov ed  by th e  S ecr et ar y  of H ea lth , Edu ca tion , an d W el fa re  wo uld be deem ed  to be adu lt era te d  an d cou ld no t be sh ippe d in in te rs ta te  comm erc e even th ou gh  such  an im al  d ru g  may  be an  an im al  vi ru s,  se ru m, toxi n or  an alog ou s pr od uc t re gu la te d by th e  Sec re ta ry  of  A gr ic ul tu re  und er  th e pr ov is ions  of  th e Viru s-Se rum-T ox in  A ct (21 U.S.C . 151-158) .
Th e Viru s-Se rum-T ox in  Ac t pr oh ib it s th e pre par at io n , sa le,  or sh ip m en t in  in te rs ta te  com me rce , or im po rtat io n in to  th e U ni ted Sta te s,  of  an y w or th le ss , co nt am in at ed , da ng er ou s,  or har m fu l vi ru s,  se ru m, toxi n or  an alog ou s pro du ct  in tend ed  fo r us e in th e  tr eatm ent of do mes tic  an im al s.  I t  also  pr oh ib it s th e pr ep ar at io n,  sa le , or sh ip m en t as  af or es ai d,  of  an y vir us se ru m, toxi n or an alog ou s pr od uc t in te nd ed  fo r such  us e un less  an d unt il  it  sh al l ha ve  bee n p re ­pa re d unde r an d in  co mpl ian ce  w ith  re gul at io ns  pr es cr ib ed  by th e Sec re ta ry  of  A gr ic ul tu re  a t an  es ta bli sh m en t ho ld ing an  un su sp en de d an d un revo ke d lic en se  issu ed  by him . I t fu r th e r pr ohi bi ts  th e im po rt at io n of  such  pr od uc ts  w ithout a pe rm it fro m th e Sec re ta ry  of  A gr ic ul tu re . The  Act prov ides  pen al ti es  fo r viol at io n of  it s prov is ions .
Reg ul at io ns  iss ue d by  the Sec re ta ry  of  A gr ic ul tu re  pu rs uan t to  th e pr ov is ions  of  th e V irus -S erum -T ox in  Ac t se t fo rt h  (1 ) re qui re m en ts  fo r a lic en sed est ab ­lis hm en t (e st ab li sh m en ts  a re  insp ec ted pri o r to  lic en sing  an d are  su bje ct  to  con-
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tinuing inspection ) ; (2) standard s, methods of production and test ing,  and 
other re quirements  fo r the prod ucts  prepared at  such establ ishment;  (3) req uire­
ments for  the  labeling a nd packing of the  produc ts; (4) record-keeping  req uire­
ments with respect to the  productio n and  test ing of the  produc ts; (5) req uire­
ments for control of a nim als  used in the  production  and tes ting of the  products,  
their  dis infection  and d isp os ition ; and (6) provis ions with respect to the  susp en­
sion or revoc ation  of a license or  out line  of product ion of a produc t. This D epart ­
ment  h as also issued  regula tion s pursu ant to this Act governing the  production , 

Under the  provis ions of H.R. 7655 it appears  th at  an anim al drug  would be 
dis tributio n and  evaluat ion of experim enta l veterin ary  biologies under investi ­
gation prior to licensing , and the  disposition of anim als used to eva lua te such 
produc ts.
a “new animal dru g” if it is not  generally recognized as safe  and effective under  
the  Federal  Food, Drug, and Cosmetic Act unless it  was  regulat ed und er the  
Federal  Food and Drugs Act of Jun e 30, 1906, and  its label representatio ns con­
cerning the  condit ions  of its use are still  the  same.

The provisions  of H.R. 7655 could be in terp rete d so as to bring v iruses, serum s, 
toxins and analogous prod ucts  presently regulat ed by the Secreta ry of Agricul­
ture , under the  Virus-Serum-Toxin Act, within  the  scope of the  term  “new 
animal  drug”. The  Sec reta ry of Hea lth,  Educatio n, and  Wel fare  does not now 
approve applica tions for  such anima l biologies, which are  excepted by regulat ion 
(21 CFR 130.2) from the “new dru g” provisions of the  Federal  Food, Drug, and 
Cosmetic Act, and they  might be deemed “unsafe” under the  provisions of H.R. 
7655 as new animal drugs.  I t is noted th at  the  definition  of “new anim al dru g” 
in the  bill is very sim ilar to the  definit ion of “new dru g” in the  Act.

Viruses, serums, toxins, and analogous produc ts coming with in the  purview 
of th e Virus-Serum-Toxin Act a re  biological p roducts. Historically  the  S ecre tary  
of A gricultu re has  regulat ed such animal biologies, many of which are not used 
for  anim als th at  are a source  of hum an food. Under the  provisions of H.R. 
7655, these  anim al biological products, if considered  to be new anim al drugs,  
could not be shipped in i ntersta te  or  foreign commerce, unt il appl ications therefor 
were approved by the  Sec reta ry of H ealth, Educatio n, and  Welfare.  The process­
ing of  these applica tions would be a  dupl ication of work alread y being performed 
by the  Departm ent of Agricu lture and would serve  no useful purpose. In orde r 
to obviate thi s problem, it is recommended th at  a new section 10S be added  to 
the  bill, provid ing exemption for  viruses, serums, toxins, and  analogous products  
intended for  use in th e tre atm ent of domestic animals, to r ead  as fol low s:

“Sec. 108. Section 90(c) of the Fed era l Food, Drug, and  Cosmetic Act, as 
amended,  is amended by ins ert ing  immediately af te r the  words “Act of Jul y 
1, 1902;” the fol low ing : “or the  v irus , serum,  toxin , and analogous  prod ucts  pro­
visions  of the Act of Congress, approved  March  4, 1913 (37 Stat.  832-833) ;”.

It  is not ant icip ated th at  enac tme nt of the  bill would res ult  in any add itio nal  
costs to thi s Departm ent.

The Bureau  of the  Budget advises th at  th ere  is no ob jection to  the presentatio n 
of this  report  from the standpoint  of the Adminis tra tion’s program.

Sincerely yours,
Orville L. Freeman,

Secre tary.

General Counsel of the Department of Commerce,
Washington, D.C., June 15, 1966.

Hon. Harley O. Staggers,
Chairman, Comm ittee on Int ersta te and Foreign Commerce,
House of Representatives, Wash ington , D.C.

Dear Mr. Chairman : This is in fu rth er  reply  to your reques t for  the  views 
of t his  D epa rtment  with resp ect to H.R. 7655, a bill “To pro tec t th e public health 
by amend ing the  Federal  Food, Drug, and Cosmetic Act to consolida te cer tain 
provisions ass uring the  safety  and  effectiveness of new animal drugs, and  for  
oth er purposes.”

The Federal  Food. Drug, and Cosmetic  Act (21 U.S.C. sec. 301 et seq.) now 
regulat es the  product ion and  dis trib ution of food and drug s both for  human and  
for  anim al use. Under section 409 of the  Act as  amended (21 U.S.C. sec. 348) 
the  Sec reta ry must ac t wi thin 180 days on any pet ition for  clea rance filed with 
respect to a proposed  use of a food additive.



20 ANIMAL DRUG AMENDMENTS OF 19 65

Section 505 of the  Act, a s amended (21 U.S.C. sec. 355) require s the Secreta ry to act  with in 180 days  on any appl icat ion to introduce  a new drug  into  inter­sta te  commerce.
II.R. 7655 conta ins a larg e number of techn ical amendments  to this Act to provide a separa te set of provisions  in the law deal ing only with anim al drugs and  animal feeds bearing or contain ing new anim al drugs. A new anim al drug  is deemed unsa fe und er the  Act unless the re is in effect an approval  of an ap­plica tion filed by the ma nufac turer,  packer,  or dis tribu tor  for  clea rance of the drug, a drug  component, or animal  feed bear ing or contain ing the  dru g; and the drug, its labeling, and use conform to the  approved conditions of use. The Secretary  of Health, Education , and Welfare would be requ ired  to act  with in 90 days  on any appl ication for  the  Secre tary ’s approval with respe ct to any intended use o r uses of an anim al feed bear ing or con taining a new anim al drug. The Secreta ry would stil l have  180 days to act  on applica tions for the use or uses of new animal drugs.
The bill apparen tly is inten ded to benefit the  anim al feed and  animal drug  indu strie s by making  ]>ossible the  rap id introduction of new prod ucts  in these  fields unde r procedures specifically designed therefor. We sympathize with  this  objective since the  improvement  of anim al health, pa rticu lar ly as it affects  the food supply for humans is of obvious public benefit. However,  we unders tand th at  HEW is cur ren tly  ende avor ing to si>eed the processing of anim al drug ap­plica tions  with in the limi ts of available app ropriat ions and  has  recen tly esta b­lished a sepa rate  Bureau  of Ve terinary Medicine.
Under  the circu mstances  we would defer to the  views of HEW as to the need for legisla tion such as H.R. 7655 and the adminis tra tive feasibility  of the pa r­ticula r provisions of the  bill.
We have  been advised by the Bureau of the  Budget th at  the re would be no objection to th e submission of this  report  from the  s tandpo int  of the Admin istra­tion’s program.

Sincerely,
Robert E. G iles,

General Counsel.
Mr. J arman. Our first witness this morning will be our distin­guished colleague, the Honorable  Leo O 'Brien,  member of this com­mittee and author of H.R. 7655.

STAT EMENT OF HON. LEO W. O’BR IEN,  A RE PR ES EN TA TIVE  IN  
CONGRESS FROM TH E STATE OF NE W YORK

Mr. O'Brten. Mr. Chairman and members of the subcommittee, I wish to thank you for calling this hearing  to consider H.R. 7655, the animal drug amendments to  the Food, Drug, and Cosmetic Act. This measure, which I introduced, will provide complete and adequate safeguards for public health  and will improve statutory clearance procedures. Under the present food and drug  s tatute, animal foods which contain antibiotics and other drugs require clearance under the certifiable antibiotic section of the act or the new drug section and, frequently, also the food additives section.
H.R. 7655 will revise the basic sta tute to bring into one section of  the law all provisions governing the clearance of animal drugs. Un­der this bill, one section of the law calling for one procedure will control clearances instead of three sections. These amendments will streamline the procedure withou t diminishing public health safe­guards.
The American farmer is the most efficient producer of food the world has ever known. Never have so few fed so many so bounti ­fully. Yet farming,  for all its efficiency, is one of the highest-risk businesses existing. Weather, fluctuating market conditions, and live-
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stock and poultry diseases are but a few of the variables affecting the  
farmers’ income.

Among the heaviest losses incurred by the farmer are those caused 
by farm animal diseases, parasites, and insects. The U.S. Department 
of Agriculture  estimates this farm loss a t nearly $3 billion annually. 
Government, private research groups, and industry are all working on 
ways to reduce these staggering losses. Through the combined efforts 
of those working on th is problem, many agricultural disease losses are 
being substantially reduced. The contribution of industry in this re­
spect in its production of new animal drugs cannot  be overlooked.

However, incredible losses are still being incurred. While curren t 
research may reduce these losses, the products  of such research could 
be delayed by the present procedures mandated by the Food and Drug 
Act. Unnecessary duplica tion of clearance arrangements substan­
tially increase the lapse of time from the development of new com­
pounds to the time they reach the user.

H.R. 7655 will s treamline these clearance procedures, accelerate the 
marke ting of badly needed animal health products, and alleviate fi­
nancial loss to America’s farmers. In a period vhen our resources are 
strained by commitments at home and abroad, it is refreshing to in tro­
duce a bill that will result  in littl e or no additional manpower or  funds 
needed for the administ ration  of the responsible agency.

The purpose of H.R. 7655 is to elevate the s tatus and regulation of 
animal drugs, to eliminate unnecessary delays and to consolidate all 
animal drug  clearances into a single section o f the Food and Drug 
Act.

Mr. J arman. Our next witness will be our  former colleague on this 
committee and author of one of the bills, the  Honorable Bill Hull of 
Missouri.

Mr. Hul l, i t is a pleasure to have you with us.

STATEMENT OF HON. W. R. HULL, JR. , A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF MISSOURI

Mr. Hull. I am delighted to be here, Mr. Chairman.
Mr. Chairman and members of the subcommittee, I  wish to express 

my appreciat ion for the opportuni ty you have given me to appear 
before you in support of II.R . 7655. I have introduced an identical 
bill, H.R. 7797.

II.R. 7655 will amend the Food, Drug, and Cosmetic Act. It  will 
consolidate those provisions of the act applicable to animal drugs. 
The present act requires t ha t new animal drugs frequently be consid­
ered under two separate sections. Quite often subsequent clearances are 
necessary if the drugs  are batch-certified or are incorporated into 
animal feeds.

II.R.  7655 will consolidate these clearance procedures into one sec­
tion of the law. This consolidation will in no manner remove present 
safeguards necessary for the protection of the public.

The United States is the best fed country in the world today. Our 
agric ultura l technology has enabled us to fill America’s tables with  an 
ever-increasing assortment of high-quality  foods.
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How ever , the  populat ion  is gro wing  at a fant as tic  pace, with an 
est ima ted  200 million Am eric ans  expected in 1967. The se people must have an adequate  nu tri tio us  food supply.

Today , anim al diseases, paras ites, and insects  are  ste ali ng  bill ions of dolla rs wor th of food each yea r. The best e ffor ts o f r esearch  teams 
are  needed in an a ll-o ut f ight to  reduce an ima l losses.

The  passage of II. R. 7655 will be of enormou s importance  in th is 
research  effort.  When enact ed, it  will  s tream line th e pro ced ure s neces­sar y to obtain clea rances of new animal drug s need ed to fight these livestock and  poul try  losses, and will  encourage develop ment of new 
dru gs  to combat yet unconquere d food-anim al diseases .

I am happy to note  th at  I)r . Go ddard  is scheduled to  tes tif y here  
today. His intere st in th is measure  is typ ica l of th e tho rou ghness with which he has tak en hold of the  FD A.  His  appo int me nt of Dr . Clarkson, to head up  the  new Burea u of Ve terin ary Medicine  also 
typif ies his pro gra m of seeking hig hly  qualified, com petent  peop le to ca rry  on the  work  of th is  im po rta nt  agency .

I hope he will find, in II .R . 7655, a valuab le tool  which will  help him and  the  Bu rea u of Ve ter inary Medicine , pe rfo rm  the difficult tas k of prote cti ng  the publi c health wi tho ut undu ly bu rden ing an 
ind ust ry which mu st supp ly ou r Na tion and much of  the  world  with animal hea lth and n ut rit ion produc ts.

I than k you very much fo r being able to ap pe ar  before  your  com­mit tee  thi s morn ing , Mr. Ch airma n.
Mr. J arman. Th an k you.
Dr.  Ca rte r?
Mr. Carter. No questions.
Mr. J arman. We appre cia te y our be ing  here  at  thi s b righ t and  shin y hour on Mon day mo rni ng  to help  st ar t the record  on th is im po rta nt  subject,  Mr.  Hu ll.
Mr. H ull. Th an k you, M r. C hai rman.
Mr. J arman. We sha ll he ar  next from our colle ague  on the com­mittee, and  au thor  of one of to da y’s b ills,  II .R . 7815, t he  Honorab le Pa ul  Rogers.

STATEMEN T OF HON. PAU L G. ROGERS, A RE PR ESEN TA TIV E IN  
CONGRESS FROM TH E STATE OF FLORIDA

Mr. Rogers o f Flor ida.  Mr. Chairma n, I am ap pe ar ing in supp or t of II.R.  7655 sponsored by my colleague, the Ho norab le Leo  W. 
O'B rien, of New York.  I  have int rod uced an identical  m easu re, II.R.  7815. In  int rodu cin g thi s legisla tion  I have been awa re of th is sub­
committ ee’s r esp onsib ility fo r the  efficient ad mi nis tra tio n of Govern­men t hea lth  pro gra ms . It  is our des ire to  pro vid e reg ulato ry  pr o­
cedures which will prote ct the  public, bu t at  the  same tim e will no t create inefficiency and waste in both Government  and  ind ust ry.

I wou ld like  to emphasize  th at  the  problem s fo r which we seek a solu tion  th rou gh  int roduction  of I I.R . 7655, ar e no t caused by  the Food 
and  Dr ug  Ad minist ra tio n or  by the  Burea u of Ve ter ina ry Medicine.  The  problem s app ea r to be with  the  law.

The  present  F ood , Drug , a nd Cosmet ic Act  was  passed and  amended 
to esta blish necessary  saf egu ard s. In  the  ena ctm ent  of the basic act and  its many ame ndm ents , Congres s has  been concerned  pr im ar ily
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with the regulation of human drugs. Animal drugs have always been 
covered by the  law but the ir c learance prior to use has a lmost by c ir­
cumstance, rath er than design, under  the various sections also ap­
plicable to human drugs.

Human drugs and food additives may be cleared under one of three 
possible sections in the present law, but only one. Animal drugs, on 
the other hand, must be cleared under two sections in many cases and 
additional clearances under the same sections are necessary for  many 
of those used in medicated feeds.

This situation  has created delays and difficulties in administration  
of the law because of the multiple clearances involved. These delays 
which are not predicated on sound public health considerations are 
expensive for the Government, the indus try, and the consumer.

Any roadblock to the most efficient product ion of meat, milk, and 
eggs should be eliminated if  we are to continue to meet the needs of our 
rapid ly growing Nation. II.R . 7655 will remove some of the statuto ry 
complications now facing manufacturers of animal health products. 
This bill will maintain existing  safety and efficacy requirements while 
eliminating the ponderous and time-consuming procedures that cur ­
rently delay the clearance of new animal drugs.

Mr. J arman. Thank you for your testimony Mr. Rogers. If  there 
are no questions, we shall hear  next from another colleague on the 
committee, the Honorable Ancher Nelsen, who has introduced a com­
panion bill, H.R. 9542.

STATEMENT OF HON. ANCHER NELSEN, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF MINNESOTA

Air. Nelsen. Mr. Chairman and members of the subcommittee, I am 
apprecia tive of the opportunity to appear before you to urge your 
favorable consideration of H.R. 7655. As you are aware, I  have intro­
duced an identical companion bill, H.R. 9542.

The animal health indus try has made grea t strides in recent years 
in reducing food animal losses to f arm ers ; reducing food costs to con­
sumers; and improving the quali ty of meat, poul try, milk, and eggs, 
through development of a wide var iety of animal health products  and 
growth agents. These strides have been made despite cumbersome 
clearance procedures tha t delay and discourage development and ma r­
keting  of new agents to combat diseases, parasites , and insects tha t 
afflict food-producing animals.

An example of the contribut ions made by the animal health  industry 
is clearly demonstra ted in the heavy use by poultry producers of a wide 
range of drugs . Broile r producers use drugs and  feed additives from 
the day the chick hatches until it is ready for market. Twenty-five 
years ago it took 5 pounds of feed to make a pound of broiler  meat. 
Ten years ago, it  took 2% pounds of feed to make a pound of broiler 
meat. Today, we can make a pound of broiler meat with just  2 pounds 
of feed. Scientific management with feed additives and health-protect ­
ing agents have made possible this remarkable  feed conversion record.

Even greater advances are possible, but cur rent  clearance procedures 
for animal health products  discourage research and development. It  
often takes 2 o r more years to get premarket ing clearance, after re-
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search h as been completed, safe ty  a nd effeceiveness demo nst rated,  a nd 
an appli cat ion  submitted for a pprov al.  Such costly and t ime-consum­
ing  redta pe,  based on ru les developed  fo r human drugs , is keeping from 
Am erica’s farmers the  pro ducts  they des per ate ly need to fu rthe r im­
prove efficiency of food pro duc tion.

The Com miss ioner of Food and Drugs , and the Di rector  o f Ve teri­
na ry Medic ine, have demo nst rated a wil ling ness an d an ab ili ty to 
eliminate many of  the  unnecessary ad mi nis tra tiv e procedures which 
have  in the  pa st add ed to the  delays. Th is leg islation , I  feel, will assure us th at  abso lute  and  unnecessary’ tim e-cons uming  m etho ds will  
be se t aside and  will aid  in efforts to streaml ine  p roce dures.

H.R.  7655 call s fo r a sing le procedure  fo r cl earanc e of anim al dru gs.  
Th is simplified  a nd effective  pro cedure  wo uld gr ea tly  reduce c learance 
time and  cost to p rod uce rs wi tho ut slac ken ing  the rigi d con trols in the 
presen t law th at  are des igned to pro tec t the public hea lth . We  need 
passage, wi tho ut delay , of H .R . 7655.

Mr. J arman. Th an k you fo r you r tes timony , M r. Nelsen . I f  the re 
are no que stions, we shall  h ea r ne xt f rom  ou r col league f rom  Ke ntu cky , 
the  Ho norab le Jo hn  W att s. Mr. W at ts  is spo nso r of  one of  t he  b ills  under con sidera tion today,  H. R.  8377.

STATEMENT OF HON. JOHN C. WATTS, A REPR ESEN TATIVE IN 
CONGRESS FROM THE STATE OF KENTUCKY

Mr. W atts. Mr . Ch air ma n and  members of  the  subc omm ittee , I 
than k you fo r afford ing  me  the op po rtu ni ty  to make th is sta tem ent  in 
supp ort of II. R. 7655. My strong conv ictio n o f its  mer it prom pte d me to introduce an identical  bill , H.R.  8377.

You will recall th at  the  need fo r leg isla tion specifica lly re la tin g to 
drugs for use in  a nim als  and  in thei r f eed  was broug ht  to  the att en tio n 
of  your pa rent  com mit tee in 1962 du rin g heari ngs on the bill H.R . 
11581, which was ena cted into  law as the Dru g Am end ments  o f 1962. 
I t was ag ain  presented to  th is subcommittee ’s predecesso r in Sep tem ber  
of  1963 when  heari ngs were held  on II. R. 7247. I  am adv ised  th at  a 
numb er of amend ments  to  that, bill , suggested  by the Food and Dru g 
Ad minist rat ion, were prom ptly acquiesced in by its  pro ponents , and 
add itio nal amendments,  believed to be necessary to the ade qua te pr o­
tect ion  of  th e public  health , were worked o ut  d ur in g a course o f m any  
meetings be tween  repre sen tat ive s of  the  admi niste rin g agency, the  con­
gres sion al staff, and  industry. I un derst and and believe  th at  all  nec­
essa ry fea tures  of  th is na ture  are  inc orporat ed  in  the bil l before  you  
tod ay.  I am firmly convinced th at  H.R.  7655 preserves  all  the  sa fe­
gu ards  presently  co nta ined in t he  Food , D rug,  and  Cosmet ic Act.The delay in fav ora ble  conside ration and enactment of  th is leg is­
lat ion  has been undue. I strongly  urg e yo ur  prom pt  a ctio n to repo rt  
the  bill as int rod uced by my esteemed colle ague , the Ho norab le Leo W. O’Br ien.

Mr. J arman. Th an k you Mr.  W att s. We  apprec iat e yo ur  testimony.
Mr. W atts. Th an k you for the  op po rtu ni ty , Mr.  Chairma n.
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Mr. J arman. Our  colleague, Hon. Leonor K. Sullivan, has asked 
tha t I read to the committee the  following let ter :

H ouse  of R ep re sent at ives , 
W as hin gt on,  D.C ., June  13, 1966.

Ho n. J oh n J ar man ,
Cha irman , Subco m m it te e on  Pub lic  H ea lth  an d W el fa re , C om m it te e on  In te r ­

st a te  an d For eign  Co mm erce , H ou se  o f Rep re se nta ti ve s,  W ash in gt on , D.C. 
D ear C ha ir man  J arma n : I f  i t is  n ot  po ss ib le  f or me  t o appear in  pe rs on  be fo re  

your Su bc om m itt ee  M on da y m or ni ng  be ca us e of  an  ex trem el y im port an t m ee tin g 
of  th e  Com m itt ee  on B an ki ng and Cur re nc y whi ch  I m ust  a tt end , I wou ld  ap pre ­
c ia te  it  ve ry  muc h if  you w ill  re ad  t h is  le tt e r a t th e  heari ng  on  H.R . 7655 de al in g
w it h  an im al d ru g re gula tion  under th e Fo od , Dru g,  and  Cos met ic Ac t.

As yo u know , I ha ve  long  be en  in te re st ed  in  st re ng th en in g  our co ns um er  
s ta tu te s  re la ti ng  to  th e  hea lt h  an d sa fe ty  of  th e  Am er ic an  people,  and  I ha ve  an  
om ni bu s bil l, H.R. 1235, pe nd in g b ef or e th e Com m itt ee  t o re w ri te  t he  Fo od , Drug,  
and  Co sm et ic Act  of  1938, as am en de d.  V ete ri nary  dru gs a re  im port an t to  th e 
healt h  and  sa fe ty  of  th e  pu bl ic  be ca us e of  th e ir  ef fects  up on  th e  fo od  w e eat,  an d 
th u s pr ov is io ns  to  ti gh te n  t he  law de al in g w ith su ch  d ru gs a re  inc lu de d in  my  bill .

I wou ld  pre fe r th a t th e  Su bc om m it tee not proc ee d to  de al  w ith  o nly th is  l im ited  
ph as e of  th e  Fo od , Dru g,  and  Co sm et ic Ac t in your pre se n t hea ri ngs,  sinc e th er e 
a re  so m an y o th er —an d to  me , f a r  m or e im port an t— pr ov is io ns  of  t he  law  which  
re qu ir e  u rg en t a tt en ti on . H .R . 7655 seem s to  be d ir ec te d  al m ost  enti re ly  a t 
am eli ora ti ng  som e oper at in g  pr ob le m s of  th e  fe ed  in d u str y  and  th ose  ch em ical  
fi rm s w hi ch  su pp ly  in gre die nts  fo r su ch  fe ed s or  fo r an im al dr ug s.  I w ish th e 
ne ed s of  th e co ns um ing pu bl ic  fo r st ro nger pro te ct io ns co uld be gi ve n a t le as t 
eq ual  a tt en ti on  a t th is  t im e.

How ev er , sin ce  you  a re  ta k in g  u p H.R. 7655, I wou ld  l ik e to  ask  t h a t you am en d 
th is  bi ll to  m ak e su re  th a t ever y  an ti b io ti c  d ru g—not ju s t th e  five an tibio ti cs  
li st ed  on  pa ge  20 in  su bs ec tio n (n ) (1 ),  but a ll  an ti b io ti c  d ru gs an d an y 
deri vati ves th er eo f— be mad e su bje ct  to  ba tch- by -b at cl i cert if ic at io n  by th e Fo od  
and D ru g  A dm in is tr at io n,  w heth er in te nde d fo r us e by  m an  or  by  an im al s,  an d 
th a t th is  re quir em en t ex te nd  to  exis ti ng  an ti b io ti c  an im al dru gs , not ju s t to  “a  
ne w an im al  dru g .” T hi s wou ld  bri ng th e  pr ov is io ns  of  th e  la w  dea ling w ith  
an ti bo ti c  an im al  dru gs in to  line w ith  th e  1962 A ct  pr ov is io ns  ap pl yi ng  to  a n ti ­
bi ot ic s in te nded  fo r us e by man . I f  th e  bi ll is  so am en de d,  it  w ou ld  ac co mpl ish 
in  th is  re sp ec t on e im port an t ob je ct iv e of  H.R. 1235, as co nta in ed  in  Se ct io n 5 of  
H.R.  1235, “C er ti fi ca tion  o f a ll  V ete ri nary  A ntib io tics .”

H.R . 1235 wou ld  al so  re pea l th e  ex em pt io n in th e  1962 Act  fo r ca rc in og en ic  
co lo r addit iv es  us ed  in  an im al  feed s.  I kn ow  of  no ra ti o n a l ex pla nation  fo r th e  
in cl us io n of  th a t ex em pt ion in  th e 1962 Ac t. In  fa ct,  w he n I of fe re d th e am en d­
m en t in  th e Hou se  in  1962 to  de le te  th a t pr ov is ion,  th e  “e xpla nation” gi ve n a t  t he 
tim e fo r it s  in clus io n ga ve  no exp la na tion  a t al l. T he pr ov is io n const it u te s a 
se riou s loop ho le  f o r th e po ss ible adu lt e ra ti o n  of ou r m eat su pp ly , ev en  th ou gh  no 
an im al  fe ed  m anufa ctu re r,  so fa r,  seem s to  ha ve  u ti li zed  th is  loop ho le  to  del ib er ­
ate ly  in cl ud e a ca nc er -c au sing  co lo ring  in gre d ie n t in  an im al  feed s.  B ut th e  
pos si bi li ty  ex is ts . I re al iz e th a t an  am en dm en t to  H .R . 7655 to  el im in ate  th is  
pr ov is ion fr om  th e se ct ion of  th e  la w  de al in g w ith  Co lor A dd iti ve s wou ld  be  
su bj ec t to  a i>oint of or de r,  but if  a cl ea n bi ll sh ould  be in tr od uce d fo llo wing 
Com m itt ee  co ns id er at io n of  H.R . 7655, I u rg e th a t co nsi der at io n  be  gi ve n to 
in clus io n of  an  addit io nal se ct ion dea ling w it h  th e  ca nc er -c au sing  co lo ring  
m a tt e r in  a nim al  fe ed s.

In  th e m ea nt im e,  ho wev er , I as k th a t H.R . 7655 be  a m en de d a t 3 pl ac es  on pa ge  
20 to  ass u re  ba tch- by -b at ch  ce rt if ic at io n of  al l an ti b io ti cs us ed  in  an im al  dr ug s.  
F ir st , on lin e 23, th e wor ds  “a  n ew ” sh ou ld  be de le te d and  the wor d “a ny” in se rt ed  
in  lie u th er eo f,  so th a t th e  pr ov is io n ap pl ie s to  exis ti ng  as  well  as ne w an im al  
dr ug s.  Nex t, I ask  th a t on lin e 25, a f te r  th e  wor d “b ac it ra c in ” th e  fo llo w in g 
w or ds  be in s e r te d : “o r an y o th er an ti b io ti c dru g.” The n,  I ask  th a t th e  co mm a 
fo llo wing th e  w or d “th er eo f” on lin e 25 be  ch an ge d to  a per io d and  ev er yth in g 
which  f ol lows in  t h a t se nt en ce  be  d ele ted.

The se  th re e  am en dm en ts  w ill  give  to  th e  Fo od  and  D ru g A dm in is tr at io n  th e 
sa me po wer s in  r eg ul ating ant ib io tic anim al dr ug s a s it  h as under th e  1962 A ct  in
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regulating  antib iotic  drugs intended for  use by humans.  The present law on animal antibiot ic drugs, and  the present provisions of H.R. 7655, mainta in the 
myth tha t the only antibiotic drug s which are  of any consequence are  the five 
which happened  to be in existence when antibiot ics were first  made subject to batch-by-batch certification.  We have  many more antibiotics  now in existence than those five enumerated  in the bill, and all of them should be made subject to batch-by-batch certificat ion.

Sincerely yours,
Leonor K. Sullivan,

Third District, Missouri.
Mr.  J  arman. Ou r next witn ess is Dr . James  L. Go ddard , Commis­

sion er of  the F ood  and D ru g Adm inist rat ion.
Dr . Goddard , we are  very glad  to have  you  wi th  us th is mo rning  

and fo r the  reco rd wou ld you  introd uce  your  colleagues from the 
De par tment .

STATEMENT OF HON. JAM ES L. GODDARD, COMMISSIONER; ACCOM­
PA NIED  BY M. R. CLARKSON, DIRECTOR , BUREA U OF VE TE RI ­
NARY ME DICIN E; AND WILLIAM  W. GOODRICH, GEN ERA L
COUNSEL, FOOD AND DRUG ADMIN ISTRATION

Dr.  Goddard. Th an k you .
Mr. Chairman and m embers o f th e com mittee, on my l ef t is Dr. M. R. 

Cla rkso n, Di rec tor  o f the  B ureau of Ve terin ary Medicine of the  Food 
and  Dr ug  A dm ini str ati on , and  on my righ t is Mr. Willi am  W . Good­
rich , the  G eneral Counsel fo r the  F ood  a nd  Dr ug  A dm ini str ati on .

Air. J arman. May  I  say  fo r t he  committee th at  we a re very  pleased 
to have  you here thi s m orn ing  in your  fir st a ppear ance before  the com­
mit tee since being  sworn in.

Dr . Goddard. I t  is a pleasu re to be her e thi s mo rning , Mr. Cha ir ­
man, and with your  permis sion  I  have a prep ared  sta tem ent which I 
will read .

Mr. J arman. Al l rig ht .
Dr . Goddard. I  appre cia te your invit ati on  to discuss H.R.  7655, a 

bill to amend  the  Fe de ral  Foo d, Drug , and  Cosmetic Act  in relation  
to the saf ety  and effectiveness of drug s int ended fo r use fo r anim als.

The pr inc ipa l effect of  the  bi ll wou ld be to br in g tog eth er in a new 
section a s ubsta nti al part  o f t he  requ irem ents of  t he  Foo d, Dr ug , and  
Cosmetic A ct fo r a pp rov als  of  new anima l d rugs, inc lud ing  foo d ad di ­
tive clearances and  the  cert ifica tions of antibio tics .

The bill also include s tra ns itional pro vis ion s to pro tec t the hol der s 
of  cu rre ntl y appro ved dru gs  and  to assu re th at  the re will be no hi n­
drance  in the con tinued  app lication of the  enforcement  provis ions of 
the  act  du ring  the  per iod  of changeover in admi nis tra tio n from the  
provisions  of the cu rre nt  ac t re la tin g to an imal drugs to the  new pr o­
visions conta ined in t he  bill.

I f  th e b ill is amended, as  we suggest , i t wou ld work in t he  following  
m an ne r:

The man ufac turer, packer , or  di st rib ut or  of a new anima l drug , 
whether int ended fo r dir ec t acti on in anima ls or fo r use in feed or 
dr inking  w ate r, w ould file an appli ca tio n to establ ish  the cond itions of 
safe an d effective use.

Upo n ap prov al of  the appli cat ion , the  D ep ar tm en t wou ld publi sh  a  
reg ula tion, giv ing  the nam e an d addre ss of  the  appli cant,  and the
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conditions attached to the approval to assure safe and effective use, 
including any authorized tolerance or required  withdrawal period, 
any special labeling requirements, and any other inform ation deemed 
necessary.

The feed manufacturer,  desiring to use the new animal drug  in 
medicated feed, would be required to file an application of his own 
describing how he intended  to prepare the feed; listing  the facilities 
and controls that would be used; and providing  specimens of the 
labeling he proposed to use. The application would be approved only 
if i t established safety  and  effectiveness for the animal feed contain ing 
the new animal drug.

Each applicant, the d rug  manu factu rer as well as the feed producer, 
would be entitled to a hearing on a refusal to approve his appl ication, 
or on any proposed withdrawal or modification of the  approval. If  
the basic approval for  the new animal drug were proposed to be wi th­
drawn  or modified, the  drug manufacturer  would be entitled to a 
hearing, and the feed manufacturer  would be entitled to intervene. 
Final withdrawal of approval of the new animal drug application  
would automatica lly resu lt in withdrawal of the approval of the 
medicated feed appl ications based upon it.

Antibiotics would continue to be handled in essentially the same 
manner as they now are.

Fur ther , the bill has a trans itional provision which continues all 
prio r approvals in effect, and  allows the holder of any such approval 
to propose amendments, or the Department to modify or withdraw 
any such approval under  the new procedure tha t would be provided 
by the bill.

Since the  Department is required to publish  all approvals, it will 
take some time to pick up all of the prio r approvals—particularly  
those g ranted in new d rug  applica tions filed over the past 28 years. 
This would be done as soon as feasible.

The bill continues the g randfa the r clause of the 1962 Drug Amend­
ments, with a change in language to make it quite clear that any drug 
tha t has previously cleared throug h the new drug procedures on safety  
alone, by any person, will be subject to reevalua tion as to  its claims 
of effectiveness. As you will remember, the provisions requirin g proof  
of effectiveness was one of the  most importa nt features  of the 1962 
amendments.

The Department is approaching tha t problem in an orderly  way, 
both for  human and animal drugs.

The forerunner of this bill, H.R. 7247, introduced in the 88th Con­
gress was vigorously opposed by the administra tion on the ground 
tha t it  would significantly reduce the protection afforded to  the public 
under the present law. However, many changes have been made in 
the dra ftin g of the current bill, thus removing many of the reasons 
for our previous objections.

Meanwhile, we in the Food and Drug Admin istrat ion have taken a 
number of steps to expedite the  hand ling of animal drug applications. 
The committee will recall t ha t a  major  plea of the proponents of the 
legislation was the need to simplify procedures and to shorten th e time 
for obtain ing FDA  clearances. Our veter inary medical staff was 
great ly overburdened with work, and consequently the handling of 
applicat ions for clearances of new drugs was lagg ing very badly.
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For example, in June  1965, we had on hand 198 applications for basic new d rug approvals, and 579 applicat ions for medicated feed supplements. The time consumed in hand ling all applications varied from 3 to  6 months. By contrast, we now have 97 basic new drug  applications (NDA’s) on hand, and 204 medicated feed supplements, and the t ime consumed in handling has been reduced to an average of 90 and 30 days, respectively.
Although this  represents substantia l progress in eliminating delays, it is still not enough. Our goal, which we hope to reach during the coming year,  is to  become completely current in taking up applica­tions as they are received.
This does not mean, of course, instant approval  or disapproval. As you know, many of these applicat ions require critical determinations of safety and efficacy, including the resolution of difficult problems of residues in meat, milk, and eggs. There can be no shortcuts in the reviews of scientific data concerning these issues, and we must devote the necessary staff time to make a thorough evaluation and a sound decision in each case.
Several administ rative changes have been made. With the coop­eration of industry groups, the forms for medicated feed applications have been completely revised and simplified. The use of the new form 1800 should result  in the submission of more complete and bette r or­ganized information by the appl icant  thereby cuttin g down on the problems of review in FDA.
The regulations covering good manufacturing  practices for medi­cated feeds have been separated from those for drugs generally, giving recognition to the special requirements for this type of manufac tur­ing facility . Proposals for good manufacturing practices regulations  covering the  intermediate or “premix” facilities have been published in the Federa l Register inviting comment from interested parties. Although good manufacturing  prac tices requirements are not covered in the bill now before the committee, the recognition of the special needs in these areas helps to smooth out  some of the problems we have had in the clearance of drugs for animal  use.
Applicat ions for clearing premixes are now handled as new drug applications rath er than  as master files. The master file concept is being retained to avoid the necessity for duplicating information in succeeding applications. With  respect to master files now’ on hand, we are glad to consider requests from the holders of such files to change them over to NDA’s. This does not change the curren t re­quirement  tha t the applicant under take to distribute premixes only to holders of approved medicated feed NDA’s.
New regulations setting forth the rules for veterinary investiga­tional drugs have been issued. By separating  the requirement  for veterinary drugs from those established for  human drugs, we have often given a ttention  to the par ticu lar needs for the development of labora tory and clinical da ta in this area with special reference to the protection of meat, milk, and eggs derived from animals used in investigations.
The former Division of Veter inary Medicine has been upgraded to full  Bureau status with the responsibility for the hand ling of drugs for animals clearly established in this  Bureau. Final authority has
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been delegated to the Director of the Bureau for approval of medicated 
feed applications.

Veterinary personnel handling certifiable antibiotics applications 
previously assigned to the Division of Antibiotic and Insulin Certifica­
tion, are now located in the Bureau of Veter inary Medicine. NDA’s 
and medicated feed applications involving certifiable antibiotics are 
now handled along with other veterinary NDA’s and medicated feed 
applications in the Bureau of Veterinary Medicine.

Responsibility for clearances of food additives  fo r animal use along 
with the clearances of new drugs  has been consolidated in the Bureau 
of Veterinary Medicine. Of course, in discharging this responsibility, 
the Bureau will continue to consult with toxicologists and pharma­
cologists of the Bureau of Science in coming to a decision. This is 
necessary not only because of the special competence available in the 
stalf of tha t Bureau, but also to be sure that decisions concerning these 
food additives will not be inconsistent with decisions on the many 
other food additives which are the responsibil ity of the Bureau of 
Science.

Amendments to the regulations are  being d rafted to provide a sepa­
rate  par t for the publication of approvals of veterinary new drugs 
and food additives for animal use. Under the proposed revision when 
approval  is given to such a drug  or additive, notice of such approval 
would be published in the  Federal Registe r along with any limitations 
of use necessary to protect  the animals for which the product is i n­
tended and to assure the safety of food products  derived from such 
animals. This would be consistent with the proposal contained in 
subparagraph (i) on page 13 of the bill.

We believe these changes will fur ther facilitate our handling of the 
large volume of submissions perta ining  to drugs  for animal use that 
must be reviewed each year. In  addition, we are taking steps to in­
crease the size of the staff of this Bureau, and, more importantly,  to 
accomplish this by recruiting  scientists of the highes t qualifications 
to round out the capabilities of the current staff.

We are placing  the highest emphasis upon a comprehensive program 
of continuing  education for our staff, including special train ing in 
various scientific disciplines—particularly pharmacology, toxicology, 
physiology, and epidemiology—as well as the most up-to-date train ing 
in executive leadership and administration .

It  is our belief tha t the steps tha t have been taken and those which 
are now underway go far  to meet the objectives of the bill. Neverthe­
less, we have no objection to the enactment of this bill provided the 
amendments which are presented with the Department’s report are 
incorporated in the language. Basically, these amendments are to 
assure tha t none of the substantive au thority now a vailable to the Food 
and Drug Administra tion to protect the safety  and efficacy of drugs 
for animal use will be lost. There can be no doubt of the importance 
of these authorities when one considers tha t the health  of the Nation’s 
livestock and poultry,  the wholesomeness of meat, milk, and eggs, and 
the protection of companion animals from disease are  enhanced by a 
safe and effective animal drug and medicated feed supply. Con­
versely, these values would be damaged by unsafe or ineffective drugs.

A great many of our common diseases are readily transmissible be­
tween animals and man, including tuberculosis, salmonellosis, brucel-
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losis, and anthrax, to name just a few. The Congress has wisely pr o­vided tha t drugs for animal use shall be safe and effective, based upon the best available scientific judgment. Considerations of “safety” necessarily include the safety of the meat, milk, and eggs derived from food-producing animals. This is impor tant not only to the people of the United States, but also around the world, as this country continues to  meet its global responsibilities to provide food for hun­gry peoples.
In summary, Mr. Chairman, we intend to carry  out our responsi­bilities to the  consumer under the present law to assure tha t drugs and food additives for animal use are safe and effective. We intend to meet these same objectives if II.R. 7655 is enacted with the amend­ments proposed in the Department’s report. Members of our staff will of course, be glad to work with the  committee staff to incorporate  the amendments in the bill if this is desired.
Thank you, Mr. Chairman, for the opportuni ty to discuss th is pro­posed legislation with you. My associates and I  will be glad to re­spond to any questions which the committee may have.Mr. J arman. Thank  you, Doctor.
It  is good to hear the statement th at the time consumed in handling  these applications has been reduced to 90 and 30 days, respectively, as indicated on page 3 of your statement.
Mr. Mackay ?
Mr. Mackay. No questions.
Mr. J arman. Mr. Nelsen?
Mr. Nelsen. Thank you, Mr. Chairman.
I want to compliment our witness on his statement  because i t does indicate an awareness of the problem that  the feed manufacturer s have been faced with, and those of us who have authored legislation certainly wish to assure the general public tha t it is not our intention in any way to cut corners on the safety of any product tha t is pu t to use and for sale to the farm people of our country or those who pu r­chase any of these feeds. We have been seeking for a long time, however, to try  to reduce the length of time tha t it takes to obtain clearance for the  use of new drugs. We have found in so many cases inequities existing in the area of manufacturing  where one manu­factu rer may be using a certain formula  and another one has an ap- lication to do a similar thing, yet because of lengthy procedures he has been unable to market his product. It  has been our hope that we could work out something to not only speed things up, but at the same time protect the public, so I want to th ank Dr. Goddard for his  statement. Ili s comments indicate an awareness of the problem.Mr. J arman. Mr. Gilligan ?
Mr. Gillioan. No questions.
Mr. J arman. Dr. Carter?
Mr. Carter. I would like to compliment Dr. Goddard on his excel­lent presentation. Certainly, I think he is doing a good job at the Food and Drug  Administration as Adm inist rator  and I feel tha t this  bill will be effective.
Thank you, sir.
Mr. J  arman. Dr. Goddard, as we unders tand it then, the Depart­ment will have no objection to the enactment of the bill i f the  amend­ments you recommend are introduced ?
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I)r. Goddard. That is correct, Mr. Chairman.
Mr. J arman. We are grate ful to you and your colleagues for  being 

with us th is morning fo r this  succinct and comprehensive presenta tion 
on the subject.

Dr. Goddard. Thank you, sir.
Mr. J arman. Our  next witness this morning is Mr. Hollis H. 

Brower, immediate past president of the Animal Heal th Insti tute.
Mr. Brower, would you care to ident ify the gentlemen who are 

with you.

STATEMENT OF HOLLIS H. BROWER, IMMEDIATE PAST PRESIDENT,
ANIMAL HEALTH INS TIT UTE; ACCOMPANIED BY BERTRAM H.
LEBEIS, ATTORNEY, AMERICAN CYANAMID CO.; AND THOMAS W.
FREEZE, CHAIRMAN, REGULATORY SECTION, ANIMAL HEAL TH
INSTITU TE

Mr. Brower. Mr. Chairman, members of the subcommittee, accom­
panying me are Mr. Bertram IT. Lebeis, attorney with the American 
Cyanamid Co. on my left , and Mr. Thomas AV. Freeze, a vice president 
of Salsbury  Laborator ies, Charles City, Iowa, and also chairman of 
the regulatory section of the Animal Heal th Institute .

They are prepared to supplement my statement should you members 
of this subcommittee have any questions of a legal or technical 
nature.

I am Holl is IT. Brower, market ing manager o f animal byproducts, 
The Dow Chemical Co., Midland, Mich. Our company is engaged in 
the manufacture and sale of biologicals, feed addi tives, pharmaceuti ­
cals, and pesticide products.

Today I appear before this subcommittee as a d irector  and former 
president of the Animal Health Inst itute , in support of H.R. 7655. 
The Ins titu te was organized in 1941. Its  membership includes more 
than 40 manufacturers  which account for the major  share of produc­
tion of animal health and nutr ition products  manufactured and sold 
within the  United States.

On behalf of the Animal Health  Inst itute, I shall comment on the 
salient provisions and the intent of H.R. 7655.

It  should be emphasized at  the outset that this proposed legislation 
is enormously importan t to the food supply  of this country and to the 
economic well-being of its farmer producers. Livestock enterprises 
add more than $20 billion annually to the gross national product. This 
constitutes more than  55 percent of the total agricu ltural  income.

Within  the past two decades, the development of pharmaceutical 
preparations, biological products, and feed additives by the members 
of the Animal Health Ins titu te and others have contributed  enor­
mously to  animal disease control. These developments have helped 
improve the quality  of farm products of animal origin and have 
played a vital part in provid ing consumers with an abundance of 
wholesome, reasonably priced meat, poult ry, eggs, and dairy products.

In spite of these improvements, however, the battles for more 
efficient production and agains t the ravages of disease and economic 
loss due to disease, parasites , and nutri tional deficiency are not won.

H.R. 7655 developed as a result of hearings conducted by this sub­
committee's predecessor on H.R. 7247 in the fall of 1963. During
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these hearings substantial evidence of the need for modification of the 
basic act was presented. Witnesses described the untoward delays in 
the processing of applications, the duplicate and tripl icate  require­
ments, and the difficulties encountered by the Food and Drug Adminis­
trat ion and the industry  in the premarketing  clearance procedure re­
quired by the three separate sections of the act.

Members of the subcommittee and representatives of the Food and 
Drug Administration offered suggestions for the modifications of 
II.R.  7247 which would insure full and complete protection of the 
public health. All such suggestions have been incorporated in 
H.R. 7655.

During the 88th Congress the Animal Heal th Ins titu te worked 
diligently with representatives of the Food and Drug Administration, 
the Department of Hea lth, Education, and Welfare, and the  Commit­
tee on Intersta te and Foreign Commerce to make these amendments 
acceptable to Government, the health  professions, and industry.

The measure you are considering today, as now draf ted, includes 
all provisions necessary to safeguard the public health.

The purpose of these amendments is to consolidate the provisions 
of the Food, Drug, and Cosmetic Act relative to the premarketing 
clearance of new animal drugs into a single section of the statu te 
specifically designed for such drugs. This purpose will be achieved 
without reduction in the rigid controls contained in existing law. 
The amendments are designed:

1. To consolidate the duplicate and triplicate controls currently im­
posed by sections 409,505, and 507 of the act.

2. To create a single statutory standard of safety and effectiveness 
for animal drugs in a new section 512, thus elevating such drugs to a 
position equal to tha t of drugs and antibiotics for human use and of 
human food additives.

3. To establish a realistic statu tory mechanism for the premarket­
ing clearance of new animal drugs and of animal feeds bearing  or 
containing them.

4. To provide a pprop riate  controls over animal drug manufacturers 
and over feed manufacturers using such drugs.

5. To prevent recurring delays in the introduction of new animal 
drugs and to facilita te their availabil ity to the producers of livestock 
and poultry following discovery and development.

II.R. 7655 includes all safety and efficacy requirements applicable 
to animal drugs under existing law.

We should note how biologicals and animal drugs are presently 
cleared for use. Veter inary biologicals are licensed under the Virus- 
Serum-Toxin Act of 1913 by the IT.S. Depar tment  of Agriculture. 
Other animal drugs are subject to the Food, Drug, and Cosmetic Act 
of 1938, which is administered by the Food and Drug  Administration 
of the Department of Health,  Education , and Welfare.

II.R. 7655 will not change the responsibility of the Department of 
Agriculture for the licensing of veterinary biologicals and will not 
modify in any manner the autho rity of the Food and Drug Adminis­
trat ion with respect to other animal drugs.

Much of the present food and drug  law governing animal health 
products is the accidental byproduct of a series o f legislative enact­
ments designed to regulate substances intended for human use.
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Fundamenta l to any consideration of II .R. 7655 is the realization that 
when the Fed eral Food, Drug, and Cosmetic Act was enacted in 1938, 
the number and type of drugs which were being marketed for use in 
animals were greatly different from those available today.

As a matter of fact, the medicated feed industry , as we know it, 
did not even exist in 1938. The practice of veterinary medicine has 
also changed dramatically.  As a result, there is today a confusing 
and unwieldy regulatory struc ture for animal drugs which may sub­
ject them to three separate statu tory procedures before they can ob­
tain any marketing clearance.

The chief objective of legislation in the  drug area has been to regu­
late drugs for human use. From  the Food and Drug Act of 1906 
through the Food, Drug, and Cosmetic Act of 1938 and its amend­
ments, human drugs have been the prime consideration. The result is 
tha t the sta tute  clearly establishes the procedures for handl ing human 
drugs. While animal drugs have always been regulated under  the 
act, they have received stepchild treatment at best.

The bill before this subcommittee gives Congress the opportuni ty 
to express its  intent with respect to animal drug  clearances. It  would 
solve the problem of multip le controls by consolidating into a single 
new section the diverse and overlapp ing clearance sections of the 
present Food and Drug Act, now applicable to animal drugs.

This section is designed specifically for the effective and efficient 
regulat ion of these products.  The desirabi lity of this approach to 
the processing of new animal drug  submissions has been recognized 
by the Food and Drug Administra tion in its recent reorganization and 
the elevation of the Divis ion of Veterinary Medicine to bureau status. 
This bureau is now under the direction of the very capable adminis ­
trator, Dr. M. R. Clarkson.

In  recent months the growing world population and food crisis 
have received an increasing amount of attention . Congressional 
committees have heard  testimony tha t the end of our agricultural 
surpluses is in sight and that  the  exploding world population  is eating  
its way into a food crisis of fantast ic proportions.

A grea t many suggestions have been made for the relief of, if not 
the solutions to, the popula tion and food problem. Aside from the 
various aspects of birt h control, most of the suggestions involve food 
production and, more specifically, improvement of both quantity and 
quality  of the world food supply. Proteins are the key to the im­
provement of world diets.

Animal agriculture, especially the animal agricu lture of the United 
States, must be prepared to produce the high-quality protein needed 
to meet the challenges of the coming decades. The animal  health 
indus try will play a major role in that  effort.
As I have stated, the development of veterinary pharmaceuticals 

and biologicals and feed additives by the members of the Animal 
Hea lth Ins titu te has contr ibuted enormously in reducing losses caused 
by animal diseases.

We believe the provisions of H.R. 7655 will assist our industry  in 
meeting the  increasing demands for the control of livestock losses.

In  conclusion, the Animal Hea lth Ins titu te hear tily endorses and 
supports H.R. 7655, introduced by Representative O’Brien, and the 
identical bills, H.R . 7797, H.R. 7815, H.R. 8377, and H .R. 9542, intro-
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duced by Representatives Hull, Rogers, Watts, and Nelsen, respec­tively.
We support these measures as constructive legislative programs which will advance the interest of our farmers and the consuming public. It  is hoped that your subcommittee will report  favorably on II.R. 7655.
With your permission, Mr. Chairman, I would like to submit for the record a copy of this prepared statement and its attachments, which are a brief summary of the provisions of H.R. 7655 and an analysis of the measure.
(The summary and analysis referred to follow:)

Brief Summary op II.R. 7655, the Animal Drug Amendments of 1965 to the Federal F ood, Drug, and Cosmetic Act
(Presented by the  Animal Health Insti tut e)

These amendments consolida te the provisions of the Federal  Food, Drug, and Cosmetic Act, as amended, governing the prem arke ting clearance of animal drugs. These amendments  add to the  basic sta tut e a new Section 511,1 which establ ishes the requi rements of safe ty and effectiveness applicable to new animal drugs, including animal feeds  bearing or conta ining  such drugs. Pro­posed Section 511 replaces the  appl ication to animal drugs of  the three separate prem arke ting section clearance procedures  contained in exis ting law : Section 409 (food add itiv es) , Section 505 (new drugs) and Section 507 (ant ibio tic dru gs) . Any new animal drug, or any animal feed bear ing or conta ining  such a drug, is considered adu lterated unless it  meets the  requirements of proposed Section 511.
Under the  new Section 511, an  application is filed with respec t to each in­tended use of a new animal dru g whe ther  the drug  is to be used in a finished pharmaceutical, in an animal feed, or as a component of such feed. Such application contains  info rmation necessary to demonst rate the  safety  and  effec­tiveness of the  proposed use, including prac ticab le methods for  determ ining  residues in or on food, as well as a full  description  of the  manufactu ring  and control procedures employed with other requ ired data . Upon approval of the application , notice of the  approva l is published in the Federal Register. If the  drug is to be used in anim al feed, applicab le purposes and condit ions of use of the  drug  in animal feed are also published. The use of any new animal drug  in animal feed is governed by the  published purposes and conditions of use. Consequently, an applicat ion for an anim al feed conta ining  a drug com­ponen t is approvable if its label ing conforms to the published  purposes  and conditions of use and if curre nt good manufactu ring  prac tices  are  utilized .Procedures are set for th in proposed Section 511 for the grantin g or with­draw ing of approvals of new anim al drugs and of anim al feed bear ing or con­tainin g such drugs, and for  jud icial review, including summary suspension of appl ications in the event of  imminent hazard to heal th. This  section also pro­vides for the issuance of r egu lations  governing investiga tiona l use of new an imal drugs and the keeping of records and the  making of repo rts with  respect  to the use of new animal drugs. In addit ion, th is section continues batch certif ication  of the five antibiotics  for animal  use curren tly subject to batch certificat ion.The rema inder of the bill conta ins techn ical and conforming amendm ents and tran siti ona l provisions . These provisions car ry out the  purpose  of the bill to consolidate exis ting provisions in the basic law. They also provide  for  the continuation of exis ting approvals gran ted under the present law.
Analysis of the Sections of the “Animal Drug Amendments of 1965” (II.R.7655) to TnE Federal Food, Drug, and Cosmetic Act 

(Prepa red  by the Animal Heal th Insti tut e)
The  first section of the  Bill would provide  th at  the  Act may be cited as the “Animal Drug Amendments  of 1965.”
Section 101(a) of the  Bill would amend section 501(a) of the Federal  Food, Drug, and Cosmetic Act (he reinaf ter  refe rred  to as the “basic Act” ) to deem
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any new animal drug, or animal feed bearing or containing a new animal drug, 
to be adultera ted if it is unsafe within the meaning of section 511 (a)1 as added 
to the basic Act by section 101(b) of the Bill. Thus, the provisions of chapter 
II I of the basic Act, entitled “Prohibited  Acts and Penalties,” would apply to 
a new animal drug, or animal feed bearing or containing a new animal drug, 
in in ters tate  commerce to the  same exten t as  any other adulte rated  ar ticle unless 
an approval of an application filed pursu ant to new sections 511(b) or 511 (m), 
respectively, is effective with respect to tha t drug or animal feed.

Section 101(b) of the Bill would add to the basic Act new section 511, en­
titled  “New Animal Drugs.” New section 511 provides for the approval or 
refusal and withdrawal  of approval of new animal drug applications by the 
Secretary and requires the sponsor of a new animal drug to demonstrate the 
safety and effectiveness of the proposed use or uses of t hat drug. Similar  pro­
visions are made for animal feeds bearing or containing new animal drugs. 
Section 511 is patterned aft er the new-drug section of the basic Act (section 
505) as amended by the Drug Amendments of 1962, and it  consolidates the pre­
clearance provisions applicable to new animal drugs and animal feeds bearing 
or containing new animal drugs presently contained in th e food additive section 
(section 409) and the antibio tic section (section 507) as well as section 505. 
Thus, uniform administra tion of pre-clearance requirements is assured.

New section 511(a) (1) would deem a new animal drug to be unsafe  unless 
an approval of an application is effective with respect to such drug. New sec­
tion 511(a )(2) would make simila r provision for an animal feed bearing 
or containing a new animal drug.

New section 511(b) would replace section 505(b) of the basic Act for new 
animal drugs by specifying the information to be included in a new animal drug 
application. Clauses (1) through (6) would require  the same information 
presently  required in section 505(b) . Clauses (7) and (8) are  added to replace 
for new animal drugs sections 409(b) (2)(D ) and 409(c)(4) of the basic 
Act. The lat ter  two clauses are  desirable in the event residues of the drug 
remain in the tissues of the animals used for food production and a tolerance or 
withdrawal  period is proposed.

New section 511(c) is substantially identical with section 505(c) of the basic 
Act in setting forth  the procedure for action by the  Secretary  upon a  new animal 
drug application.

New section 511(d) would replace section 505(d) of the basic Act for new 
animal drugs by setting forth the grounds upon which the Secretary may refuse 
to approve a new animal drug application. Clauses (A), (B), (D) , (E) 
and (G) of new section 511 (d) (1)  are identical to clauses (1) through (6) 
of section 505(d). Clause (F) of new section 511 (d)(1) would replace for 
new animal drugs section 409(c) (4) of the basic Act, relat ing to tolerance 
limitations,  but would not modify the Secretary’s existing authority . Clause 
(H) of new section 511(d) (1) would replace for new animal drugs section 409 
(c) (3) (A) of the  basic Act by requiring the Secretary to refuse approval of an 
application for a new animal drug which induces cancer when ingested by man 
or animal. This clause is substantially  identical with the proviso in section 
409(c) (3) (A) as amended by the Drug Amendments of 1962.

Clauses (A),  (B) and (C) of new section 511(d )(2), in specifying certain  
factors to  be considered by the  Secretary  in  determining whether a new animal 
drug is safe, would replace section 409(c)(5) of the basic Act. Clause (D) 
of new section 511 (d) (2)  is intended to give the Secretary added authority  
to consider safety questions in those instances where the prescribed condi­
tions of use will not be followed.

New section 511 (d)(3)  would incorporate the definition of “substantial evi­
dence” of effectiveness inserted in section 505(d) of the basic Act by the Drug 
Amendments of 1962.

New section 511(e) is based upon and is substantially identical to section 
505(e) of the basic Act. As in the case of section 505(e), the new section 511(e) 
would give the Secretary summary powers to act if he finds that there  is an 
imminent hazard to the health of man or of the animals for which the drug is 
intended.

1 Subsequent to the  Intro duction  of H.R. 7655, Section 511 was preempted by the  Drug 
Abuse Control Amendments of 1965. Section 511, as proposed in H.R. 7655, will become 
Section 512 of th e Act upon en actment.
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New section 511(f) is sub stantially  identical to and, for  new animal drugs, would replace section 505( f) of the  basic Act, rela ting  to the  rein sta tem ent  of applications . Such provisions would also be applicable to orders concern ing applications for animal feeds bear ing or contain ing new animal  drugs.New section 511(g) is sub stan tial ly iden tica l to and, for  new animal drugs,  would replace  section  505(g)  of the  basic Act, rela ting  to Service of Orders .New section 511(h) adopts,  for  app licat ions  relating to new animal  drugs and to animal feeds bearing or conta ining  new anim al drugs , the appeal proce­dures set for th in section 505(h) of the  basic Act.
New section 511 (i) would requ ire the  Sec reta ry to publish the  condi tions  of use and the  name of the  appli cant for every  new anim al drug appl ication which is approved. This  is new, inasmuch as the re is no provis ion for  such publica­tion in section 505 of the  basic Act. However, in view of the  practic e of mix­ing two or more drugs, which may be purchased from diffe rent  sources, in anim al feeds, thi s provision has  been included so as to enable feed manu­fac turers  to asc ertain  those combinations of drugs which have been approved for use in animal feeds. This is necessary  because the label ing for  a particular  drug may not  indicate such combinations.
New section  511 (j) provides for  the  promulgation by the  Sec reta ry of regu ­latio ns for exempting  from section 511 new animal  drugs , and anim al feeds bear ing or containing new anim al drugs,  inten ded solely for  investig ational use by quali fied exjierts . This  section is based upon and would replace sections  401)(i) and  505( i) inso far as these sections are pertinent to the  investiga tion of such dru gs and anim al feeds. Of pa rti cu lar importance , the  las t sentence  authorizes the  Secreta ry to set forth  the  conditions upon which animals trea ted  with such drug s may be marketed. The amendments made to section 505(i)  of the basic Act by the Drug Amendments of 1962 rel ate  to the  clinical testing of new drugs  for  human  use and are  not per tinent  to the  inve stigation of new animal drugs. Therefore, they have not  been included in new section  511( j).New section 511 (k)  is based upon and would replace, for new anim al drugs, the  las t sentence of section 409 (a) of the  basic Act relatin g to adu lterated foods. The purpose of this section  is to provide for  an app rop ria te exemption from section 402 (a) (1) of the basic Act for approved uses for new anim al drugs.New section 511(1) is based  ui>on and  would replace, for new anim al drugs, section 505( j)  of the basic Act, rel ating to recordkeeping and  reporting require ­ments.
New section  511 (m) would provide for  app ropriate premarketing approva l procedures for  animal feeds bear ing or containin g new animal drugs consisten t with the provisions  of new section 511(b) relatin g to approvals for new anim al drugs . Only 90 days are  provided  in new section 511 (m) for review of an appli­catio n for  an animal feed. A longer period is not necessary  since the  Secre­tary und er new section 511(c)  is permit ted  180 days for  review of the basic info rmation  rela ting  to the safety  and effectiveness of the  drug  component of such anim al feed. The other provis ions of new section 511 (m) with respect to approvals, records, and repo rts are substantially  t he  same as those applicable to new animal drugs.
Consistent with the Drug  Amendments of 1962, new section  511 (n) would provide for the certi fication of batc hes  of new anim al drugs  composed wholly or pa rtly of penicillin, strep tomyc in, chlortetraeyc line,  chloramphenicol , and baci­tra cin  and derivativ es thereof except where such drugs are  intended for use in animal feeds.
Section 102(a) and (b) of the  Rill would amend  section 201 (p) of the basic Act to remove new anim al drugs from  section 505 of the basic Act. Henceforth the regulat ion of new animal  drug s would be covered exclusively by new section 511.
Section 102(c) of the Bill would amend section 201 (s) of the basic Act to remove new anim al drugs from section  409 of the basic Act. The reason for this provision is that  new section 511 would provide for the  exclus ive regu lation of new animal drugs.
Section 102(d) contains  a conforming amendment to the definition of the term  “sa fe” in  section 201 (u) of the  basic Act.
Section 102(e) of the  Bill would add  new paragr aph s (v)  and (w)  to section 201 of the  basic  Act defining the terms  “new anim al dru g” and “anim al feed.”
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The definition  “new anim al drug” is patte rne d af te r the  term “new dru g” con­
tain ed in section  201 (p) of the  basic  Act. Henc eforth, these term s would be 
mutually exclusive.

Section 103 of the  Bill would amend section  301(e) and  301 (j)  of the basic 
Act. The effect of these amendments would permit  the Sec reta ry access  to cer­
tain records and provide for  the  confidentia lity of certa in info rma tion  conta ined 
in new an ima l drug applications.

Section 104 of the  Bill  would amend section  4 02(a) (2) of the  basic  Act re lat ­
ing to adultera ted  food to provide f or app rop ria te exemptions  for approved  uses 
of new an ima l drugs .

Section 105 of the Bill would amend  sections 502(1)  and 507(a) of the basic 
Act by exempting therefrom anim al drugs . The effect of these amendments is 
to require  the  certi fication of antibiotics  listed in new section 511 (n) in accord­
ance w ith the p rovisions of such section.

Section 106 of the Bill would amend  section 801(d) of the basic Act to  p rohibit 
the  export of “unsafe ” new anim al drugs or anim al feeds bea ring  o r containing 
new anim al drugs.

Section 107 of the  Bill  contains effective da te and tra ns itional provisions. 
Under th is section, the Bill  would take effect on the first  day of the  seventh  
cale ndar month following enactment. This  section also contains provisions 
under which regu lations in effect und er section  409 and 507 of the  basic Act 
on the  enac tmen t date , and  effective or approved new drug applicat ions  on the 
enac tment date, are  deemed to be approved applica tions under section 511. 
Fur thermo re, thi s section provides that  appl icat ions or pet itions pending on 
the  enactment date  shal l be deemed to be applications pending und er section 511, 
and the  filing date  shall  be deemed to he the da te on which the  peti tion  or app li­
cat ion  was actually  filed. Pro of of effectiveness would not  be r equ ired  for any 
animal  drug  which was commercially  sold, was  not  a new drug, and was not 
covered by an effective appl icat ion on October 9, 1962, p rovided the  conditions of 
use sta ted  in the labeling of such drug are  not changed. Animal drug s in com- 
cerc ial use prio r to the enac tment date and which had  never been the  subject 
of a new drug appl ication are also not subject to proof of effectiveness so long 
as the  labeling for  such drug s contains the  same recommendations  for use.

Mr. Brower. Mr. Chairman, with your permission I would like to 
call upon Mr. Freeze now to continue this presenta tion of a more 
technical nature and ask tha t any questions be delayed until afte r Air. 
Freeze’s presentation.

Mr. J arman. Unless the committee has questions at this point  th at 
will be a satisfactory procedure.

Mr. Freeze, we will be glad to hear you.

STATEMENT 0E THOMAS W. FREEZE, CHAIRMAN, REGULATORY 
SECTION, ANIMAL HEAL TH INSTITU TE

Mr. F reeze. Mr. Chairman and members of the subcommittee, my 
name is Thomas AV. Freeze. I am vice president of Salsbury Labora­
tories, Charles City, Iowa.

We would like to il lustra te for you (1) why H.R. 7655 is necessary,
(2) the present statutory clearance procedure for animal drugs, and
(3) the procedures which would be followed if this  measure is enacted.

The fantas tic rate of population growth and our disappearing sur­
pluses present grave problems of world food shortages.

Why does H.R. 7655 mean more meat, milk, and eggs?
To meet the challenge of the dwindling world food supply, more 

meat, milk, eggs, and grain  must be produced more efficiently—waste 
cannot be tolerated. Disease, parasites, and insects are stealing 
billions of dollars’ worth of food each year.
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Of more paramount interest to the Congress, the Nation, and the animal health industry is the need to reduce animal losses. The enact­
ment of H.E.  7G55 will help America meet the critical demand for more milk, meat, and eggs.

Livestock and poultry losses add up. The U.S. Department of Agriculture  estimates the toll to be $2.8 billion. To give you a yard ­
stick, tha t figure is more than one-half of the value of the annual corn crop. Most of these losses are preventable.

Twenty years ago it was much worse. It  then equaled approxi­
mately 20 percent of the total value of the cash livestock receipts. Drugs have greatly reduced the impact of many serious animal disease problems. New drugs already tested promise fur ther significant reductions in this annual $2.8 billion toll.

Let us be more specific.
Disease cuts milk production 10 percent. The Nation’s dairymen 

pay an annual toll of $463 million to disease alone. Parasi tes and insects push this past the half-bil lion-dollar mark. Nearly two- thirds of the loss is in mastitis alone. Today, 1% million U.S. dairy ­men live with this problem. Each dairyman loses $750 per year.
Hog producers also have high losses due to disease. The U.S. De­

partm ent of Agriculture estimates the  total  bill to be $300 million per year. Diseases cost hog producers $5.37 per head. The loss of litte r 
pigs a few days afte r birth  to tals $240 million. While some animal drugs are doing a good job, we have not found the final answer. Twenty-five percent of all pigs never make i t to market. A typical 
hog farmer loses $1,611 each year. The Nation's 1 million hog farmers urgently need better hog disease drugs.

Another heavy toll hits the cattle producers. The U.S. Dep art­
ment of Agricul ture estimates that  22 percent of all beef calves are lost. Disease, parasites, and insects add up to a $963 million loss per 
year. Our 1.8 million cattlemen are cognizant of this. A typical beef feeder loses $1,800 each year.

Broiler growers have made extensive use of drugs  in recent years to cut their  losses down to 3 to 5 percent  of their production. Chronic respiratory  disease, salmonella, coccidiosis, and a host of other diseases have not been totally wiped out. A typical broiler grower loses $2,250 per year.
Laying  flock producers suffer losses from the time a hatching egg is 

set until the day the hen lays her last. An assortment of air sac- newcastle, coccidiosis parasites, et cetera, add up to 10 percent loss on the poultryman’s income—$1,600 per year.
Anything we can do to cut these losses will be good for 3 million livestock farmers and 30 million housewives.
Over the last decade, the use of new, exciting, and unique animal health products and growth agents has become standard practice. 

Some of the most dangerous health problems have been curbed. And 
some remarkable increases in more efficient conversion of feed have been achieved. More must be done.
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What is holding up the availabil ity of new and better animal drugs?
It  o ften takes 2 or more years  to get premarketing clearance afte r 

research is completed, safety  and efficacy demonstrated, and an a ppli ­
cation submitted for approval. The problem arises because these 
compounds must be cleared under a food and drug law, designed with­
out attention to animal drugs.

In many cases, the channels for clearing animal drugs  are more com­
plicated tha n clearance procedures for human drugs. The complexi­
ties of the current rules and the resulting long delays add to the cost 
of urgently needed new animal drugs, and prevent them from reaching 
farmers for months or even years.

In  a recent informal survey on the status of new animal drug  app li­
cations, excluding feed manufacturer applications, 11 companies 
reporting on a total of 37 applications disclosed the following in for­
mation :

1. The time required  to file an application following submission 
averaged 42 days, with a low of  1 day and a high of 212 days.

2. The time required from the submission of an application until 
approval was an average of 702 days, with a low of 180 days and a 
high of 1,406 days.

3. Of the 23 applicat ions approved, there were 3 that  required no 
additional data, yet under  current procedures 285 days, 303 days, and 
957 days were required to approve these applications.

Most of these, of course, involved food add itive orders which meant 
tha t a food additive  petition also had to be acted upon by the Petitions  
Control Branch of the Bureau of Scientific Standards and Evaluat ion. 
II.R . 7655 can greatly speed approval  of new animal drugs.

The purpose of this bill is to provide a single procedure for clear­
ance of  animal drugs; for as things now stand animal drugs are an 
administrative orphan.

The chief objective of legislation in the food and  drug area has  been 
to regula te drugs fo r human use. From the Pure Food and  Drug Act 
of 1906, through the 1938 act and its amendments, human drugs have 
been the prime consideration. Animal drugs have always been regu­
lated under the act, bu t only as an administ rative orphan a t best.

Animal drugs are reviewed under  one or more of three sections of the 
Food and Drug Act. Compounds for human use, however, are cleared 
under one, and only one, of these sections. Section 409 deals with food 
additives. Section 507 provides for the certification of antibiotics. 
New drug applications are processed under section 505. This situation 
leads to inconsistent hand ling of animal drug  clearances, along with 
delays, confusion, and frustration.

Let us look at the sta tuto ry procedure fo r clearing a human drug.
This  char t (exhibit  I)  shows how an app lication fo r a new drug for 

human use moves toward  approval . A new drug  application is studied 
under  section 505. If  approved, the drug can be cleared for market 
within 180 days.
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EXHIB IT I

STATUTORY PROCEDURE 
FOR

PRE-CLEARANCE OF HUMAN DRUGS

New  drug
A P P L IC A T IO N  
Submitted 

under 
S E C T IO N  5 0 5

_ _ _ _ _ _ _ _ _ k
A G E N C Y

A P P R O V A L
MAXIMUM IBODAw MARKET

IMMEDIATEU
y

TO TA L
T IM E
1 8 0

DAY S

Now let us take a look at the  maze of regulat ions th at a dru g manu­facturer faces in getting clearance of animal drugs. This chart (exhibit II ) shows the procedure for one of the simple ones, a new animal drug for a non-food-producing animal, such as a dog or house­hold pet. A new drug application  is filed and then is considered under section 505. The agency has 180 days in which to act from the date it considers the application filed.

T o ta l S ta tu to ry  
Revie w Time

EXHIBIT II
PR ESENT REGULATORY CLEARANCE PROCEDURE

Fo r

New Animal  Drug - Non fo od -P ro du ci ng  Anim al

New Drug
K

FDA
■A pp lic ati on [ Maximum \

1 180 Days / A ppro val
S505 V NDA

180 Days

A new animal drug  for a food-producing animal usually requires action under both sections 505 and 409. The agency has 180 days to act under one section and 210 days under another. Tota l time under the statue is 210 days, and in practice  it  is much more. (See exhibitII I. )
EXHIBIT I I I

PR ES EN T REGULATORY CLEARANCE PROCEDURE

For
N ew  A n im a l  D r u g  -  F o o d - P r o d u c in g  A n im a l

FDA Appro ved 
NDA For New Dru g 
And Is su ed  R egu la ti on  
Fo r Food A d d it iv e

T o ta l S ta tu to ry  
Rev iew  Time

2 1 0  D ays
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How about a certifiable animal antibiotic for a non-food-producing 
animal ?

A certifiable antibiotic for a pet is handled under section 507. There 
is no specified time limi t for approval. The antibiotic  will also require 
subsequent individual batch certification. (See exhibit IV. )

T o ta l  S t a t u to r y  
Rev ie w  Tim e

EXHIBIT IV
PRESENT REGULATORY CLEARANCE PROCEDURE

F o r

C e r t i f i a b l e  A nim al  A n t i b i o t i c  - N o n fo o d -P ro d u c in g  A ni m al

A n t i b i o t i c FDA I n d iv id u a l  B atc h

Form  #5 No Ti me \
L im it a t i o n  /

I s s u e d
A n t i b i o t i c

+ C e r t i f i c a t i o n  on

§5 07 R e g u la t io n C e r ta in  A n t i b i o t i c s

No S t a t u to r y  
Tim e

Let us look a t a certifiable animal antibiotic  for a food-producing 
animal. This is another s ituation  requir ing action under two sect ions, 
507 and 409. There is no statu tory time limitat ion under  507, while 
there is a 210-day limit under 409. In addition , this antibiotic  may 
require indiv idual batch  certification. (See exhibit V.)

EXHIBIT V
PRESENT REGULATORY CLEARANCE PROCEDURE

F or

C e r t i f i a b l e  A ni m al  A n t i b i o t i c  -  F o o d -P ro d u c in g  Ani m al

T o ta l  S t a t u to r y  
Rev ie w  Tim e

All right. Wha t about new drugs for animal feeds ?
The present statu te is part icula rly complicated for new drugs in­

tended for animal feeds. Both sections 505 and 409 apply on primary 
clearance. The agency has 180 days to act under section 505, and 210 
days under section 409.

Af ter  safety and efficacy have been demonstrated, the new drug ap­
proved and a food additive regulation issued, each feed manufacturer 
must obtain a secondary clearance for each of his plants. This law 
allows the agency an additional 180 days for this . In the end, it  can 
take 390 days total s tatutory time, more than a year before the  animal
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feed can be marketed. Our experience has been that the tota l elapsed time is frequently much greater. (See exhibit V I.)
EXHIBIT VI

PRESE NT REGULATORY CLEARANCE PROCEDURE

F o r

New A n im a l D ru g  F o r  F e e d ,  Fo o d - P r o d u c i n g  A n im a l

T o t a l  S t a t u t o r y

Antibiotics fo r use in animal feeds have simila r requirements. They are processed under two sections; 507 has no time limit, 409 has 210 days. There also is no time lim it on the application of a feed manu­facture r to get approval of his finished feed. (See exhibit VI I.)
EXHIBIT VII

PRESENT REGUIATORY CLEARANCE PROCEDURE

F o r

C e r t i f i a b l e  A n t i b i o t i c  F o r  A n im a l  F e e d  -  F o o d - P r o d u c in g  A nJm a l

T o t a l  S t a t u t o r y  
R e v ie w T im e  _
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Now let us put them all together—this collection of confusing and 
inconsistent statutory provisions is delaying the approva l of new 
animal drugs tha t could save farmers and housewives millions of dol­
lars every year. The requirements conflict in many areas and the time 
for approval often drags on for years. (See exhibit VIII .)

E X H I B I T  V I I I

REGULATORY CLEARANC E PROCEDURES 
NOW APPLICABLE TO CERTAIN ANIMAL DRUGS
reuM/tr u h m /m  ct&wwcex
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r -------------------
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Antib iotic

NEW APPROVED
DRUG SEC 50 5 NP A 100PATS 590 RA W
APPLICATION

SEC. 5 0 7  ISSUED sec NONE 
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1 FEED 
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TIME
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The proposed animal drug amendments would establish a single 
procedure for handling animal drugs under a new section of the act. 
Food additives, noncertiflable antibiotics and new drugs  all would be 
processed under  this section. The manufacturer would submit an ap ­
plication giving complete information about safe ty, effectiveness, com­
ponents, controls, facilities, and labeling. He also would supply a 
practical analytical assay method. The agency would have 180 days to 
aprove the  new drug, to  deny the applicat ion or call fo r additional in­
formation.  If  the product is not to be used in animal feeds, it could be 
marketed in 180 days.

Approval would include the publicat ion of regulations specifying 
purposes and conditions of use, tolerances, withdrawal periods, and 
simila r safety rules. If  it is to be used in animal feed, mills would 
apply for approval p rior  to marke ting. Since safety and effectiveness 
of the drug have been established, just 90 days is allowed to process the 
mill’s application. The new feed additive could be on the market in 9 
months instead of 14 months. (See exhibit I X .)

H.R. 7655 retains all of the standard s of safety  and effectiveness 
necessary for  the protection of the public health. It  does not in any 
manner shortcut the procedures now in the law. Instead it  retains all 
of the safeguards.
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PROPOSED AA //M AL DRUG  CLEARANCE 
UNDER H .P . 7 6 S S

NEW DRUG 
APPLICATION 
SUBMITTEDUNPER 
SECTION 512

MA XIMU M \  

18 0 PAY'S /
AGENCY
APPROVAL

I

FEED ------ \ AGENCYMANUFACTURERS MAXIMUM \
NEW  DRUG 
APPLICATION

90DAYS / APPROVAL

TOTAL
TiME-
270
r m

AU applications must include:
1. Reports of investigations demonstrating safety and effec­

tiveness.
2. List of articles used as components.
3. Statement of composition.
4. Description of methods and facilities for manufacturing, 

processing, and packaging.
5. A sample of the drug.

Labels must show how the drug  is to be used by the feed 
manufacturer.

A sample label is required for each new drug or feed additive. The 
label must give the user all the information he needs for safe, effective 
use of the drug.

Under the bill it  is necessary to describe practical methods for deter­
mining the quantity of the  drug in food and any substance formed in 
or on food due to the drug. Another requirement is that  proposed 
tolerances or withdrawal periods be cited if  they are required.

For example, if safety requires th at cattle be taken off a feed addi­
tive for a certain number of days before going to market, this time- 
span must be specified.

Each application  will be subject to very careful review under the 
direction of the Secretary of Health, Education , and Welfare. Here 
are the points tha t will be studied:

1. Tests must prove tha t the drug is safe for use under the condi­
tions prescribed.

2. Manufacturing and processing must preserve the identity,  
strength , quality, and purity.

3. There must be substant ial evidence th at the drug  is effective.
4. Tolerances must not exceed those reasonably required to accom­

plish the intended effects.
5. Labeling must not be false or misleading in any particular.
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6. Current safeguards to avoid cancer must be observed.
You will recognize tha t all existing crite ria for evaluation have 

been carried over into the proposed new animal drug  clearance section.
H.R. 7655 proposes shorter time for approval of feed additives in 

feed.
Under the  proposed new section, the time permit ted for approval of 

a feed manufacturer’s new drug  application  for use of a new drug  in 
feed is cut to 90 days. The reason for this is th at  the application is 
simply for the use in feed of a new d rug tha t already has been ap­
proved. Since the safety and effectiveness have been previously es­
tablished in the drug  manufacturer ’s new drug  application, all tha t 
remains to be approved are the feed manufacturer's ingredients, con­
trols, facilities, and label. This 90-day period on a feed manufac­
turer’s new drug  applicat ion is a very generous period of time and 
could well be shortened. Clearance for new drugs  remain at 6 months.

Let us sum up the benefits.
The enactment of H.R. 7655 will facili tate the development of 

animal drugs, and eliminate the delays caused bv multiple clearances. 
Regulations can be developed specifically for animal drugs and ap­
proval will no longer be based on rules developed for human drugs.

The animal health professions and the industry  will avoid the prob­
lems that have resulted from contradictory policies on animal drugs. 
And most important  of all, the Congress will have established how 
premarketing clearance for new animal drugs must be handled.

Consolidation of  all animal health activity  into a single new section 
offers the oppor tunity  to develop specialization within the agency. 
Responsibility in the  hands of a single group should mean better con­
trol of these compounds.

This bill will encourage more animal health research.
Better designed approval procedures will free more scientists for 

basic research, and permit indus try to explore many promising new 
fields. There are only limited product development dollars available. 
Let us spend them in research rather  than in struggling  th rough  ad­
ministrative redtape.

It  could mean millions of dollars a year more income to farmers.
The $2.8 billion loss to U.S. livestock and poult ry producers can be 

substan tially reduced throu gh the development of new drugs. We 
will never completely eliminate losses—but it certain ly is possible to  
cut them by millions of dollars a year. Look what this could mean 
to the farmer.

Fightin g agricultura l losses is a very worthwhile contribution to 
the futu re well-being of America. It  means more income in farming, 
the country’s largest  single indus try. And for consumers it means 
more food, and better food at lower prices.

The Animal Heal th Ins titu te endorses and recommends the passage 
of H.R. 7655.

Than k you very much.
Mr. J arman. Hoes tha t complete your presentation ?
Air. Brower. That completes our testimony.
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Mr. J arman. You gentlemen heard Dr. Goddard’s statement at the  beginning of the committee’s session in which he indicated tha t the bill would be acceptable to the Department if certain amendments are made to the bill.
Would you at th is time care to make any comment on the suggested amendments ?
Mr. Brower. Mr. Chairman, we have not had the privilege  of seeing these suggested amendments and so cannot comment at this time, but I assure you tha t such comments will be forwarded  to your committee from the association.
Mr. Jarman. It  would be helpful to us.
(The information  requested follows:)

Animal Health I nstitute, 
Washington, D.C., June 28,1966.

Re II.R. 7655, Animal Drug Amendments of 1965.
Hon. John Jarman,
Chairman, Subcommittee on Public Health and Welfare,House of Representatives, Washington, D.C.

My Dear Mr. J arman : The following are the views of the Animal Health Inst itute on the amendments referred to by Commissioner Goddard in the course of his testimony before your Subcommittee on June 13, 1966, and set forth in the Report of the Department of Health, Education, and Welfare of the same date signed by the Honorable Wilbur J. Cohen, the accompanying Staff Memo­randum and the Committee Print of the Bill dated June  14, 1966. Our recom­mendations on ce rtain other amendments proposed during the hearing  are also set out below.
We have carefully analyzed the amendments advanced by Under Secretary Cohen and Commissioner Goddard and are willing to accept many of them. Specifically these are ?
Item 1: Veterinary antibiotics.
Item 2 : Residue of veterinary drugs in food for humans.Item 4: Data to be submitted by manufacturer of medicated feed, and condi­tions of approval of his application.
Item 5: Effect of withdrawal of approval of a drug on the right to continue to use the drug in feed.
Note.—With respect to Items 4 and 5, we are  in basic agreement with the sub- gestions made except for the concept of approval of a new animal d rug applica­tion by the issuance of a “regulation”. Our recommendation in this respect is discussed in detail below.
Item 6: Additional amendments (other than amendments to the transitional provisions).
Note.—We are in disagreement with paragraphs (e) and (h) of Item 6, as explained below.
The amendments with which we are not in agreement are as follows :

item 3

The new language appearing in lines 5 through 13 on page three of the  Com­mittee Print makes the  drug manufacturer  responsible for  the use or misuse of his products by the feed manufacturer. This would arb itra rily  impose on the drug manufac turer penalties of criminal  liability, injunction and seizure for acts for which he is not  responsible and cannot control. Such penalties are not im­posed by present law. In no other situation under the Food, Drug, and Cosmetic Act is any manufacturer responsible for acts beyond his control, i.e., the misuse of his products by a subsequent processor, manufacturer, or distributor .II.R. 7655 would require specific approvals (as required by present law) for both the basic drug manufactu rer and the manufacturer of an animal feed con­taining a new animal drug. Each manufacturer is responsible for handling the drug in accordance with the approval granted to him.
1 These Item numbers  and headings correspond to those in the  Repor t and Staff Memo­randum.
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Under  the  present law and  the  Bill as introduced, the Food and  Drug Ad­
minis tra tion has adeq uate  autho rity to protect the public health withou t im­
posing arbi tary  penaltie s on the  drug ma nufac turer for acts  beyond his control . 
Its present powers include

(1) its  capacity to approve and revoke the  individual new drug  applica ­
tions  of both basic drug ma nufac turers  and  manufacture rs of medicated 
feed s;

(2) its  “es tabli shment” reg istr ation and  inspection p rocedures ;
(3) the  good manu fac turing prac tices regu lations  applicable both to drug 

manufac turers  and  to feed m an ufac turers ; and
(4) its  powers  of seizure, inju nction and the  imposi tion of crim inal  lia ­

bility.
The amendment proposed in Item  3 would not afford any add iitonal  mean ing­

ful  safeguard for  the public health. The foregoing must be considered wholly 
ap ar t from the  quest ions of constitutio nal  magnitude raised by this  pa rti cu lar  
proposed extension of absolu te cr iminal liability .

We therefo re strongly urge the deletion of lines 5 th rough 13 on page 3 of the 
Commit tee Prin t.

IT E M S  4 AN D 5

While  we are  in general agreemen t with the amendments se t forth  in these 
Item s relating to publication of new animal  d rug approvals and the ir suspension 
or wi thd raw al subse quent to the effective  d ate of the  Bill, we note with  concern 
the Depar tment ’s position th at  publ ication of the approval  “would be a regula­
tion analogous to those  published under the  Food Addi tives Amendment.” New 
drug applica tions are considered and  approved on the  basis  of the  da ta in the 
applicat ion or such othe r da ta  as th e Secreta ry may have before him. Once 
approva l is gra nted there is no need for  the issuance of a regu lation with  an in­
vitatio n for  comments, object ions or hearing . The purposes of the  Act are met 
and the public informed of the  approved use of the  dru g simply  by the publication 
of a “notice” in the  Fed era l Reg iste r of the  approved indicatio ns and conditions 
of use of t he new a nimal drug.

The adopt ion of the  “publication by regula tion” concept as opposed to publica­
tion  by notice could resu lt in needless delay s of the type which H.R. 7655 a s in­
troduced was intended to avoid.

We accord ingly propose that  the  rel eva nt port ions of the  Committee Pr in t be 
modified in the following m an ne r:

Page thir teen, line 20 through page fourteen, line 12 should  be amended to 
re ad :

(i)  When a new animal  drug app lica tion  filed pu rsu an t to subsection (b) 
is approved, the  Sec reta ry shal l publ ish by notice in the Federal  Reg iste r the  
name and address  of the  app licant and  the  condit ions and indications of  use of 
the  new anim al drug covered by such applica tion, including any tole rance and 
withdrawal period, and, if such new animal  drug is intended for  use in anim al 
feed, app rop ria te purposes and condi tions  of use (including special labeling re­
quirements) applicable  to any anim al feed f or  use in which such d rug is approved, 
and such othe r information , upon the  bas is of which such applicat ion was ap­
proved, as the Secreta ry deems necessary to  ass ure  the safe  and effective use of 
such drug.”

Note.—The sentence beginning on page  fou rtee n, line 7 has  been deleted as 
surp lusage for  the Sec reta ry alre ady  may and does announce by notice in the 
Fed era l Reg iste r the  proposed wi thd raw al or  suspension of approved newT drug 
applications. He may continue to do so wi tho ut any fu rth er  g ran t of a uthority.

Page  sixteen , line 21: Subst itu te for  “regulation or regu lations” the  words 
“approva l or approvals” .

Page eighteen, line 7: Subst itu te for  “a reg ula tion” the words “an app roval”.
Page eighteen, line 12: Subst itu te for  “re gulat ion ” the word “approval”.
Page  nineteen, lines 10 and  11: Subst itu te for  “a regulat ion” the  words “an 

app roval”.
IT E M  6E

The word “rep resentative” should be ins erted at  the end of line 25 on page 
four.  This  will provide for  the  submission of feed samples which are  typical of 
the  intend ed uses of the  dru g but  w ill avoid the  submissions of a ll possible feed 
form ula tion s in  which  the d rug ’s concentrat ion remains constan t.
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ITE M OH

We propose tha t the word “ma ter ial ” be inserted at  the end of line 3 on page 
eleven and at  the end of line 25 on page nineteen of the Committee Print. The 
word “materia l” is used elsewhere in similar  context in the basic Act and cur ­
ren t regulations.

ITE M 7

The tran sitiona l provisions proposed in the Staff Memorandum reflect a com­
mendable effort to shorten and simplify  the  ones appearing in the Bill as int ro­
duced. However, they fail  to cover “master  files” which, as of the effective da te, 
may not have been converted adm inis trat ively by t he Food and Drug Administra ­
tion to the sta tus  of approved new drug  applications , as well as applications 
which had been submitted  but not “filed” on the day preceding the effective date. 
Moreover, subsection (b) (3) of sec tion 107, app earing at  l ines 12 through 24 on 
page thir ty-s ix of the  Committee  Print,  dep arts  markedly from the comparable 
transi tion al provision (section 107 (c) (4 ))  of the Drug  Amendments of 1962. 
The Drug Amendments of 1962 were applicab le to drugs for animal use as well 
as drugs for human use. H.R. 7655 rela tes solely to drugs for animal use and 
the previously applicable tran siti onal provisions affecting  anim al drugs  should 
be preserved without modification. Any change in th e transi tional  provisions of 
the 1962 Amendments would cons titute a subs tantive change  in the law and in 
the righ ts and protec tion afforded the  animal heal th and  nut riti on industry and 
the veterinary medical profession. Accordingly the language shown as deleted 
in lines 5 through 12 on page thir ty- three of the Committee  Pr in t should be re­tained,  as set for th below, as subsection (b )(3)  of the  transi tional  provisions.

The sentence appearing  on page thirty-six , lines 9 th rough 11 of the Committee 
Prin t, relevant to publ ication of prior  new animal drug approvals, should be de­
leted. This  requirement would be a carry -over  from the pe riod when H.R. 7247 
was considered by the  88th Congress. Under that  Bill feed m anu fac ture rs would 
not have been required to apply for new drug  applications for feeds conta ining  
new animal dr ug s; they would simply have had to comply with  published ap­
provals. Inasmuch as such man ufactur ers have information on exis ting  new 
animal drug approvals through a varie ty of sources, it is unnecessary  for the 
staff of the Agency to assume the burden of mechanically collat ing and publishing 
such approvals for use by these manufac ture rs.

Accordingly, we propose that  lines 3 through 24 on page thir ty-s ix of the  Com­
mittee Pr in t be revised to rea d as  follows :

“ (2) Any approval, prior to the effective date, of a new animal drug or of an 
animal feed bear ing or conta ining  a new animal drug, as such terms are  defined 
in the basic Act as amended by this Act, w hether granted  by approval of a new 
drug applica tion, antibiot ic regulation, food additive  regula tion, or mas ter file, 
shall be deemed an approved application under section 511 of the basic Act as 
amended by this  Act, shall continue in effect, and shall he subject to change in accordance  with  the provisions of the  basic Act as amended by this Act.

“ (3) Any application  or petition  under section 409, 505 or 507 of the basic 
Act which has been submitted and is pending on the effective date shall be 
detuned, if it covers a new animal drug, or an anim al feed bear ing or conta ining  
a new animal drug, to be an application  pending under the  applicable provisions 
of section 511 of the basic  Act as amended by th is Act, and the filing da te under 
such section 511 shall be deemed to  be the date on which the petition or applica­tion was ac tually filed.

“ (4) In the case of any drug (except a drug subject to section 511 (n)  of the 
basic Act as amended by this Act) intended for  use in anim als other than  man 
which, on October 9, 1962, (A) was being commercially  used or sold in the United 
States . (B)  was not a new drug as defined by Section 201 (p) of the basic Act as 
then in force, and (C) was not covered by an effective application under section 
505 of that  Act, the words “effectiveness” and “effective” contained in section 
201 (v) as added by this Act shall not apply to such drug when intended solely 
for use unde r conditions prescribed, recommended, or suggested in labeling with  respect to th at  drug on th at  day.”

Paragr aph  (4) on li ne25 should be renumbered “ (5 )” .

TE CH NICA L CORRECTIONS

We note in the Committee  P rin t the following typ og raph ical  err ors  and omis­sions which require c orr ection:
a ) Page two, line 18: inse rt a comma after  the  word “drug”.
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b) Page twelve, line  5 and page twenty-nine,  line  5: The  num eral  one should 

be changed to th e le tte r (Z) (as in th e word "all”).
c) Page seventeen, line  20 et seq., should read : "such  paragraph, finds,  on the 

basis of inform ation sub mit ted  to him as part  of the application  or on the basis 
of any o ther informa tion  before him— ”.

d) Page  twenty-s ix, lines  15 and 16: remove the  comma af te r the  word “feed” 
in line 15 and in ser t a comma af te r the word “feed” in line 16.

e) Page  twenty-seven,  line 9 should read : “or for  a ma ter ial  time und er such 
conditio ns; o r”.

During the hea ring  held  June  13, 1966, Mr. Cha rles  W. Klinger, a rep resent a­
tive  of the American Feed  Manufacture rs Association, recommended th at  H.R. 
7655 be amended in two respec ts. He suggested th at  the  90-day sta tu tory  time  
for  acting upon feed manufac tur ers ’ appl ications be reduced  to 30 days  (see 
page seventeen, line 6).  He also proposed the  deletion of the  export limitat ion 
(see page twenty-nine, lines 9 through  16). We have  appraised these recom­
mendations and  concu r in thei r adopt ion. In the even t the 30-day time limit 
referred to above is deemed too shor t, we strongly  urge  the adopt ion of a 60-day 
time l imit  for  consideration of feed ma nufac tur ers ’ appl ications.

H.R. 7655 is intended to consolida te the clearance procedures  applicable to 
new anim al drug s under a new section  in the  Act withou t substan tive  modifi­
catio ns of exis ting  law. We tr ust  the forego ing comments  are  cons isten t with  
these  objectives and con stit ute  a constru ctiv e review of the recommendat ions 
made by rep resentativ es of the Depar tment  of Hea lth,  Education , and Welfare 
and others. We respectfully  reques t th at  this le tte r be made a pa rt  of the 
record of th e Ju ne  13,1966, hearings on H.R.  7655.

Sincerely yours ,
Lewis  E. H arris, President.

Mr. J arman. Mr. Mackay ?
Mr. Mackay. No, than k you.
Mr. J arman. Mr. Nelsen.
Mr. Nelsen. Thank you, Mr. Chairman.
I noted in the testimony it was suggested tha t the time that  would 

be consumed in approving an application would be about 90 days, or 
could be, under the terms of this proposal.

In the event th at the agency does not have adequate personnel there 
could be a problem in processing applications. This, of course, you 
could anticipate, could you not ?

Mr. Brower. Yes.
Mr. Nelsen. My fee ling is that a bill of th is kind generally will be 

criticized as being an attempt to cut corners without  affording adequate 
protection to the public, but I gather  from your statement  and from 
the statement of the Departmen t th at there are no shor tcuts taken in 
this legislation.

It  actually is an attem pt to b ring  about a more competent and effi­
cient handling by eliminating the need for going through various 
different supervisory agencies for clearances.

Is that not true?
Mr. Brower. Tha t is very true.
Mr. Nelsen. You have had no opportunity  to check the amendments 

that  have been suggested, I unders tand ?
Mr. Brower. We have not seen them.
Mr. Nelsen. I would like, Mr. Chairman,  to see that  the indust ry has 

an opportunity  to review the proposed amendments. They may be 
acceptable. I hope they are.

It  would seem to me th at we would then be in a much bette r position 
to bring this bill to the floor for what we hope to be final passage.

I thank the gentleman for his fine statement.
Mr. Jarman. Thank you.
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Mr. G ill iga n ?
Mr . G illigan. Th an k you.  I  have no questions, Mr . Ch airma n.
Mr . J arman. D r.C ar te r?
Mr.  Carter. No questions.
Mr. J arman. Mr.  C unnin gham ?
Mr.  C unning ha m. No questio ns.
Mr . J arman. Th an k you  ve ry much,  gent lemen.
Mr. Brower. Th an k you, si r.
Mr. J arman. A t th is tim e the  Ch ai r yie lds  the micro phone to ou r 

dis tinguished colle ague  fro m Nebra ska , Mr . Cu nn ing ham,  who  will 
int rod uce ou r ne xt w itness .

Mr.  Cun ning ha m. Tha nk  you,  Mr. C ha irm an.
I  am no t a mem ber of  th is  fine subc omm ittee , bu t am a mem ber of 

the fu ll committ ee and I kno w of  the  good wor k th at you  are  doing,  
an d I  appre cia te very mu ch the  op po rtu ni ty  you have a ffor ded  me to 
int rod uce th is wi tness .

He  is Mr. Lew is E. Har ris.  He is a high ly  respec ted  pro fessional  
ma n from the  S ta te  o f Nebra ska . He  is pr es iden t o f Norde n La bo ra ­
tor ies  of L inc oln , Ne br.,  man uf ac tu re rs  of  pha rm aceu tic al and biologi-  
cals  fo r animal use.

Mr. H ar ri s is also the  pres iden t o f the  A nim al Hea lth In st itu te , so, 
Mr.  Ch air man  and mem bers  of the  comm ittee , it  is my gr ea t pleasu re 
to  presen t to you Mr.  H ar ris.

STATEMENT OF LEW IS E. HARRIS, PRES IDENT, ANIMAL HEALTH 
INSTITUTE

Mr. H arris. Tha nk  you,  Congressm an C unnin gham .
Mr.  J arman . Th e Cha ir  appre cia tes  your  be ing  wi th us thi s mo rning.
Mr.  H arris. Tha nk  you.
Mr. Ch air man  a nd  memb ers of the committ ee, my nam e is L ewis E. 

Har ris . I  am pres iden t of Norde n La borat ori es , Inc ., of  Linco ln,  
Neb r., a sub sid iary of  Sm ith  Kl ine & Fr en ch  La borat ori es , an d I  am 
also the  pre sid en t of  the  Anim al H ea lth  In st itu te .

Norden is a small man uf ac tu re r of  p harm aceu tic als  a nd  biologicals  
fo r ve ter ina ry  medical use. Ou r pro ducts  are sold  to  ve terin ar ians  
th roug ho ut  the  Uni ted  S tate s. We  also expo rt t o 15 foreig n co unt ries .

The firm was fou nded in 1919 by Dr . Ca rl J . No rde n an d has en ­
joy ed steady  gro wth. We  are  now bu ild ing new  fac ili tie s fo r fu tu re  expansion.

My testimo ny is in su pp or t of  H.R . 7655.
The Fe de ra l Fo od , Dr ug , an d Cosm etic Act, as amend ed,  p ri ­

mar ily  r egula tes  d ru gs  f or  hum an use w hile animal drug s are covered  
by the a ct, the y have a lways  been given “st ep ch ild ” sta tus . Sin ce re g­
ula tions  und er  th e ac t were pr im ar ily  designed f or  human  drugs , l itt le  
att en tio n has been  giv en to specific pro blems re lated  t o an imal dru gs.

For ma ny years , we in the anima l dr ug  indu st ry  hav e been  ha nd i­
cap ped  and delayed by th is  burdensom e pro ced ure . St ra ng e as it  
seems, i t is sometime s m ore difficult to  secure clearance  for  a new d ru g 
used to  tr ea t a  f arm er s hog  th an  to  cle ar a d ru g used to t re at h is chi ld.

The prese nt Food an d Dru g Ac t fre qu en tly  res ult s in mul tip le  re ­
views of the  same  da ta  sub mi tted fo r a single  new animal dru g.
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Instead of these reviews being made concurrently, in many instances 
one g roup within the Food and Drug Administration waits for the 
opinion of another before proceeding. Disagreements sometimes de­
velop between divisions, based more on academic views than sound 
medical veterina ry considerations. Correlation of these multiple  re­
views and viewpoints becomes difficult, if not impossible, and long 
periods of inactivity occur. Indeed, we have had some instances where 
new drug  applications and supplemental data  have been completely 
lost.

My company has been a victim of the  present  chaotic system of dup­
lication and tripl ication of controls over animal drugs. Try ing to 
obtain new animal d rug  clearances with in the framework of the exist­
ing law has needlessly increased our development costs by an estimated 
25 percent. Further, it has unnecessarily delayed the  introduction of 
new and important animal drugs from 6 to 12 months.

Norden Laboratories strongly supports adequate and rigid  laws to 
assure the safety and efficacy of drugs . H.R. 7655 offers an opportu­
nity to eliminate the cumbersome and unnecessary multiple  reviews 
of new animal drug  applications. I t streamlines  the handling of 
clearances and reduces the workload for the Food and Drug Adminis­
tration, but still retains  all necessary restrict ions for the protection of 
public health.

Prop er recognition must be given to the cooperation and under­
standing which has been exhibited by the Food and Drug Adminis­
tration personnel in trying to cope with the difficult situations created 
by the present act. They have been as fr ustr ated  and concerned about 
problems created by existing law as have indus try representatives.

Some changes in forms have been made by the agency in an effort 
to improve procedures. The Division of Veterinary Medicine has been 
raised in status to tha t of a  Bureau. An experienced and  capable pub­
lic servant, Dr. M. R. Clarkson, has been appointed to direct the Bu­
reau. We heartily endorse these changes but they will not solve the 
problems created by the law in its present form.

It  is my opinion tha t H .R. 7655 is clearly in the public interest and 
I respectfully request your favorable consideration of this measure.

Thank  you, gentlemen.
Mr. Mackay ( pres idin g). Thank you, Mr. Harris.
Mr. Gilligan ?
Mr. Gilligan. No questions, Mr. Chairman.
Mr. Mackay. Mr. Nelsen?
Mr. Nelsen. I noted your statement regarding the reorganiza tion 

with Dr. Clarkson being in charge of this part icular activi ty. It  would 
seem to me tha t since this reorganization has taken place, i t is a recog­
nition  of the fact that there has been a problem which needs to  be 
solved. I take i t tha t you feel tha t this  legislation is necessary to fur ­
ther  develop a desirable efficiency in the processing of these applica­
tions.

Mr. Harris. Yes, si r; this is correct.
Mr. Nelsen. Over and beyond what has been done by reorganization 

within the Department ?
Mr. H arris. Yes, sir.
Mr. Nelsen. Than k you.
Mr. Mackay. Dr. Carter?
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Mr. C arter. No questions.
Mr.  Mackay. Mr. Cunning ham?
Mr. Cunning ha m. No questions.
Mr. M ackay. Th an k you ve ry much, Mr. Ha rri s.
Mr. H arris. Th an k you.
Mr. Mackay. The  nex t witn ess is Dr.  J oh n G. Sa lsbury .

STATEMENT OE JOHN G. SALSBURY, MEMBER,  BOARD OF DIREC­
TORS, ANIMAL HEALTH INS TIT UT E, SALSBURY LABORATORIES

Dr.  Salsbury. Mr.  Ch air ma n and  members of  the. subcommitt ee, T 
am Jo hn  G. Sa lsb ury , president  of Sa lsbury  La boratori es,  Charles 
Cit y, Iowa. T am also a mem ber of the  hoard  of  dir ector s of  the  
Animal Hea lth  In st itu te  and wish to make a s tat em ent in su pp or t of 
II.R.  7655.

In  opera tion since 1926, our company, fou nded by my fa ther . Dr.  
J.  E.  Sal sbu ry,  is now a prime  supp lie r of dru gs,  chemicals , ph ar m a­
ceut icals, and  biologies to  the  po ul try  industry. Whil e we are  small 
in size com pared to some of the  our com pet itor s, ou r spe cia liza tion 
in the  poult ry  field has affo rded  us gro wth opportu nit ies .

Wh en we sta rte d in business, ann ual  po ul try  pro duction was 
appro xim ate ly 250 mi llion birds,  most of  which were  dedicated to  egg 
produc tion . To day annual po ul try  pro duction is 12 tim es th at  num­
ber  of  b irds, inclu din g: 2,500 m illion bro iler s, 350 mil lion  lay ers , 100 
mill ion turk eys .

Our  business has  gro wn steadi ly ove r the, yea rs. Tim e was when 
most of our sales were in pac kag ed pharm ace uti ca ls used by several 
mill ion smal l farmers.  Today ou r main end eav or is in the  area of 
feed add itives,  gro wth stimu lan ts,  cocci di osta ts, his tom onastats , and  
biologies.

One o f the  main reasons fo r ou r growth has  been specialized r esea rch.  
By concentra ting on a small  segm ent of agr i-bu sine ss, we ha ve carved  
a niche in the  anim al he alt h field. Of  a tot al of 500 employees, we 
have  appro xim ate ly 80 in researc h and  have com mit ted an ever- 
incr eas ing  share  of our sales do lla r to new produc t deve lopm ent.

Eve n as a smal l com pany we have aspir ati on s fo r g rowt h and dive r­
sifica tion,  fo r in business as in oth er end eavors , you mus t grow . In  
recent  yea rs we have  diversified into the  cat and dog  biological  field 
and into  the  i nte rnati on al sales field. We have  en joyed the  good will 
of  a lar ge  segment of the  p ou ltry business fo r many years. Th is good 
will , we believe, is based upon :

1. Good produc ts:
2. Tru th fu lly sold;
3. W ith  qu ali ty guara nteed.

A small company such  as ours  finds the com pet itive c limate  inc rea s­
ing ly keen. How ever, ou r phi losophy has always  been th at  business  
is an end eav or whe rein  one  g rou p of men establ ish  an edge by ma kin g 
few er mis takes than  thei r com peti tors . We like  to  th in k th at  ou r 
gro up  has dis tinguish ed them selves bv working  a lit tle  ha rd er  and 
a lit tle  lon ger  than  the  oth er guy. We are  pleased wi th the res ult s 
of  our labor.

The Food and  Dru g Act imposes the  same str inge nt  con trols on 
both lar ge  and small companies alike . We,  of  course , are  wi lling  to
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meet the formidable challenge of any requirements  which are neces­
sary for the protection of the public health. It  is extremely difficult, 
however, for a small company to comprehend and cope with multip le 
controls based, no t on reason and necessity, but on defective s tatu tory  
structure.

We have a high regard for the public servants in the FDA . Our 
complaint against the Food and Drug  Administration has not been 
in the ultimate judgments and decisions rendered, but only in the 
fact tha t it takes so long to  get to the point of decision.

Multip licity of paperwork,  of review, of authority,  and of decision­
making caused by the present cumbersome law has made it difficult 
for even our most patie nt public servants to do justice to new drug  
clearances.

It  is our belief that  the present law has caused confusion and fric ­
tion due to the unworkable natu re of the overlapping responsibilities. 
In theory, the multip le reviews are to take place simultaneously, but 
in practice everyone is waiting for the other  guy to act, lest needless 
effort be expended on an application.

With respect to protocols, or research test, design, we have found 
that in some areas of food and drug, protocols are well established, 
well communicated, and predictable, while in other areas protocols are 
nonexistent, poorly communicated, and ever changing.

In  other words, a t times we had no measuring  stick with which to 
gage our research effectiveness. At other  times the measuring stick 
was established only to be changed by the Administ ration’s whim 
before the results of our research could be evaluated.

At other times we have been caught  in a crossfire of academic argu­
ments raging  within  the various scientific disciplines of the Food and 
Drug Administration. Multiple  reviews of new drug submissions 
have placed an undue stress on the law which, I am sure, was never 
the intent of Congress.

FDA  does not have a monopoly on inefficiency. Industry, too, must 
share some part, of the burden for the apparen t slowness. We have 
not always communicated precisely, and at times have placed insuf­
ficient data at the, disposal of the Food and D rug  Administration.

I would like to commend the new aggressive and alert  management 
tha t is manifest ing itself at FDA . Certa inly the changes and the 
apparen t interest in cooperating with industry are like a breath of 
fresh air.

However, an opportuni ty now presents itsel f for the Congress to 
implement the positive moves of the past 6 months by streamlining 
the sta tutory procedure fo r clear ing new animal drugs. I  believe that 
by this  move a great service will be done for  the American people, the 
public health and animal health, i f you will.

Speaking  from the standpoint of small business, I believe tha t 
H.R. 7655 represents an opportunity  to eliminate  the unnecessarily 
cumbersome provisions of the present law withou t, in any manner, 
jeopardizing the public health.

Thank you, gentlemen.
Mr. J arman. Thank you, Doctor.
Are there any questions?
Mr. Mackay. Thank you, Mr. Chairman.
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Dr. Salsbury, I was interested in your statistics  about the increase of poultry production. Were those for the Nation?
I)r. Salsbury. These are for the Nation, yes.
Mr. Mackay. Secondly, I was interested in the mechanics of this approval. Is all of this done throug h the Washing ton office? Is it necessary for a representat ive of your company to come to Wash­

ington? Do you handle this by mail, or do you have people come to your plant?
Dr. Salsbury. We have Mr. Freeze, who was introduced here as our Washington representative, and he is probably spending about one-third of his time in Washing ton or traveling.
Mr. Mackay. I was interested also in your mentioning the problem of small business against the large business.
Is it necessary for your individual business to send its own repre­sentative, or do you send it through an association representative?
Dr. Salsbury. No; we send our own representative. I don’t th ink that the association representat ive does this type of work.
Mr. Mackay. So the cost would be just as g reat to your company individually as it  would be to a large company; is tha t right?
Dr. Salsbury. Probably to clear a product, yes.
Mr. Mackay. But the main thrust  of this bill is to  coordinate the activity within the Department. It  doesn’t really cut out any other steps, does it?
Dr. Salsbury. No, it wouldn’t. It  is p rimarily to coordinate this work within the Food and Drug  Adminis tration.
Mr. Mackay. Thank you very much.
No fur ther questions.
Mr. J arman. Mr. Nelsen.
Mr. Nelsen. I wish to thank the gentleman for his fine statement. I, of course, realize, and I am sure he realizes, as we all do, tha t within the Food and Drug Administration they are required to act as the law provides, so some of the delays th at may have existed are  probably due to the guidelines set up by the law. As I understand the witnesses today, it is your hope, and it is certainly ours, tha t the laws may be streamlined to provide speedier handling as well as proper  protection for the public. Is that  not true?
Dr. Salsbury. This is true. This is what we hope in this proposed legislation.
Mr. Nelsen. One question perhaps not related to this bill, but knowing that  your firm has long been in business, I  recall tha t years ago on the farm we had one cure for everything. Tha t was Dr. Hess’ Stock Tonic. Whatever happened to it.
Dr. Salsbury. I am not sure whether tha t is on the market yet or not. You would have to ask Dr. Goddard.
Mr. J arman. Mr. Gilligan?
Mr. Gilligan. Doctor, you make reference in your statement to protocols, or research test design, and said tha t in some areas of Food and Drug protocols were well established, well communicated, and predictable, while in other areas protocols were nonexistent, poorly communicated, and  everchanging.
Is there anything in the proposed legislation which would help to clear up that problem?
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I)r. Salsbury. As I see it, it would b ring  all of the animal drugs 
under one section and then the protocols probably will be handled by 
one bureau, whereas in the past we have had, say, the  efficacy of the 
product handled by one section and the toxicology handled by another, 
and there have been differences here.

Mr. G illigan. But  then what this really  is is a fond hope tha t the 
legislation will indirectly bring about these benefits; is tha t right?

Dr. Salsbury. I th ink tha t is the intent, yes.
Mr. Gilligan. Thank you, sir.
No more questions.
Mr. J arman. Dr. Carter?
Mr. Carter. No questions.
Mr. J arman. Dr. Salsbury, you in your statement refe r to the fact 

that  it takes a long time to get to the point of decision by the Food and 
Drug Administration.

The testimony we had this morning from Dr. Goddard was th at a 
year ago the  time consumed in handling all applications varied from 
3 to 6 months.

By contrast, this year, he stated, tha t the time consumed in handling 
has been reduced to an average of 90 and 30 days, respectively.

Does your own company have any real difficulty now in terms of 
timelags on applications tha t you have?

Dr. Salsbury. I think  probably the t imelags are due to additional 
data or clarification of the data  tha t they want from us, tha t they 
have asked us for.

Mr. J arman. I s the situation bette r than it was previously?
Dr. Salsbury. I would say it is definitely be tter than it was a year 

ago, yes.
Mr. J arman. Yet, as I  understand it, under the more complicated 

procedure under which we now operate if an avalanche of applications 
came in we could again be faced with a serious timelag in processing 
applications. Am 1 correct?

Dr. Salsbury. I am not really famil iar with what could happen if 
they did get a number of applications. Would you like to answer 
that?

Mr. J arman. Tha t would be a comment on whether the personnel 
are adequate now to process any given number of applications that 
may come in. I do remember from the testimony before the subcom­
mittee 2 years ago that a poin t was made that the application situation 
was get ting more current , but tha t if a great many applications came 
in on a paricu lar type drug, the sitution could deteriorate. Does that  
situat ion exist?

Mr. T iiomas W. F reeze (vice president, Salsbury  Laboratories). 
Air. Chairman, I would like to comment on the statement that  Dr. God­
dard made.

He indicated tha t action is being taken on these applications, bu t in 
many cases th e action taken is rejecting the application, asking for 
more data.

If  you will check the Federa l Register you will see very few animal 
health  drugs being approved in the last six months to a year, but 1 
think it is going to take time for this team to get geared up and I 
know th at the Bureau of Veterinary Medicine is adding many, many 
more veterinar ians to the ir staff and we are hopeful tha t the new
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bureau will be able to ac t much fa ster because they will have so many more areas of competency within  their bureau tha t they will no t have to be coordinating with some of the groups across the river in toxi­cology, pharmacology, and the rest of these scientific disciplines.
You see, in many of the scientific disciplines like toxicology and pharmacology we are dealing basically with Ph. D.’s, but in the Bureau of Veterinary Medicine we are dealing with veterinarians who are fami liar with the animal health  industry .
This makes it much easier to establish protocols with men who un­derstand the problem.
Mr. J arman. Thank you very much.
I would like to say again to the gentlemen on behalf of the commit­tee and to all who are interested in this legislation than an analysis and comments on the amendments tha t have been suggested or that may be suggested by industry witnesses submitted to the committee would be very helpful in our own analysis of this proposed legislation.Our next, witness is Charles R. Fulton, president of Delmarva Pou ltry  Indu stry  Association.
Mr. Fulton, we appreciate your being with us.

STATEMENT OF CHARLES R. FULTON, PRES IDEN T, DELMARVA 
POULTRY INDUSTRY, INC.

Mr. F ulton. Mr. Chairman and members of the subcommittee, my name is Charles R. Fulton and I  am here today as p resident of the Delmarva Poultry Ind ustry Association.
Our organization represents poultrvmen in the portions of three States  located on the Delmarva Peninsula—all of Delaware, nine Eastern Shore counties of Maryland and two counties of  Virginia— a major broiler- fryer and egg-production area. My personal connec­tion with the poultry industry  is primarily  as vice president of Holly Farm s in charge of the Delmarva division. We are a completely integrated broiler operation. This  includes production  of hatching eggs, hatchery facilities, feed manufacturing , processing, byproducts, and the growing of approximately 75 million b irds annually.
The Delaware Poultry Indust ry is an organization of over 5,000 growers, hatchervmen, feed manufacturer s, poultry processors, equip­ment dealers, and other associated business concerns, including a great number of civic-minded citizens who are deeply interested in the  im­por tant poult ry industry in our  area because of the direc t relationship it, has to the economy of Delmarva.
On behalf of our organization, I  wish to endorse and urge the passage of II.R. 7655 because we feel this bill would be of considerable aid to the poultry i ndustry and to our millions of consumer customers.Since shortly afte r World Wa r I,  the Delmarva Peninsula has been a pioneer in the growing of commercial broilers and fryers, and it is generally recognized as the  birthplace of today’s multimillion-dollar broile r-frye r industry.
In the recent past, Delmarva has begun to diversify  with increased production of table eggs, and many of our members are now in this phase of poultry  husbandry . Our region nevertheless continues as a major broiler growing region, and indeed Sussex County, Del., is the Nation’s leading broiler growing county.
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To give you an idea of how the poult ry indust ry has grown, let 
me point out that , as recently as 1950, b roiler production was about 
630 million birds ; last year it was well over 2 billion. This means 
tha t broiler production has more than trebled in the last 15 years. The 
average retail price of ready-to-cook broilers has, at the same time, 
decreased from 57 cents per pound in 1950 to approximately 39 cents 
in 1965, a decrease of about 32 percent. During this same 15-year 
period, the Bureau of Labor Statis tics combined index of all food 
prices rose from 85.8 to 108.8—an increase of 26.8 percent. Today 
almost any family can eat a chicken dinner anytime—and does, thank 
goodness. Last year our average per capita  consumption of broilers 
in the U nited States was 29.4 pounds, in contrast to only 8.7 pounds 
jus t 15 years ago. Currently broilers and fryers account for nearly 
90 percent of all chicken meat consumed in our country, in contrast to 
42 percent back in 1950.

The level of progress made in efficiencies of product ion in the 
poultry industry is greate r than in any other branch of agriculture. 
There was a time when broilers had to eke out their  own existence 
by eating green grass to combine with the cracked corn being provided, 
and to find insects and beetles to provide the protein necessary to 
balance the ir diet.

Broiler  rations today provide all the essential amino acids, 
vitamins, minerals, and antibiotics combined in proper proportions 
and formulated by electronic computers. Pou ltry nutr ition  is a t the 
highest peak in scientific advancement in the nutri tion  field.

Not too many years ago broiler producers had 15 to 20 percent of 
thei r chicks die before they reached m aturity. Due to the grea t prog­
ress made in disease prevention, it is not unusual for bro iler producers 
to raise 99 to 100 percent of the chicks started.

Better breeding and management practices are certainly  important 
reasons, but even more significant in bring ing about these dramatic 
changes are the development and introduction of a varie ty of feed 
additives and other types of nutritional and therapeut ic agents. Such 
progress has been a team effort with nutri tionis ts, geneticists, poul try 
pathologists of our land-grant colleges, and commercial companies 
cooperating toward increased efficiencies and an improved meat-type 
bird.

Among commercial efforts, I  would like to single out those of the 
pharmaceutical and nutritional additive  manufacturer s. We have 
found tha t the addition  of a variety of drugs and nutri tional sub­
stances to feeds and water increases our birds’ rate  of gain, decreases 
the quant ity of feed they must consume to reach market  weight or 
maximum egg production, and helps prevent outbreaks of many of 
the dangerous diseases tha t would otherwise attack our flocks.

With the h istory of vast increases in knowledge and improvements 
of our feed and water additives  in the past decade, we have every 
reason to hope tha t research will continue to furnish us even more 
knowledge and better the rapeut ic and nutr ition al agents.

We at Delmarva Pou ltry Indust ry sincerely hope tha t this research 
and the  application of its results will not be hampered by unnecessary 
restrictions from any sources. Feed manufacturers in our organiza­
tion have pointed out to me that one aspect of the present law has 
proved extremely burdensome. On Delmarva we make our own feeds,
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using componen ts furnished  by dif fer en t sup pliers . The Food and  Dr ug  Ad mi nis tra tio n requ ires  the feed  man ufac turer to sub mi t a medicated feed app lication, form 1800, before  we can inc orp ora te a new drug  into  any of our feeds. In  one inst ance it took 271 days, in anoth er it took  14 months  for the agency to appro ve  tw o of our members’ use of new dru gs,  even tho ugh the  dr ug  com pan ies had  obtained appro va l fo r the drug s themse lves many mo nth s before  the  feed manufac turer s’ a ppl ication s.
We agre e th at  ou r feed manufac turer s should have to  demo nst rate th at  they  ut ilize good  manufac turin g and  control  pr oce dures in making up their  feeds, but they  have given proo f o f th is on nu merous occasions by thei r submissions on previous feeds conta ining  dr ug  produc ts. I t seems abs urd  th at  such an exte nde d per iod  of tim e would be necessary for FD A ’s review of vi rtu al ly  the  identical inf orm ation  previou sly sub mi tted by these feed  ma nufac tur ers , when the  only sign ificant  differences related to drugs alread y accepted  by the  Food  and  Drug  Ad mi nis tra tion in the name of  the  basic manufac tur er.  Deprived  of the  benef it of these  drug s in the  pro duction  of poult ry,  these feed ma nufac tur ers  had no operati ng  economies to pass  on as consumer  benefits.
When these instances  of delay are  mu ltipl ied  by th e many time s in a year  th at  we assume such  instances occur,  the  to tal  impac t of  the  p rese nt clearance  proce dure s can be r ead ily  under stood. II. R. 7655 pro tec ts the  public as well as the sta tu te  in its  prese nt form , bu t wi tho ut caus ing time-co nsuming delay s. I t is a sound improvem ent  in the law. In  th is one are a of  feed man ufac ture rs ’ clea rance, I underst and that the  feed man uf ac tu re r would stil l hav e to submit  an appli ca tio n con tainin g inform ation  as unde r prese nt law but FD A would l>e pe rmitte d only 90 days to process the mill ’s appli cat ion . Ev en  co nsid erin g th is  single  as pec t o f th e b ill,  it  w ill be o f g reat  va lue both to our  ind ustry  and t o the  m illio ns of  consu mers whom we serve.Science is indee d in back of ou r g reat  po ul try  i nd us try and has made it  the  cri tical source of feed supp ly th at  it is tod ay.  We  wa nt  to con tinu e to set new records of achievem ent,  an d we believe  th at  the  passage o f II. R. 7655 is one s tep th at  will help the peop le of o ur  g reat  bro ile r ind ustry  as we move fo rw ard in rea ch ing  new goals.
I than k you very much.
Mr. J arman. Th ank you, M r. F ul ton .
Are th ere  any qu estions?
Mr. Mackay. No questions.
Mr. Gilligan. No questions.
Mr. J arman. Mr. Nelsen.
Mr. Nelsen . One qu estion.
Have you had an op po rtu ni ty  to stu dy  th e proposed amendm ents ?Mr. F ulton . I  have  not , sir.
Mr. J arman. Mr. Fu lto n,  we appre cia te yo ur  he lpi ng  us make the  reco rd thi s m orn ing .
Mr. F ulton . We t ha nk  you fo r an op po rtu ni ty  to appear,  sir.Mr. J arman. Our  next  witn ess is Mr. E ar l L. Butz, dean of ag ri ­cul ture, Pu rdue  Univ ers ity .
Mr. But z.
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STATEMENT OF EARL L. BUTZ, DEAN OF AGRICULTURE, PURDUE 
UNIVERSITY

Air. B utz. Mr. Chairman and members of the committee, my name 
is Earl Butz. For  the past 8 years I have been dean of agricu lture 
at Purd ue University. For 3 years prior to th at  I was Assistant 
Secretary of Agriculture in charge of Marketing and Foreign Agri­
culture  in the USDA. I had the pleasure at tha t time of serving in 
the same department  with your good colleague, Ancher Nelsen, who 
did a very distinguished job as A dministr ator  o f the Rural Electr ifi­
cation Admin istration.

Prior to tha t, for 8 years, I was head of the department of agr i­
cultu ral economics at Purdue University. Aly en tire professional life 
has been spent in the area of food and population problems, both at 
home and abroad.

Aly interes t in the so-called Animal Drug Amendments Act, H.R. 
7655, stems primarily  f rom the interest of an agricultural economist in 
the developing world popula tion food crisis, which I think  is much 
more imminent than  many people in this  country and abroad are 
aware.

Aly interes t stems from the importance of making it possible to apply 
science in increasing propor tions to the world population-food  prob­
lem. The North  American food industry is facing its greatest chal­
lenge of all time.

Unless we exercise every oppor tunity prom ptly  to meet this chal­
lenge, I think  the world shortly  will face a cris is of  such proportions 
tha t we in the AVestern Hemisphere can’t escape the repercussions that  
will come from it.

One such oppor tunity , I  am sure, presents itse lf in H.R.  7655, which 
will encourage the development of new animal drugs, and will make 
it possible to get more mileage out of the exist ing supply  of agr i­
cultural scientists we have.

There are too few of us in America who are aware of the magnitude  
of this developing world problem. The world is on a collision course. 
There are two trend lines developing tha t are significant. One is 
the trend  line of world food production  which is going up rather 
slowly. It  is increas ing by an arithmetic factor. Und er it comes the 
trend  line of world popula tion which is increasing in geometric pro­
portions. When the fairly stable tren d line of world  food production 
meets the much more rapid ly increasing trend line of world popula­
tion, unles we do something to  soften the impact of that collision we 
are going to have real problems in the world and in the U nited States. 
This prospect faces us within the decade.

This is the  seventh year with one exception, th at  world population 
has increased more rapid ly than world food production. We have 
actually  been in a decline, worldwide, in the population-food ratio  in the last several years.

The first claim of any society on its total produc tion resources is 
to produce enough food to keep the population  alive and to reproduce 
itself. This is so simple it is axiomatic.

In some parts  of  the world, especially in some of the Asiatic coun­
tries, it takes from 85 to 90 percent of thei r total  population on the
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land or in the food business to keep them alive, and  they don’t do it 
very well, even so.

In  this country  we do it with less than  6 percent of our total working 
force on the farms of America. This is a remarkable  record. We ac­
tually could do it with about 3 percent of our total working force on our 
farms if we consider only commercial agriculture .

The only way we can do that is by the application of large amounts 
of science and scientifically tra ined personnel in our total food produc­
tion business.

There is room for substantial expansion of food production, both in 
this country and abroad, through the continued infusion of science, 
and capital, and nonrestrictive governmental programs tha t would 
let farmers and agricul tural institu tions exercise the full amount of 
science available.

To come back for a moment to  the world population problem, it is 
estimated tha t at the beginning of the Chris tian era we had about 
250 million people in the world. It  took us 15 centuries to double 
that  number, up to the year 1600. In  the next three centuries we 
tripled world population.

It  came to about 1.5 billion people at the sta rt of this century. Since 
that time, just in two-thirds of a century, we have doubled world pop­
ulation again. It  is in excess of 3 billion people today.

Demographers at the United Nations in New York estimate tha t 
by the year 2000, which is only a third of a century away, we will have 
doubled again, having in excess of 6 billion people in the  world.

Obviously we can’t continue indefinitely to increase a t th at rate. It  
is estimated tha t if from the beginning  of the Christian  era we had 
increased population at about the  same rate we are today, there would 
not be standing room for all of us on the ear th’s surface. Obviously, 
tha t would be impossible, but the implications  of it are frightening.

From the beginning of history man has learned how to feed about 3 
billion people on the earth, and two-thirds of them not very well fed. 
The job ahead of  us means tha t if we feed these people by the year 
2000 at  the same level of caloric intake  which they eat today (and tha t 
is not too exciting for much of the world’s popu lation), if we feed 
them at the same level, our job in the short term of a th ird  of a cen­
tury will be to learn how to feed as many more people as we have 
learned to feed since the dawn of history.

This is a frightening prospect. This has to be done at a time when 
we have no more virgin t erritories  of the world to exploit. We have 
no more prairie  sods to tu rn, no more v irgin  forests to  clear.

As a matter of fact, we have to do i t at a time when wTe are losing 
productive land to urbanization, to highways, to airports, to parks. 
Every  time we run one of those dual-land highways through the  coun­
try  it takes up 30 acres a mile, and I thin k tha t is taken out pretty 
permanently.

Every time we put a cloverleaf in a dual-lane highway it takes up 
25 to 40 acres, and I thin k t ha t is out pret ty permanently .

The point I  want to make is th at science is the only thing we have to 
infuse into the agriculture of the next one-third of a century to meet 
this tremendous challenge we face. It  is research. It  is the very kind 
of thin g we are talking about here today.
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In  the  lo ng  run  we ha ve to  meet the  w orld popu lat ion -fo od  prob lem  
by po pu lat ion  contro l. In  th e s ho rt ru n,  giv en t he  socia l a nd  re lig iou s 
mores, an d low level s of  lit era cy  an d economic wel l-being in many 
par ts  o f t he  world, we simp ly can’t accomplish  th at  i n t hi s gen era tion. 
That  means, there for e, in the sh or t ru n—I  am ta lk in g now abou t the 
ne xt  th ir d  of  a centu ry—our  only al te rnat ive is to  increase the level 
of  ag ricu ltu ra l ou tp ut  bo th  pe r acre  an d pe r man.

Th is  includ es the acc ele rated ap pli ca tio n of fer til ize rs,  of  i rri ga tio n,  
of be tte r seed vari eti es,  of  more  herb icid es, more insect icides, im pro ved  
an imal drug s a nd  anim al he al th  items,  an d exten sive  research expend i­
tures of al l kinds .

Th e op po rtun ity  fo r increased  food p rodu cti on  on th e Nor th  A mer­
ican C on tin en t is t rem end ous. You have  heard th is  morn ing a bout the  
ter rif ic to ll take n by disease,  by  pa ras ite s, an d by insec ts, t hat  cost th e 
Am erican  farm ers abou t $3 b ill ion  a yea r. I t  costs th e Am erican  con­
sum ers  at  lea st th at mu ch or  m ore. Th is loss sta nd s in the way  of  a 
very su bs tan tia l ad di tio na l co ntr ibuti on  of Am eri can ag ric ul tu re  in 
meeting  th e wo rld ’s No.  1 pro ble m—t he  developin g w orld populat ion - 
food  ra tio crisis.

Our  ur ge nt  need  now is fo r new agents to  fight these cos tly food  
losses an d to ad d to  the available food supp ly all  aro un d the wor ld. 
We mu st encourage  thes e yet- to-b e-deve loped gr ow th  sti mula nts  and 
feed  ad dit ive s th at  we are  ta lk in g about here  thi s morn ing .

The Nor th  Am erican  Co nt inen t has the wo rld ’s larges t con tigu ous  
are a of  good food prod uc ing land , where we h ave  the  com binatio n of 
fe rt ile  soil, of  clim ate , of  grow ing season, the ca pi ta l an d know-how 
to do th e job.  Th is area  will  be cal led  upon  to do a mas sive  job  of 
meetin g th is p opula tio n-food  ga p in  the  yea rs ah ead .

Th e U.S. public conscience, I  am conv inced , has made a firm  com­
mitm en t th at  we are  no t go ing  to pe rm it starva tio n anyplac e in the  
wo rld  to  the ex ten t t ha t we can prev en t it. Whil e th at is no t wr itt en  
spec ifically  int o law, it  is nonetheles s a very rea l com mitment. That  
means  th ose  o f us in ag ric ul tu re  mu st keep  o ur  to ta l food indu st ry  as 
he al thy as possible. We  mu st maint ain publi c confidence in it. We 
mu st p repa re  ou r people  to  use o ur  sc ien tist s a nd  Ame rican ag ric ul tu re  
pl an t to  th e ful l ex ten t th at  we can do it.

I  am conv inced th at H .R . 7655 is a  step  in t hat  direct ion .
Mahatm a Ga ndhi once rema rke d “E ve n God da re  no t ap proa ch  a 

hu ng ry  m an exce pt in the form  of  b read .” T hat  unde rscores th e im ­
po rtance o f food in the  strug gle we face  in th e years  ahead.

Am eri can  ag ric ul tu re  can  do a gr ea t job  o f ap plyi ng  sc ience to  thi s 
whole process. I  rega rd  ag ric ul tu re  s imply  as a convert er of  energ y. 
Th e source of  ene rgy  fo r us on th is  globe is the ra di an t ene rgy  from 
the solar  system. We  a re  no t ve ry efficient in taki ng  i t di rec tly  fro m 
the sun. In  ag ric ul tu re , we c onvert the ene rgy  to  a  fo rm  we can  use.

We  use th e pl an t as a veh icle  fo r conversio n. We th en  use the 
anima l as a vehicle  fo r fu rt her  convers ion. We  ca ptur e only about 
th ree- tenths  o f 1 perce nt of  the  s ola r e nergy  t hat hi ts  the  e ar th  in o ur  
foo d p roducti on  processes.

As  we co nvert  the  ene rgy  from crops  in to  meat, mi lk,  an d eggs, again 
there is a gr ea t loss in efficiency because  of  the to ll of  paras ite s, of 
disease, of  insects, a nd  the  like.



62 ANIMAL DRUG AMENDMENTS OF 19 65

There is a grea t opportuni ty to infuse more science into our food 
machine. Five years hence, when the world food problem becomes 
more acute than now, the trained agr icultura l scientist will be the same 
kind of glamour boy th at the physicist and the engineer were in the 
immediate postsputnik years.

The tragic thing is that  it takes 6 years to develop a trained agr icul­
tural scientist. You can’t do it in 6 weeks. The same is true of these 
animal health products. Tha t is the reason, gentlemen, that  I as an 
agricultural, educational, and scientific professional person, am in­
terested in the enactment of this legislation.

Thank you very much.
Mr. J arman. Thank you, Dean.
Are there questions?
Mr. Mackay. Thank you, Mr. Chairman.
I would just like to thank you for this testimony. It  came through 

loud and clear. Although this is not the Committee on Agriculture,  
I would be interested in any thoughts you might have rega rding action 
tha t this  committee might take within the scope of its jurisdiction.

I th ink that  my constituents have only a vague notion of the gravity 
of the developing situation you presented, but you presented it  in such 
a clear way that I  am going to try  to transmit it to them.

Mr. Butz. Thank you very much, Mr. Congressman.
During my 3 years as Assistant Secretary I learned that  you never 

assign work to one committee through another congressional commit­
tee. In answer to your question, there is clear evidence that the people 
in the Department of Agriculture are aware of the magnitude o f this 
problem.

They have increased the rice acreage allotments. They have in­
creased the wheat acreage allotments. However, many people feel the 
adjustments have not been rapid enough or gone far enough.

Mr. J arman. Mr. Nelsen.
Mr. Nelsen. Thank  you, Mr. Chairman.
I wish to thank Mr. Butz for his very fine and informative 

statement.
In the few pages that  you have put together you have supplied us 

with a tremendous amount of information that  I  think we will all find 
very useful and certainly very persuasive arguments for the need of 
any legislation to  speed up our production and to streamline the han­
dling of any processing of applications which we deal with today.

I might mention, Mr. Chairman, tha t in the years that  I  did serve 
in the Department of Agricul ture it certainly was a great pleasure to 
have been associated with Dr. Butz, and our country has been well 
served by his service there and also in the post that he now holds, and 
I thank  the witness very kindly for his appearance.

Mr. Butz. Thank you.
Mr. J arman. Tha t is a very fine tr ibute. It  is good to have you 

with us this morning, Dean Butz.
Mr. Butz. I thank you, sir.
(The complete statement of Dean Butz follows:)

Stat ement  of E arl L. B tjtz, P h . D., Dean of Agricul tur e, P urdue U niv ers ity

My name is Ear l L. Butz. For  the pas t e ight years I have been Dean of Agri­
culture at  Purdue  Unive rsity. For  thre e year s prior to tha t, from 1954 to 1957, 
I served as Assi stant Secretary  of Agricultu re in charg e of Marketing  and
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Fore ign Agr iculture.  Among o ther things, I was in charge of the Fore ign Agri ­
cultu ral  Service and  trav eled  extensively in many  pa rts  of the  world, studying 
food and agr icu ltu re conditions. Fo r eigh t yea rs previously, I was head  of the 
Departm ent of Agricultura l Economics and  Professor  of Agricultura l Economics 
at  Purdue . My entire professional life has  placed  me in close proximity with 
food-population problems,  both in t his  cou ntry  and abroad.

My intere st in H.R. 7655, the “Animal Drug Amendments ,” is the int ere st of 
an agr icu ltu ral  economist concerned with the  world cri sis  which is develop ing 
in the population-food ratio. The North Amer ican food ind ust ry is facing its 
greate st challenge of all time, and we must exercise every opportu nity  to  p rep are  
to meet it. One such opportu nity  presen ts itself  in II.R. 7655, which will  
encourage the  development of new animal  drugs.

The world is on a collision course. When the massive force of an exploding 
world  populat ion meets the much more stable  tre nd line of world food production,  
something mus t give. Unless we give increas ed att ention now to softenin g the  
effects  of the impending collision, many  pa rts  of the  world,  with in a decade, will 
be ski rtin g a dis ast er of such proportion as to threaten  the  peace and  stabil ity  
of the Western world  itself.

The man-food ra tio  around  the world, neve r high enough to be very exciting  
to two-thirds of the  world’s population , has  act ua lly  been in a decline the  past 
ha lf dozen year s. To tal  food output has increase d dur ing  those years, to be 
sure,  but  at  a slower ra te  tha n population increase. In  many of the  wor ld’s 
underdeveloped areas, the  man-food ra tio  is in a serious decline.

The first claim of any  society  on its  to ta l productio n resources is to produce 
enough  food to keep the  population alive  and  repro ducing itself . Some Fa r 
Easte rn nations  require  80 to 90 percent of their population on the land to get 
the job done. In the  United Sta tes we do it with less than  6 percent of our 
working population  on our  farm s. There is room for  sub sta nti al expansion of 
food product ion, both in the  undeveloped and in the developed are as  of the world, 
through continued appl icat ion of science, infusion  of cap ital , and nonrestric tive  
governmenta l programs.

At the  beginning  of the Ch ris tian era, world populat ion w as est ima ted to have 
numbered around  250 million. In the nex t fifteen cen turi es it doubled, reaching  
500 million by 1600. Three cen turi es late r, by 1900, w orld population had trip led 
and  stood at  about 1.5 billion. In  the less tha n two-thi rds  of a cen tury since 
1900, world  population has  approximately doubled aga in and  now exceeds 3 
billion. Reliable estimates ind icate tha t, in the  li ttl e over  one-th ird of a cen tury  
remaining unt il the  yea r 2000, it will double aga in and will stand  at  about 6.3 
billio n people.

If, from the beginning of the  Christ ian  era,  we had  multipl ied at  the  presen t 
rat e, there would now be over one million people p er square foot of e art h surface . 
Obviously, the ra te  of grow th cannot  persist indefin itely, because of the  sheer 
limitat ion  of space and  food. However , its  f rightenin g implicat ions are  a  th reat  
we must face.

From  the beginning of history , man has  always been in a struggle to feed 
himself , with the possible exception of the Western world in the past two or 
three decades. From  the beginning of the hum an race  u nti l now, man gra dually 
developed the food production capacity required to sus tain 3 billion people on 
the ear th,  although many many persons have  a very meag er avai lable food 
supp ly per capita. If  the 6 bi llion-p lus people pred icted by the year 2000 a re  to 
be sustained, with  no improvement in diet whatever, man will need to develop 
the  capa city  to feed ano the r 3 billion  people—and this must be done in  the short 
ter m of one-third of a century. This  means th at  we mu st dup lica te in the  nex t 
generation the production  record th at  man has  achieved since the  dawn  of his ­
tory. And we must do this at  a time when nea rly  all of the  virg in lands of the 
world have  been brou ght into prod uction and when we face increasing inroads 
on arable  land  by sprea ding sub urban communities, highw ays, and the like.

The re are  only two  possible answers to the  problem I have posed here. One is 
a widespread and rap id increase  in bi rth  control prac tices , which, in the long 
r u n —Say, by the  close of thi s cen tury—is the  only solution. The second—and 
the  immediate need confron ting  us—is  to increas e agric ult ural productio n 
worldwide.

We must do everyth ing possible  to accelerate  the  applica tion  of cap ita l and  
technology to our agr icu ltu ral  and  food systems in an effort  sub stantially to 
incre ase outpu t pe r acre and  per man. This includes accelera ted applica tion  and 
use of fer tili zers, irrigat ion , be tte r seed var ieties, more pesticides,  new and  im­
proved animal drugs and ag ric ult ural chemica ls, and extensive research expendi-
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tures, including research to improve the genetic capabilities of plants  and animals.
The opportunity for increased food production on the North American continent is tremendous. In the United States alone, disease, parasites, and insects cost American farmers almost $3 billion each year  through loss of animal livestock and poultry. Urgently needed are new agents to fight these costly food losses and add to the available food supply. Also holding tremendous promise for increas­ing the food supply are yet-to-be developed growth stimulants and feed additives which will improve the efficiency of animal protein production.The North American continent, and primarily the United States, will be called upon with in the decade for a massive effort to meet the impending crisis in the world population-food ratio. It  must be a major  responsibility of all of us to keep our national food-producing machine healthy and efficient. We must strengthen public confidence in the capacity of our food industry to meet the great challenge ahead of it. To prepare for less than this will be to condemn a large part  of the world to widespread famine and political instab ility on a scale unprecdented in history. Hence, there is no realistic alternative except for us to gear up to meet this challenge.
H.R. 7655 will have the beneficial effect of speeding up the introduction of new animal drugs useful in the overall effort to meet this challenge. I com­mend this measure as a constructive attempt to advance the intere sts of our farmers and the consuming public.
Mr. J arman. Our next witness is Dr. F rank Todd, who will present a statement by Dr. Don Spangler, the president  of the American Veterinary Medical Association.
Dr. Todd.

STATEMENT OF DR. DON H. SPANGLER, PRESIDENT, PRESENTED
BY DR. FRANK A. TODD, WASHINGTON REPRESEN TATIVE, ON
BEHALF OF AMERICAN VETERINAR Y MEDICAL ASSOCIATION
Dr. Todd. I am Dr. Fra nk A. Todd, Washington representa tive of the American Veterinary Medical Association.
Dr. Don Spangler, president of the American Veter inary Medical Association, has prepared and submitted a statement on behalf of the association pertain ing to H.R. 7655. Dr. Spangler has asked th at I 

present it to this committee. I t is shor t and I  would like to read it for the record of this hearing.
At a hearing of this  Congressional committee held September 1963, the  Ameri­can Veterinary Medical Association (AVMA) opposed a bill dealing with the same subject. The Food and Drug Administration (FDA) also opposed the bill. Following this hearing, an extended series of conferences were held involving representatives of the FDA, the AVMA and individuals responsible for  writing the bill. Extensive revisions have changed the general character  as well as the specific details of the proposal so that  we consider H.R. 7655 to be a constructive compromise.
The current version of H.R. 7655 with the separate  section 512 appears to be a conscientious effort to guarantee  the same degree of safety, stability, potency and effectiveness in drugs and medicated feeds as would have been provided by the existing statutes.
The proposed section 512 appears  to be a faithful  reproduction for animal preparations  of the current  Food, Drug, and Cosmetic statu tes which are applied in common to drugs for man and animals.
In its present form, H.R. 7655 appears to serve the best interests of the public. The American Veterinary Medical Association supports passage of H.R. 7655 as a measure also beneficial to the animal drug and medicated feed industry and therefore to the veterinary profession.
Respectfully submitted.

Dr. Don II. Spangler,
President, American Veterin ary  Medical Association.
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The American Veter inary Medical Association appreciates this opportunity  to present its views on ILK. 7655 and wishes to than k you, Mr. Chairman and members of the committee.Mr. J arman. Thank you very much, Dr. Todd.Mr. Nelsen ?
Mr. Nelsen. No questions, except to  make the observation tha t the bill tha t we are now considering is quite similar  to legislation that  our fo rmer colleague, Mr. Roberts of Alabama, introduced in the 88th Congress. I note Mr. Chairman, tha t Ken is in the audience, and I want to than k him for the leadership tha t he gave to proposals of this kind in years past. I am also aware of his continued interest  which we apprec iate very much.
I thank the gentleman fo r his statement.Mr. J arman. Thank you, sir.
I appreciate  the gentleman making tha t a p art  of the record.Mr. Roberts has made an outstanding contribution to legislation in this general field and we rely on him for counsel and advice and it is good to have him with us in the  hearing th is morning.Our final witness in the hearing this morning  is Mr. Charles W. Klinger of the American Feed Manufacture rs Association.

STA TEM ENT  OE CHA RLE S W. KL IN GE R;  ACCOMPANIED BY LEE H. 
BOYD, AM ERICA N PE ED  MANUFAC TUR ERS  ASSOCIATION

Mr. Klinger. Mr. Chairm an and Mr. Nelsen, I am Charles AV. Klinger, product  control manager fo r Central Soya Co., Fort  Wayne, Ind. For the past  7 years I have had the general responsibility  of insur ing compliance for my company with the Federal Food, Drug, and Cosmetic Act.
I am here today on behalf  of the American Feed Manufacturers Association, of which Central Soya is an active member. Accom­panying me is Air. Lee H. Boyd, director of  feed control and  nut rition of tha t association. AVe would both like to express our appreciat ion for the opportunity to present our views concerning the proposed legislation.
Central  Soya is a company serving agriculture through feed manu­factu ring, grain  merchandis ing and soybean processing. The feed division is a multip le-plant operation  serving over 3,500 feed dealers in the eastern two-thirds of the United States.The American Feed Manufacturers Association was founded in 1909 and is a nonprofit national trade association fo r the  feed manu­factu ring industry . Membership, which also includes related in­dustries, represents  all areas of the United States.The feed indust ry is a  vital segment of U.S. agricu lture. Feed is the largest  inpu t in the production of animal products—about two- thirds of the cost of producing meat, milk, and eggs. It  is estimated tha t ha lf of the feed tonnage contains animal drugs.The annual dollar volume of the feed industry is approximately $4 billion—placing it among the top 15 m anufacturing industries of our country. It  is the larges t indus try in the world providing goods and services exclusively for agriculture.

The feed industry’s interest an animal drugs and feed additives centers on the  contributions they make to wholesome and economical
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animal products. These additives are generally incorporated into 
feed for the purpose of increased production,  improved feed efficiency, 
or for the prevention of disease. It  is generally agreed t ha t modern 
methods of poultry and livestock product ion, and the accompanying 
lower costs of animal products, could not have been realized with­
out the development and use of feed additives.

We, as feed manufacturers,  are not normally involved in the de­
velopment and manufac ture of animal drugs. I t is the responsibility 
of the d rug manufacturer to obtain  basic clearance from the Food and 
Drug Administration. Therefore, feed manufacturer s use only ad­
ditives which have been approved by the FDA  as being safe and e f­
fective when used under specified conditions. Thus, feed becomes a 
vehicle by which the animal producer can conveniently avail himself 
of these importan t production tools.

It  is impor tant to note t ha t animal drugs when used in feed con­
stitute a minute portion of the finished feed—much less than  1 per­
cent of the feed. Thus, the drug potency of the finished feed prod­
uct is quite different from the product produced by the drug  manu­
facturer.

Feed manufacturers who use animal drugs in feed must register 
each of thei r mills with  FDA  annually and are subject to periodic 
inspection. Medicated feeds are continually  sampled and analyzed 
by the FDA  as well as by State  feed officials, to provide assurance 
that the correct amount of the feed additives are being used.

In  addition to these safeguards , each feed manufacturer is re­
quired to submit a detailed applicat ion to obtain fur ther approval 
for every medicated feed (which incorporates a new animal drug)  
produced in each plant. Once obtained, this clearance must be kept 
current to reflect changes in equipment, procedures, formulation, and 
labeling. For the most part,, these clearances are highly  repetitious.

A company such as mine must obtain and continuously amend 
several hundred individual approvals for normal operations. The 
consumption of time, both by feed company personnel and the FDA  
staff, is tremendous.

For example, if 1,000 feed mills want to use a newly developed 
drug  a fter  it has been approved by FDA and appropr iate  regulat ions 
issued, FDA  is then faced with the job of processing 1,000 applications. 
The system obviously is time consuming and costly to the taxpayer 
as well as to the feed firms. By its nature,  it holds the threat of delays. 
Processing of feed company clearance applica tions has often been a 
slow uncertain procedure as we testified at the hearings in 1963.

In  the  past,  animal d rugs have been subject to sometimes question­
able control because these controls were inherited from legislation 
intended specifically for  control of human drugs. We are encouraged, 
however, by recent administ rative action taken by the  Food and Drug 
Administration  which promoted the  Division of Veterinary Medicine 
to full “Bureau” status. We feel tha t this is a recognition of the 
desirability of considering the various aspects of animal drugs on their  
merits, exclusive of human drug considerations.

The American Feed Manufacturers Association, on behalf of its 
members, supports  H.K. 7655 in troduced by Congressman O'Brien, in 
tha t it gives fur ther impetus to the specific recognition of animal 
drugs. We believe it will give the Bureau  of Veterinary Medicine
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authority  and direction to implement practical regulations tha t em­body safety and yet permit the maximum exercise of scientific judg­ment on the part of practicing veterinarians and the scientists in the feed industry .

The proposed legislation does not change the present requirements for medicated feed clearances which we consider to be unnecessary and costly. However, the bill is a significant step in the right direc­tion and we thus encourage its passage.
We feel i t necessary to request two amendments to H.R.  7655. The first involves the shortening of the 90-day processing limit for  medi­cated feed applications (as specified in the proposed b ill) . It  would appear tha t 30 days would be adequate time for FDA to make a decision on this  type of application. In  considering this proposal, please keep in mind tha t the FDA has already given basic approval  to the use of these additives.
It  is our hope tha t clearance requirements for feed m anufac turers  may eventually be great ly simplified by admin istrative action, or legislation if necessary, so tha t feed manufacturer s who are registered and inspected by FDA  can use new animal drugs as soon as basic clearance is g ranted to the drug  company.
Secondly, we strongly urge modification of section 106 of the bill which deals with export. Section 106 would modify section 801 of the act to prohib it export  of products  not in conformance with the provisions of the act. There seems to be no reason to deny export if the product is in accord with  the p urchaser’s specifications, meets with the destination country’s laws, and is labeled for export. Other nations certainly have the righ t to set thei r own standards. When the standards of the recipient country have been met, we feel that U.S. manufacturer s should have the opportuni ty to compete with other countries of the world for the expor t market.
In conclusion, I would like to emphasize there is a fundamental similarity in the  objectives of FDA and feed manufacturers. Every  feed manufacturer  must have concern for the safety  and efficiency o f his feed product—surpassing that of FDA. A feed manufacturer’s very existence depends upon the safety and quality of his product.It  should also be acknowledged at this  time tha t we in the feed indust ry have been impressed with the leadership shown by Dr. Goddard and Dr. Clarkson of the Food and Drug Adminis tration and are looking forward to working with them toward common goals. Fur ther, thei r efforts to achieve adminis trative efficiency should not go unnoticed.
On behalf of the American Feed Manufacturers Association and Central Soya Co., may Mr. Boyd and I  again express our appreciation for the privilege of appearing  before the committee.Mr. J arman. Thank you, Mr. Klinger, for your testimony.With reference to your first recommended amendment, th at is, that  the 90-day processing limit for  medicated feed applications as set out in the bill be reduced to 30 days, would you have any comment to make on the possibility of a 60-dav limitation period?Mr. Klinger. Underlying  our philosophy is the question of what degree of clearance should be required for feed manufacturers. We have pointed out that the basic review and approva l of safety and efficacy have already been made by the Food and Drug  Adminis tra-
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tion, but even afte r this it  is now a requirement for  feed manufac turers 
to further request clearance, and I  th ink we must certainly  look at the 
repetitious  na ture of these applications.

This requires an individua l application for every individual feed 
that might  use a part icula r drug. These applications are practically 
identical in nature. We would not see any reason fo r a 30-day proc­
essing period to be unrealistic.

Mr. J arman. Thank  you.
Mr. Nelsen.
Mr. Nelsen. I note th at you mention these additives have already 

been approved and are available for purchase.
For example, a fa rmer could go down to a supplier and buy certain 

additives tha t have been approved, could he not?
Mr. Klinger. He would be in the same position in this case as a 

feed manufacturer if the additive has a new drug  status. Any pur­
chaser woud have to have a clearance before he could mix it or use it.

Mr. Nelsen. I would point out that , for example, a farmer may 
bring a trail er load of ear corn and oats down the elevator to be ground 
into feed, and he may have purchased some of these additives which he 
himself adds to the feed and this he can do, can he not ?

Mr. Klinger. Not under the conditions you have expressed. I 
believe there are certain on-the-farm conditions where this would be 
true, but in the employment of a commercial mixer this would not 
be true.

Mr. Nelsen. The observation was made in the hearings 2 years ago 
that a responsible feed manufacturer really is under more close super­
vision than are many of the producers who may bring in their  own 
load of feed and mix it up at home.

This they may do, ancl it seems a responsible manufacturer  certainly 
would want to be very sure t ha t in no way does he put together any 
combination tha t would hurt  his future growth and acceptance with 
the general public. That was the point tha t I was attem pting  to 
make.

I wish to thank the gentleman for his statement.
Mr. J arman. Thank you.
Mr. Klinger. Thank you.
Mr. J arman. The committee would like to express appreciation  to 

all who have participated in and attended the  hearing, aiding in mak­
ing what we feel is a good basic record on this proposal.

The Chair might mention tha t the record will be kept open for 5 
days to receive any additional statements.

The committee stands adjourned.
(The following material was submitted for the record:)

The Proprietary Association, 
Washington, D.C., June 15,1966.

Hon. J ohn J arman,
Chairman, Subcommittee on Public Health and Welfare, Committee on Inter­

state and, Foreign Commerce, House of Representatives, Washington, D.C. 
Dear Mr. Chairman : This letter is in reference to H.R. 7655, identified as 

the “Animal Drug Amendments of 1965”, and is submitted with the request tha t 
it be made a p art  of the record of hearings on the bill. This Association desires 
to be recorded in support of the proposed legislation. Its  position was duly 
authorized by its  Executive Committee—the governing body--at  a regular meet­
ing in Washington, D.C. on March 1,1966.
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The Propriet ary  Assoc iation has  it s offices at  1717 Penn sylv ania  Avenue, N.W., in the City of Washington. It  was organ ized in 1881 and  has  been in contin­uous existence  ever since. It s active members—ninety-six in number—ar e en­gaged in the  ma nufac ture and dis trib ution of pro prieta ry medicines—medicines  which are  completely  compounded, packaged, labeled with  direction s f or use and adverti sed  dire ctly  to the  public. They are over-the-coun ter item s; items  which are  not res tric ted  by law or practice  to prescr iption sale.
While the  grea ter  volume of t he  medicines produced by members of thi s Asso­ciat ion are  for  use in hum an medica tion, some of the members do make  drugs for use in the medication  of anim als and are therefore  inte rest ed in and w’ould be affected by the  purposes and provis ions of the  subjec t legislation .The emphasis in food and  drug legislation has  und erst andably  been on regula­tion of drug s for human use. Animal  drugs have always been regulat ed under th is law but  they have been of secondary concern. H.R. 7G55 would put  in bet ter  balance the law ’s regulat ion appl icable to hum an and anim al drugs. I t would simpl ify the  regulat ion by coordinating controls  currently imposed on anim al drugs by several sections of the  exi sting law. It  would provide a single pro ­cedure for clea rance of animal drugs.  A single  section  for  thi s purpose, in­ser ted  into the Federal  Food, Drug and Cosmetic Act, would follow the  pa tte rn of regu lation which perta ins  now to new drugs and  ant ibio tic drugs for human consumption. The bill also appl ies to animal  feeds  which  bea r or contain new animal  drugs.
An impor tan t purpose of the bill is to preven t delay s in the  introduction of new anim al drug s and to fac ili ta te  the  availability of them. It  would there by encourage development of new animal  drug s which are needed to fight food losses which a re presently a t a high r at e due to disease.
Therefore, thi s Associa tion heart ily  subscribes  to the  purposes  of H.R. 7655 and  recommends the bi ll a s capable of accomplishing them.
Respectful ly submit ted.

Howard A. Prentice, 
Executive Vice President and Treasurer.

Pharmaceutical Manufacturers Association,
Washington, D.C., May 6,1966.Re H.R. 7655.

Hon. H arley O. Staggers,
Chairman, House  In ter sta te and Foreign Commerce Comm ittee, O.S. House  of Representat ives,  Washington, D.C.

Dear Mr. Chairman : This  l et ter is submitted  on behalf of th e Pha rmaceutical  Manufacture rs Associa tion to evidence supp ort for H.R. 7655, a bill ent itled “The Animal Drug  Amendments of 1965.” The legislation is designed  to improve public hea lth protection  by consolidating  into a brand new section of the Fed era l Food Drug  and Cosmetic Act cur ren t, diverse,  overlapping, and often times con­tradic tory sections  of that  Act, regula ting the prem arketin g clea rance of new anim al drugs.
The Pha rma ceu tica l Manufacture rs Associat ion, a nationa l trade  assoc iation, represen ts about 140 firms which manufac ture approxim ately 95 pe r cent  of the nat ion ’s output  of prescription drugs.  Our Association follows with  grea t interest all proposed legis lation relating to the  public health, partic ula rly  those proposing amendment to  the  Fed era l Food Drug and Cosmetic Act.The Pharma ceu tica l Manufacture rs Association respectifully  urges  hearings on and  the enac tmen t of H.R. 7655. The proc edural simplif ication which thi s bill would accomplish is desi rable and  in the public inte rest . By placing the premarketing clearance  of new anim al drugs u nde r a single section of th e Fed era l Food Drug and Cosmetic Act, long delays  in thei r clea rance will be eliminated, thu s fac ili tat ing  the ir ava ilabil ity  to the producers of livestock and poul try. This  res ult  will be achieved withou t lessening any of th e r igid controls necessary for  the  proper protection  of t he  public hea lth now imposed by ex istin g law.Three different regulatory  divisions of  the Food and Drug  Ad min istration have jur isd ict ion  over anim al drugs . Eac h employ sep ara te sta tut ory procedures for the  c learance  of the  same uses of these  drugs. Consequently, they sometimes adopt individual int erp retations which produce incons istenc ies in anim al drug clearances. The  enac tmen t of H.R. 7655 will stre amline and improve thi s approval procedure .
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The regula tion of new animal drugs should be based on procedures applicable 
solely to such drugs. They should not, as they now are, be handled under pro­
cedures applicab le to human drugs. The efficient, economic and  single procedure  
which this bill proposes for the clearance of animal drugs will reduce long re­
currin g delays, will free more funds  to be invested in basic resea rch, and will 
ultimately benefit th e health profession, the  fa rmer , and the American consumer.

The need for a separate, single procedure for the clearance  and regula tion of 
new animal drugs  is clear. Enac tment of II.R. 7655 not only will retain  all of 
the protection and objectives of the present law, but will also encourage and 
speed up the development and introduct ion of new drugs  and thus reduce live­
stock and poult ry disease. It  should aid this  country in increasin g its produc­
tivity to meet the future  demands for  more meat, milk, and eggs which will come 
from our rapidly  increasing population .

It would be appreciated if you would place this let ter  in your Committee’s 
records on this  legislation.

Sincerely,
C. J oseph Stetler.

National Agricultural Chemicals Association,
Washington, D.C., June 10,1966.

Hon. John J arman, M.C.
House Office Building,
Washington, D.C.

Dear Mr. J arman: I would like to supp ort II.R. 7655 and ask that  it be re­
ported by your Subcommittee.

The principles  and philosophies of this bill are  those th at  are  necessary in 
today’s complex society.

While this Association has no responsibi lity in the field of veterin ary  drugs,  we, 
like them, ar e a highly regula ted industry and know the necessity for endeavoring 
in every way possible to provide  for the simplificat ion of procedures, provided 
the  simplifications do not lessen the abil ity of the regu lato ry agency to p roper ly 
protect the  health and w elfare  of the  public.

Thanking you for your  consideration, I am 
Sincerely yours,

Parke C. Brinkley, President.

American F arm B ureau F ederation,
Washington, D.C., June 20, 1966.

Hon. J ohn J arman,
Chairman, Subcommittee on Health and Welfare of the House Inters tate and 

Foreign Commerce Committee, Washington, D.C.
Dear Congressman J arman: As the Nation’s larges t general farm  orga niza ­

tion with 1,677,820 farm famil ies, Farm Bureau  has  a vital intere st in any 
legislation concerning the  use of animal drugs.  We have  many Farm Bureau  
members who produce and feed livestock, rai se pou ltry  and milk dairy  cows. 
The use of anim al drugs is very imp ortant in developing and mainta ining a heal thy livestock economy.

II.R. 7655, as we under stand it, would amend the  Fed era l Food, Dru g and
Cosmetic Act to provide for  cente ring the control of new anim al drug s (in ­
cluding medicated feeds) into one section of the  law. This  would estab lish 
a single procedure  for the clea rance of these new drugs.

The Farm  Bureau  Policies for 1966, adopted  by the  elected voting  delegates 
from the member Sta te Farm Bureaus, conta in the  following  policy sta temen t:

“The present procedure  for pre-m arketing clearances of new anim al drugs 
may add unnecessa rily to their  cost and delay their use by farm ers.  Con­
sideration should be given to eliminating these  cumbersome procedures when 
public sa fety  and heal th are not jeopardized.”

As livestock producers and  feeders, and therefo re the  ultimate user s of 
such drugs, we are  inte rested in the  best and faste st procedure th at  can be 
established for the  clea rance of new animal drugs. At the  same time, we also 
feel that  the procedure should provide for the  best possible protec tion for  
public heal th and we lfare.
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We had hoped th at  the problem of pre -marketing  clea rance for  new anima l 
dru gs might be solved by admi nis tra tiv e action by FDA. Whi le the re has  
been progress made, the re apparen tly  is need fo r legisla tion  to defini tely 
establ ish  a single procedure for the  clearan ce of new animal drugs separat e 
from human drugs.  H.R. 7655 would establ ish  such a proc edure and  a t the  
same  t ime continue to provide ade qua te protection of the public  w elfare .

We would apprecia te your making thi s le tte r a pa rt  of the  hearing record. 
Sincerely,

J ohn C. Lynn , 
Legisla tive Director.

Grain & F eed Dealers National Association,
Washington, D.C., June 201966.

Hon. J ohn J arman,
Chairman, Subcommittee on Health and Welfare, Intersta te and Foreign Com­

merce Committee, House of Representatives,  Washington, D.C.
Dear Mr. J arman : The Grain and  Feed Dea lers  N ational Assoc iation has 1800

direct  members rang ing in size from the country  elevator and  feed mill to  the 
larg est  gra in and feed complexes. In addi tion, the re are  53 sta te  or regional 
asso ciat ions which are  affiliated with this  Nat ional Association and which have 
about 17,000 members.

The Gra in and Feed Dealers Nation al Association would like  to go on record 
as favorin g the passage of HR 7655. We believe th at  the  consolidation of laws 
per tainin g to animal drugs would remove confusion from exist ing law. Fu rth er ­
more, the  simplif ication of clea rances for  animal drugs would benefit the  gra in 
and  feed indust ry with  no adverse  effect on human consumers. We, there fore,  
urge the  passage of  HR 7655.

Sincere ly yours ,
Alvin E. Oliver, Executive Vice President.

Stauffer Chemical Co., 
Woburn, Mass., May 20,1966.

Hon. F. B radford Morse,
House of Representatives,
Washington, D.C.

Dear Congressman Morse: Congressman L. W. O’Brie n of New York has  
proposed H.R. 7655, a  bil l to  provide  a  single, separat e p rocedure  for  cl earance of 
anim al drugs . I would like to enli st your suppor t of the bill, especially  a  r equ est 
for  hearings  before the  Subcommittee on H eal th and  W elfa re of the  House In te r­
sta te  a nd Fore ign Commerce Committee .

A clear,  Congressional intent  for the  handlin g of applica tions for  clea rance 
of feed addi tives , veterinar y antibiot ics, and  new animal drug  app lica tions is 
necessary. The Federal  Food, Drug, and  Cosmetic Act of 1938 is primarily  
directed  tow ards human drugs and, at  best, anima l drugs have received 
“stepchild ” treatm ent . Delay and  confusion ensue from the  lack of a specific 
sta tut ory basis  for  th is specific group.

Animal feed additives are  under Section 409, veter ina ry ant ibio tics  under 
Section 507, and  new anim al drug s applica tion  under Section 505. This 
separat ion lea ds to individual in terpre tat ion s of the Act  by the agency adm iniste r­
ing these  sections. But, the end product is always the health of the  same cow. 
A real istic a ppraisal  of the function of animal drugs i s necessary.

Since anima l drug clea rance is an extrapolat ion  from human drug law, it 
is subject to the vagarie s of direc tion of such law. Clearance is tied  to the 
emotional and  explosive  conditions of human drug law which is slated for even 
furth er  regulation. To encourage development  of new drugs,  the  clea rance 
period  must be shor tened and the clearance  path specified. This  in tu rn  will 
lead to a larger supply of food at a lower cost to the  producer  and  consumer. 
At the same  time no sho rtcu t in p rocedures now in effect is required.

I request your  car efu l study of this legislat ion and  hope you will be able 
to supp ort it.

Sincerely yours,
W. S. H oward, Plant Manager.
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Merck & Co., I nc., 
Rahway, N.J., J une  9,1966.Hon. J ohn J arman,

Chairman, Subcommittee on Public Health and Welfare,
Intersta te and Foreign  Commerce Committee,
House Office Building, Washington, D.C.

Dear Chairman J arman : We wish to tha nk  you for schedul ing hearing s on H.R. 7655 before your Subcommittee on Monday, Jun e 13. Merck & Co., Inc. endorses this Bill and urges your  support in obta ining  its enactment.  This Company, as a leading  manufacturer of anim al hea lth drugs used in veterinary products and animal feeds, believes th at  the Bill as introduced by Representa tive Leo W. O’Brien is necessary, and would simpli fy and clar ify the clearance procedures of the Food and Drug Adm inist ratio n for approving the marketing of new animal drugs and animal feeds con taining them. By so doing, we fee l it will avoid unnecessary and time-consuming delays in the obtaining of approvals for these drug s and feeds. It  is our considered opinion tha t under H.R. 7655 these approvals would be fac ilit ated and  expedited without sacrificing any of the safeguards enjoyed by the farmer or the public unde r exist ing law. We very much apprecia te your  intere st and  unde rstan ding  on this subject . Sincerely yours,
Fred Bartenstein, Jr ., 

Adm inis trative  Vice President .

Hoffman-La Roche, Inc.,
Roche Chemical Division,

Nutley, N.J., June  9,1966.lion. John J arman,
Chairman, Subcommittee  on Public Health and Welfare,
Committee  on Interstate  and Foreign Commerce,
House Office Building, Washington, D.C.

Dear Congressman J arman: As a manuf acture r of anim al drugs, Iloffmann- La Roche Inc. is vital ly concerned with  the proposed H.R. Bill 7655 and the hearing with respect thereto to be held on Monday, Jun e 13. We have studied this Bill careful ly, and, through the Animal Heal th Ins titu te, have  worked with the represen tatives of the Government to make the  Bill acceptable  to all concerned. It is sincerely believed that  the Bill as presently proposed would facil itate , both for Government and  industry , the adm inis trat ion  of the animal drug laws while maintain ing the cont rols necessary to protec t the public health .We therefore respec tfully  urge  th at  this  Bill be favorably repo rted to the House of Representatives.
Very truly yours,

Clifford A. Scott, 
Director of Agricultural Sales.

The Upjohn Co., 
Kalamazoo, Mich., June  8,1966.Hon. John D. J arman,

Chairman, Subcom mitte e on Health and Welfare,
House Office Build ing, Wash ington, D.C.

Dear Mr. Jarman: Inform atio n has  been received that  H.R. 7655 will be given hea ring  before you r committee on Monday, June 13,1966.
The Upjohn Company is extreme ly interested  in the  passage of this bill, as we feel it will ass ist the Commiss ioner of the Food and Drug  A dmin istra tion in making the agency a more effective and efficient inst rum ent for the public good. Your favorable consideratio n of this bill is urgent ly solici ted.

Very truly yours,
D. A. P hillipson, D.V.M. 

Director of Agricu ltura l Products Division.
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I n ter nati onal M in er a ls  & C h e m ic a l  Cor p.,

Shokie, III., June 10, I960.lion. J o h n  J arm a n ,
Chairman, Subcommittee on Health and Welfare,Committee on In terstate and Foreign Commerce,House Office Building, Washington, D.C.

D ea r M r. J ar man : I am writin g to express int ere st in II.R.  7655, a bill to pro­tec t the  public hea lth by amending the  Feder al Food, Drug, and  Cosmetic Act to conso lidate cer tain provisions assuring the saf ety  and effectiveness of new animal drugs . I unders tand that  your Committee has  scheduled hearing s on thi s bill  fo r Monday, Jun e 13,1966.
As Cha irman and Chief Executive  Officer of Interna tio na l Minerals and Chemical Corporation . I wish to express my personal support, and  the  suppor t of my company, for th is bill. This  proposed legislat ion would amend  cer tain adminis tra tive procedures  of the Fed era l Food and  Drug Adm inist ration, which would fac ili tat e the  cons ideration  and  processing of applica tions to clea r new products , useful in anim al hea lth  and  nut riti on. In my opinion, enac tment of the  proposed changes would, in no way, weaken the provisions of the law which safegu ard s public we lfare from the  standp oin t of sa fety .On June  29th, 1965, I had the privil ege of appear ing  before  a Sub-Committee of the  Senate Fore ign Relations Committee to discuss the  world  population and food crisis, poin ting up widespread hunger in the  underdeveloped world, and urging that  all practic al steps  be taken by both government and  priva te orga ni­zatio ns to promote  increased food production.In thi s context, I am convinced th at  the adopt ion of more workable  procedures for  the  clea rance of anim al drugs would expedite the  advance of anim al pro­duct ion in this country. Improvements in U.S. technology for  the  production of animal products,  meat, milk, pou ltry  and  eggs, lead  to sim ila r adva nces  in the developing nations. Fur the rmore , every  increase  in the  efficiency of animal productio n automatic ally  enhances the  feed gra in supp lies of the  world. Con­sequently, I believe that  enac tment of the pending legislation would be a positive  con tribution to increasing world  food production.  The  need for  more anim al pro tein  is crit ica l in many  underdeveloped countries. Animal pro teins supply components of the  human die t which are  essenti al in the mainten ance of hea lth and  well being.
The changes in pre-marketing clea rance procedures  for  animal  drugs which would be effected by passage of II.R. 7655 have  been carefu lly considered  by competent  legal and scientific personnel. As a resu lt, the  bill has  gained wide suppor t and endorsement from ind ust ria l and tra de  assoc iations, technica l and scientific  societies, and  responsible authoriti es,  competent to judg e its  impact.Our technica l exp erts  tell me that  the  difficulty in get ting  new animal  drugs approved by the Food and Drug  Adm inis trat ion is slowing  the  development  of such drugs, primarily  because pre-marketing clearance  is now effected und er a law principa lly direc ted toward human drugs . The long delay s inherent in the cu rre nt regu lations  add apprecia bly to the  cost of any new compound. This tends to decrease  research  to develop new compounds. More imp orta ntly , it unnecessarily  delay s public rece ipt of the  benefits which  mig ht be obtained, in this co untry and abroad , throug h earl ier  availa bili ty.New and rap idly  increasing  world food needs cal l for new and more e xpeditious approaches to  old problems.
I trus t your  Committee  will give this b ill your care ful  consideration, and  make these views a mat ter of record in the  proceedings of you r Committee ’s deliberations.

Respectfu lly yours,
T h o m a s M. W are, C h a ir m a n .
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W hitm oyer Laboratories, I nc.,
Myerstown, Pa., Jun e 9, 1966.

Hon. J ohn  J arman,
House  of Rep resentatives 
Washington, D.C.

Dear Mr. J arman : It  was gra tify ing  to lea rn that  the hearing  on H.R. 7655, 
the  anim al drug amendments  to the  Food, Drug and  Cosmetic Act, is scheduled 
for Jun e 13, 1966.

As cha irm an of the Subcommittee on Health & Welfare of the House In te r­
sta te  & Foreign Commerce Committee, I wa nt to appeal to you to give thi s pro­
posed legis lation your thoughtful,  and hopefully, your favorable considera tion.  
A good case has  already, I am sure, been made for the  need for  thi s legis lation 
so t ha t I will not dwell on d eta ils in this lett er.  I am sure th at  thi s legislation  
will prove beneficial to anim al agriculture  throug hou t the  United Sta tes  and 
th at  your constituen ts in the Fif th Congressional Distr ict  of Oklahoma will be 
gra teful to you for giving th is your support.

In  beh alf  of the  anim al agriculture  ind ustry  and the  veter ina ry pha rma­
ceut ical manufacturing industry, I do wa nt to extend to you my tha nks for 
giving the  above-named proposed legislat ion you r best  attent ion .

Very tru ly yours,
C. W. W hitmoyer , President.

Bingman Laboratories, I nc., 
Caldwell, Ohio, June  17, 1966.

House of R epresentatives,
Comm ittee on In ter sta te and Foreign Commerce,
Wash ington , D.C.
(Attention : W. E. Williamson, Cle rk) .

Gentlem en : We subm it the  following sta tem ent  for the record in regard to 
cer tain bills  before your  comm ittee to pro tect  the  public hea lth  by amending 
the  Feder al Food, Drug, and  Cosmetic Act with respe ct to the safety  and  effec­
tiveness of drugs used in animal  feeds.

During  the  past several years the re has  been undue ala rm created by cer tain  
governmen t agencies per tainin g to the  dang er of drug s in human and  animal 
feeds and and anim al food products,  and  in thi s au ra  of fear  and  hys ter ia new 
feed add itive amendments  were passed by Congress amending the  Federal  Food. 
Drug, and  Cosmetic Act. As a resu lt of these  amendments the  Food and Drug 
Admin istratio n has  estab lished regula tion s regard ing  the  use of prac tica lly 
all  ingredient s in anim al feeds and  medications . It  seems apparen t that  thi s 
agency  is tak ing  upon itse lf au tho riti es th at  go fa r beyond the contemplat ion 
and expectation  of Congress when the law  was passed.

I wa nt to emphasize th at  no hazard  to public heal th has ever  been demon­
strate d from residues of feed  addit ives.  No one has demonstrated tha t food, 
animals are capable of harboring enough of any  fe ed add itiv e to adversely  affect 
human consumers, or tha t there is sufficient residue to have  any  demonstrable 
effec t on the second animal. There has never been proven one case of harm to 
any  human as the  result of drug residue in feeds , milk, mea t, or any animal 
food  product.  Yet based  on myth , supposi tion, and  imagina tion  fede ral regu­
lations regarding the  use of pra ctic ally  all drug  ingredie nts have  been issued 
by the  Food and Drug Adm inist ration. The agric ult ural industry, the  natio n, 
and the  world would not now be enjoy ing the  benefits of scientific  nutri tional 
adva nces  a nd medications th at  we have today  und er such arbi tra ry  controls and 
regula tion s as the  Food and Dru g Adm inis trat ion are  presen tly establ ishing.

It  i s q uite  disconce rting  to see public s tate ments  and news releases  by the head 
of the  Food and  Dru g Adm inis trat ion emphas izing only the  danger and harm  
th at  have resu lted  from var ious m edica tions  and drug s th at  a re  being pu t on the 
market,  and  giving the  impression  th at  ma nufac turers  are not  concerned with 
the  safety  of the ir products. It  a ppears th at  in many instances these  s tatemen ts 
are  made primarily  for the  purpose of obta ining  public  support. While this 
supp ort is sincere, it is unfortu na te that  most o f this  suppo rt i s misinformed and 
misguided. It  is clea rly evident that  the  lives saved, improved heal th, and 
improved nut riti on fa r overshadow any harmful effects. It  is unrea sonable to 
overemphasize the  danger and  minimize the  benefits. The re is no evidence that  
tissues of food anim als or food byproducts  of animal s can hold enough of any 
feed additive to  measurably  affect consumers.
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Becau se of the  sho rt notice of thi s hea ring I have not  had  sufficient time  to study in detail the current bills to amend the Fed era l Food, Drug, and  Cosmetic Act with respe ct to the safe ty and  effectiveness of drugs in animal  feeds or medica tions. However, I have  rea d them, and in my opinion these  bills are not in th e bes t in terest  of the  consumer or our industry.The Food and  Drug  Adm inis trat ion  are in effect applying  to anim al feeds and  medications laws  and regulat ions t hat  w ere primarily  e stab lished for  appli cation to human food and medications. The  applicat ion of human sta ndard s to animal  feeds  and medica tions is not reasonable . In considering  the feed addit ives , d rugs, etc., used for  treating  animal  diseases it must be real ized  th at  the re are many  var iab le environmental  conditions exis ting,  and  th at  i t is not p rac tica l to a ttemp t to diagnose and tre at  animal diseases in the  same manne r as humans. Because of this it is very important and  essenti al that  the  Fed era l Food, Drug, and Cosmetic Act be amended so a s to  esta blish an ent ire ly sep ara te code of regula­tions per tainin g to the safety  and effectiveness of a nimal feeds and medications , and th at  in addition  th e concept of safe ty and  effectiveness be cla rified  by specific laws  and  not lef t to the  broad int erp ret ati on  of the  Food and  Dru g Admin istra­tion. It  h as long been dem ons trated that  the  safety  to the  consumer is implicit in the  health of the an im al ; and in the  best int ere st of the  consumer and the agricult ura l indust ry the  Federal  Food, Drug, and  Cosmetic Act should be amended so a s to provide processes of law enforcement attuned  to rea lity ra ther  tha n imagina tion and supposi tion. Safe ty to the consumer is of utmost impor­tance, and  there should be cont rols and  regu lations  to insure  thi s safe ty. How­ever, regulat ions based on supposition about some complete ly fanciful haz ard  associated with feed add itive residues or drug s seems to be the orde r of the day. No one has  yet shown th at  such hazards  even exist.  However, regula tion s are  being established on the bas is th at  they oug ht to exist  or may exis t. Current regula tions being establish ed by the  Food and  Drug Admin istration under the  recent feed add itives amen dmen ts and  regu lations  which could he estab lished under the  new amendments being proposed  are definite ly not  and  would not be in the best  intere st of the consumer or the agric ult ural industry.The Feed  Addi tives Amendment to the  Fed era l Food, Drug, and  Cosmetic Act was passed with two pu rposes: (1) to pro tec t the hea lth of consumers by r equir ­ing manufac turers  of food add itives and  food processers to pre-tes t any  poten­tia lly  unsafe  ingredie nts which  are to be added to food; (2) to advance  food technology by permit ting  the use of food add itives to safe  levels. These purposes  are de sir ab le; however, und er recent regula tions by the  Food and  Dru g Admin­ist ra tio n the  second purpose of thi s law is not being fulfilled , and  in rea lity is being enforced in such a manne r th at  food technology will  not  continue to advance and  the  use  of food add itives at  safe  levels is being prohibited .The enforcement of the feed add itiv e laws so as to best provide for  both purposes—safety for  the user and  advance food technology—requ ires  judgmen t of the  highes t calibe r. This  judgment should not be left  to the  discretion of a regula tory  agency such as the Food and  Dru g Ad mi nis tra tio n; there must be specific laws and  regu lations, and  the re should be established  a committee of qualified exp erts  from universities and  medical indust ries  to pass  on the  sta tus  of food add itiv es alone and  in combinations . The  broa d int erp ret ation  by the Food and  Dru g Admin istration of the recent feed add itiv e amendments are  resulting in a  case of ru naw ay enforcement . They a re establishing and enforcing regulat ions that  are det rim ental to the best intere st of the  consumer  and  our industry. Their  approach  to the ques tion is unreal isti c and  unreasonable.To attempt to go into  complete  de tai l in thi s sta tem ent for  the  record is not practical. I have trie d in genera l to ind icate the  conditions th at  a re  existing. If The Committee is inte rested, I will be more  than  willing to app ear  in person to presen t fu rthe r info rmation and  specific d eta ils regard ing  thi s subjec t.I want to thank the  committee for the  opportu nity  to presen t thi s sta tem ent  for  the  record, and  will app rec iate  any  cons ideration it is given.

W. D. Semple, Pres iden t and General Manager.(Whereupon, a t 12:07 p.m., the he aring was ad journed.)
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