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CHILD SAFETY ACT AND PERSONNEL TRAINING

FRIDAY, JUNE 24, 1966

HouseE oF REPRESENTATIVES,
SuscommiTTEE ON PuBLic Heaurs AND WELFARE
oF THE COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE,
Washington, D.C.

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

Mr. RoaErs of Florida. The subcommittee will please be in order.

The hearings today are on H.R. 13886, the proposed Child Safety
Act of 1966, and H.R. 13884 the proposed Professional Training and
Cooperation Amendments of 1966, introduced by our chairman, Mr.
Staggers, and three other bills—H.R. 14634, which is identical to the
professional training and cooperation amendments, introduced by our
colleague, Mr. Donohue, and H.R. 14557, introduced by our colleague
Mr. McCarthy, and H.R. 14632 by Mr. Donohue, which are identical
to the proposed Child Safety Act.

The Child Safety Act would make several amendments to the
Federal Food, Drug and Cosmetic Act. One amendment would

limit the rhuantity of children’s aspirin that may be included in one

single retail package; another amendment would authorize the Secre-
tary of Health, Education, and Welfare to require retail containers of
drugs to be secured by a safety closure; and a third amendment would
require cautionary labeling to protect against accidental injuries.

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

The proposed professional training and cooperation amendments
would clarify the Department’s authority for training personnel of
State and local authorities in matters relating to the Federal Food,
Drug and Cosmetic Act, and would provide explicit authority for the
Department to cooperate with and give technical assistance to State
and local authorities.

At this point in the record there will be inserted the text of H.R.
13884 and H.R. 13886 and the departmental reports thereon.

(The bills and reports referred to follow:)




CHILD SAFETY ACT AND PERSONNEL TRAINING

[H.R. 13884, 89th Cong., 2d sess.]

A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetic Act for the
purpose of strengthening and facilitating mutal eooperation and assistance, including training of person-
nel, in the administration and enforcement of that Act and of State and local laws relating to food, drugs,
devices, or cosmetics, and for other purposes

Be it enaeted by the Senate and House of ‘Representalives of the Uniled States of
America in Congress assémbled, That this Act may be cited as the “Professional
Training and Cooperation Amendments of 1966".

SEc. 2. Section 702 of the Federal Food, Drug, and Cosmetic Act (21 U.8.C. 372)
is amended by adding at the end thereof the following new subsection:

“(f) (1) The Secretary is authorized to aecept from State and local authorities,
on a reimbursable basis or otherwise, any assistance in the administration and
enforcement of this Act which he may request and which they may be able and
willing to provide and, if so agreed, may pay in advance or otherwise for the
reasonable cost of such assistance.

“(2) The Secretary may cooperate with and give technical and other assistance
to State and local authorities in the administration and enforcement of their laws
and regulations relating to food, drugs, devices, or cosmetics.

“(3) In order to assist in carrying out the purposes of this subsection, the
Secretary may provide training (including necessary curricular and instructional
materials and equipment) to personnel of State or loeal authorities (in matfers
relating to the administration or enforcement of this Aet or of the laws admin-
istered by such authorities) as an integral part of any training program for per-
sonnel of the Department, or may (pursuant to arrangement with such author-
ities) establish and ecarry out a special training program or programs in such
matters for personnel of such authorities either directly or through contracts or
arrangements with appropriate institutions or agencies, including Federal agencies,
and may in either case pay to such State or loeal personnel, while attending such
training programs away from their homes or regular places of employment and
while traveling in connection therewith, their travel expenses, including per diem
in lieu of subsistence, as authorized by section 5 of the Administrative IExpenses
Act of 1946 (5 U.S.C. 73b-2) for persons in the Government service employed
intermittently."

Sec. 3. Section 702 of such Act is further amended by adding at the end of
subsection (a) of such section the following new sentences: “In earrying out this
subsection, the Seeretary may make contracts for the conduct of special tests
and analyses and may pay therefor in advance or otherwise, as he may determine.
The Seeretary may likewise contraet, and pay in advance or otherwise, for infor-
mation (1) furnished to him by hospitals or other institutions or organizations or
informants (except information furnished to him by manufacturers and others
required by or pursuant to this Act to furnish such information) and (2) bearing
on the safety or effectiveness of drugs or other articles within the scope of this Aet.”

[H. R. 13886, 80th Cong., 2d sess.]

A BILL To protect ¢hildren and others from aceldental death or injury by amending the Federal Food,
Drug, and Cosmetic Act with respect to aspirin intended for children, safety closures on drug containers,
and cautionary labeling of containers of articles suhim to the Act where necessary to that end, and by
amending the Federal Hazardous Substances Labeling Act to ban hazardous toys and articles intended
for children, and other articles so hazardons as to be dangerous in the household regardless of labeling, and
to apply to unpackuged articles intended for household use, and for other purposes

Be it enacted by the Senale and House of Representatives of the United States of
America in Congress assembled, That this Act may be cited as the “Child Safety
Act of 1966".

TITLE I—AMENDMENTS TO FEDERAL FOOD, DRUG, AND
COSMETIC ACT

LIMITATION OF QUANTITY OF CHILDREN'S ASPIRIN IN RETAIL PACKAGE

Sec. 2. Paragraph (a) of section 501 of the Federal Food, Drug, and Cosmetic
Act (21 U.8.C. 351), relating to drugs or devices deemed to be adulterated, is
amended by striking out the period at the end thereof and inserting in lieu thereof
a semicolon and the following: “or (5) if it is an aspirin (acetylsalicylic acid), or
other form of salicylic acid, preparation in a dosage form intended for use by chil-
dren and is packaged in a retail container, unless the aggregate quantity of such
drug in such container does not exceed a limit which has been established by the
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Secretary by regulation after consideration of the total quantity of such drug
that, if ingested by a child of tender age at one time, is likely to cause death or
serious injury.”

SAFETY CLOSURES ON RETAIL DRUG CONTAINER

Sgc. 3. Paragraph (a) of such section 501, as amended by section 2 of this Act,
is further amended by striking out.the period at the end thereof and inserting in
lieu thereof a semicolon and the following: “or (6) if it is a drug packaged in a
retail container (including a container in whieh such drug is dispensed on pre-
seription) and the Secretary has, in the interest of protecting the health and safety
of children, by regulation applicable to such drug (whether or not such drug is
intended for children) required the retail container to be secured by a safety
closure, unless such container is so secured in conformity with such regulation.”

CAUTIONARY LABELING REQUIREMENTS

Sgc. 4. (a) Section 403 of the Federal Food, Drug, and Cosmetie Act (21 U.8.C.
343) is amended by adding at the end thereof a new paragraph as follows:

“(n) If it is contained in a dispenser pressurized by a gascous propellant unless
it bears such cautionary labeling with respect to handling, storage, and use of
such container as is necessary to prevent the causing of injury to the health of
any user or other individual during, or as the result of, reasonably foreseeable
handling, storage, or use thereof, intentional or otherwise.”

(b) Section H02(f) of such Act (21 U.S.C. 352(f)) is amended to read as follows:

%(f) Unless its labeling bears (1) adequate directions for use; (2) such adequate
warnings against use in those pathologieal conditions or by children where its use
may be dangerous to health, or against unsafe dosage or methods or duration of
administration or applieation, or against a substantial and reasonably foreseeable
risk of eausing acecidental injury, in such manner and form, as are necessary for the
protection of users, including instructions for first-aid treatment when necessary
or appropriate; and (3) such other information relating to the foregoing matters
and to side effects, contraindications, effectiveness, and other matters as may be
required by or pursuant to regulations (applicable to the labeling of such drug)
preseribed by the Secretary in order to carry out the purposes of this paragiaph;
and unless such labeling is in all respects in conformity (with respect to matters
to be included in or omitted from such labeling, and with respect to manner and
form of statement of matters included) with the requirements (applicable to the
labeling of such drug) prescribed by the Secretary by or pursuant to regulation
on the basis of a finding that such requirements are necessary for the safe and
effective use of drugs or of the specific drug or class of drugs involved: Provided,
That where any requirement of clause (1) of this paragraph, as applied to any
drug or device, is not necessary for the protection of the public health, the Secre-
tary shall promulgate regulations exempting such drug or device from such
requirement.”’

(e) (1) Section 602 of such Act (21 U.S.C. 362) is amended by adding at the
end thereof the following new paragraph:

“(f) If because of its nature, composition, or packaging it involves a substantial
risk of causing injury to health during or as the result of any reasonably fore-
seeable handling, storage, or use by any individuals, whether intentional or other-
wise, unless in either case it bears (in addition to any other prescribed labeling)
(1) such cautionary labeling as is necessary for the protection of such individuals
and (2), where necessary or appropriate, instructions for first-aid treatment.
Whenever the Secretary finds that any cosmetic or class of cosmetics is subject
to the provisions of this para.l?mph and in his judgment a declaration to that effect
will promote the objectives of this paragraph by avoiding or resolving uncertainty
as to its application, he may by regulation declare any such cosmetie or class of
cosmetics to be, and it shall during the effectiveness of such regulation be deemed
to be, subject to such provisions. Nothing in this paragraph shall be construed
to exempt any article otherwise subject to the requirements of this pa.ragrnph from
such requirements by reason of the absence of such a regulation.’

(2) The first sentence of section 701(e) of such Act (21 U.8.C. 371(e)) is amended
by striking out “or 502 (d) or (h)" and inserting in lieu thereof the following:
“«502 (d) or (h), or the second sentence of section 602(f)". ;

(d) Section 18 of the Federal Hazardous Substances Labeling Act (74 Stat, 372)
is amended by striking out the following: “, except that the Federal Caustic Poison
Act shall remain in full force and effect with respect to any ‘dangerous caustic or
corrosive substance' (as defined by that Aect) which is an article subject to the
Federal Food, Drug, and Cosmetic Act and which is, by, virtue of paragraph 2 of
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section 2(f) of this Act, excluded from the term ‘hazardous substance’ as defined
in this Act”.

(e) The amendments made by this section shall take effect on the first day of
the seventh calendar month following the month in which this Act is enacted,
except that (1) 2o much of the new matter inserted in section 502(f) of the Federal
Food, Drug, and Cosmetic Act as follows clause (2) thereof shall take effect upon
such enactment, and (2) proceedings to issue regulations authorized by such
amendments may be commenced at any time after such enactment.

TITLE II-AMENDMENTS TO FEDERAL HAZARDOUS SUBSTANCES
LABELING ACT

APPLICATION OF ACT TO ARTICLES BEARING OR CONTAINING PESTICIDES, AND TO
UNPACKAGED HAZARDOUS SUBSTANCES

Sec. 201. (a) Section 2(f)2. of such Act (15 U.8.C. 1261(f) (2)), which excludes
“economice poisons’” subject to the Federal Insecticide, Fungicide, and Rodenticide
Act and certain other articles from the term “hazardous substance”, is amended by
inserting before the period at the end thereof the following: *“, but such term shail
apply to any article which is not itself an economic poison within the meaning of
the Federal Insecticide, Fungicide, and Rodenticide Act but which is a hazardous
substance within the meaning of subparagraph 1 of this paragraph by reason
of bearing or containing such an economie poison”.

(b) So much of section 2(n) of such Act (15 U.8.C. 1261(n)), defining the term
“label”, as precedes the semicolon is amended to read as follows:

“(n) the term ‘label’ means a display of written, printed, or graphic matter
upon the immediate container of any substance or, in the case of an artiele which
is unpackaged or is not packaged in an immediate container intended or suitable
for delivery to the ultimate consumer, a display of such matter directly upon the
article involved or upon a tag or other suitable material affixed thereto”.

(e)(1) Paragraph (p) of section 2 of such Act (15 U.S.C. 1261(p)), defining
the terms “misbranded package” and “misbranded package of a hazardous
substance”, is amended by changing so much of such paragraph as precedes
subparagraph (1) thereof to read as follows:

“(p) The term ‘misbranded hazardous substance’ means a hazardous substance
(including a toy, or another article intended for use by children, which is, bears,
or contains a hazardous substance) intended, or packaged in a form suitable for
use in the household or by ehildren, which substance, except as otherwise provided
by or pursuant to section 3, fails to bear a label—",

(2) Such paragraph (p) is further amended by striking out, in subparagraph
(1), all of clause (J) through the word “and”, and inserting in lieu thmnf the
following: “(J) the statement (i) “Keep out of the reach of children’ or its prac-
tical equivalent, or (ii), if the article is intended for use by children and is not a
banned hazardous substance, adequate directions for the protection of children
from the hazard, and”.

(d) Section 3(b) of such Act (15 U.8.C. 1262(b)), authorizing the Secretary
to establish reasonable variations or additional label requirements necessary
for the protection of the public health and safety, is amended by changing so
much of such subsection as follows the semicolon to read as follows: “and any
such hazardous substance intended, or packaged in a form suitable, for use in
the household or by children, which fails to bear a label in aceordance with such
regulations shall be deemed to be a misbranded hazardous substance.”

(e) Subsection (d) of section 3 of such Act (15 U.S.C. 1262(d)), authorizing the
Secretary to exempt containers of hazardous substances with respect to which
adequate requirements satisfying the purposes of such Act have been established
by or pursuant to another Act, is amended by inserting “hazardous substance or’”
before “container of a hazardous substance”.

(f) Section 4 of such Act (15 U.S.C. 1263), setting forth prohibited acts, is
amended as follows:

(1) Paragraphs (a), (¢), and (g) of such section are each amended by striking
out ““misbranded package of a hazardous substance’ and inserting in lieu thereof
“misbranded hazardous substance”; i

(2) Paragraphs (b) and (f) of such section are each a.tqondnd by striking out
“being in a misbranded package” and inserting in lieu thereof “being a
misbranded hazardous substance’.

(g) Subsection (b) of section 5 of such Act (15 U.8.C. 1264) is amended by
striking out “in misbranded packages” in clause (2) thereof and inserting in lieu
thereof “a misbranded hazardous substance”.
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(h) Section 6(a) of such Act (15 U.S.C. 1265(a)) is amended by striking out
“Any hazardous substance that is in a misbranded package’” and inserting in
lieu thereof ““Any misbranded hazardous substance”.

(i) Seetion 14(a) of such Aet (15 U.8.C. 1273(a)) is amended by striking out
“in misbranded packages” in the second sentence thereof and inserting in lieu
thereof “‘a misbranded hazardous substance’.

EXCLUSION, FROM INTERSTATE COMMERCE, OF TOYS AND OTHER CIULDREN’S
ARTICLES CONTAINING HAZARDOUS SUBSTANCES, AND OF OTHER BUBSTANCES
rSO DANGEROUS THAT CAUTIONARY LABELING IS NOT ADEQUATE

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

“(q)(1) The term ‘banned hazardous substance’ means (A) any toy, or other
article intended for use by children, which is or bears a hazardous substance, or
which contains a hazardous substance in such manner as to be susceptible of access
by a child to whom such toy or other article is entrusted; or (B) any hazardous
substance intended or offered for household use, or so packaged as to be suitable
for such use, which the Secretary by regulation classifies as a ‘banned hazardous
substance’ on the basis of a finding that the hazard involved in the use of such
substance in households is such that cautionary labeling would not be an adequate
safeguard against substantial personal injury or substantial illness occurring during
or as a proximate result of any customary or reasonably foreseeable handling or use
of such substance: Provided, That the Secretary shall by regulation exempt from
clauge (A) of this paragraph articles, such as chemical sets, which by reason of their
functional purpose require the inclusion of the hazardous substance involved and
which are intended for use by children who have attained sufficient maturity to
read and heed the direetions and warnings in the labeling of such article.

“(2) Proceedings for the issuance, amendment, or repeal of regulations pursuant
to clause (B) of subparagraph (1) of this paragraph shall be governed by the pro-
visions of section 701 (e), (f), and (g) of the Federal Food, Drug, and Cosmetic
Act: Provided, That if the Secretary finds that the distribution for household use
of the hazardous substance involved presents an imminent hazard to the public
health, he may by order published in the Federal Register rive notice of such
finding, and thereupon such substance w hen intended or offered for household use,
or when so packaged as to be suitable for such use, shall be deemed to be a ‘banned
hazardous substance’ pending the completion of proceedings relating to the issu-
ance of such regulation.”

(b) Subsections (a), (b), (¢), and (g) of section 4 of such Act, as amended by
section 201 of this Act, are each further amended by inserting “or banned hazardous
substance’’ after “misbranded hazardous substance.”

(¢) Clause (2) of section 5(b) of such Act, as amended by section 201 of this
Act, is further amended by striking out “within the meaning of that term’’ in such
clause and inserting in lieu thereof “‘or a banned hazardous substance within the
meaning of those terms'’.

(d) Section 6(a) of such Act, as amended by section 201 of this Act, is further
amended by inserting “or banned hazardous substance’ after “Any misbranded
hazardous substance’.

(e) Section 14(a) of such Act, as amended by section 201 of this Act, is further
amended by inserting “‘or banned hazardous substance’” after “misbranded
hazardous substance’ in the second sentence thereof.

CHANGE IN BHORT TITLE OF ACT

Sge. 203. Section 1 of the Federal Hazardous Substances Labeling Act is
amended by striking out “Labeling”.

DeparRTMENT OF HEAuTH, EpUCATION, AND WELFARE,
Washington, D.C., September 14, 1966.

Hon. HARLEY O. STAGGERS,
Chairman, Commillee on Inlerstate and Foreign Commerce,
House of Representatives, Washington, D.C

Desr Mg, Cuammman: This is in response to your request of March 25, 1966,
for a report on H.R. 13884, the ‘“Professional Training and Cooperation Amend-
ments of 1966.”
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This Administration bill would carry out the recommendation, contained in the
President’s message on Consumer Interests of March 21, 1966, for the enactment
of “legislation authorizing expansion of the Food and Drug Administration’s
training programs for non-Federal officials.”

Our testimony before the Subecommittee on Publie Health and Welfare on
behalf of the Department, presented by the Commissioner of Food and Drugs, set
forth a detailed explanation and justification of the proposed measure. We
therefore strongly urge the enactment of H.R. 13884.

Sincerely,
Witevr J. Couexn, Under Secretary.

Execurive OrrFicE oF THE PRESIDENT,
BurEaUu oF THE BUDGET,
Washington, D.C., June 27, 1966,
Hon. Haruey 0. STAGGERS,
Chairman, Commiltee on Interstale and Foreign Commerce,
House of Representatives, Washington, D.C.

DeAr Mr. Cuamrman: This is in response to your request for the views of the
Bureau of the Budget on H.R. 13884, a bill ““To protect the public health by
amending the Federal Food, Drug, and Cosmetic Act for the purpose of strengthen-
ing and facilitating mutual cooperation and assistance, including training of per-
sonnel, in the administration and enforcement of that Act and of State and local
laws relating to food, drugs, devices, or cosmetics, and for other purposes.”

H.R. 13884 would authorize the Secretary to contract with State and local
agencies for the enforcement of the Federal Food, Drug, and Cosmetic Act; to
give assistance to State and local authorities in the enforecement of their own laws
regarding food, drugs, devices, and cosmeties; and to pay the costs of training and
travel for State personnel. The amendment also wonld authorize the Secretary
to contract, and pay in advance, for certain information necessary to the effective
enforcement of the Federal Food, Drug, and Cosmetie Act.

_'l{his year, in his message to the Congress on consumer interests, the President
said:

“The task of protecting the consumer cannot and should not be left solely to
the Federal Government. The Government can and should provide creative
Federal leadership to help States and local communities in their own construetive
and determined efforts.

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

Accordingly, the Bureau of the Budget recommends the enactment of the
Professional Training and Cooperation Amendments of 1966.

Sincerely yours,
Wirrrep H. RomMEL,
Assistant Director for Legislative Reference.

—

GuNERAL CoUNSEL OF THE DEPARTMENT OF COMMERCE,
Washington, D.C., June 23, 19686.
Hon. HarLey 0. STAGGERS,
Chairman, Committee on Inlerstate and Foreign Commerce,
House of Representatives, Washington, D.C.

DeAr MR, Caamrsan: This is in further reply to your request for the views of
this Department with respect to H.R. 13886, a bill to protect children and others
from accidental death or injury by amending the Federal Food, Drug, and Cos-
metic Act with respect to aspirin intended for children, safety closures on drug
containers, and cautionary labeling of containers of articles subject to the Act
where neeessary to that end, and by amending the Federal Hazardous Substances
Labeling Act to ban hazardous toys and articles intended for children, and other
articles so hazardous as to be dangerous in the household regardless of labeling,
and to apply to unpackaged articles intended for household use, and for other

urposes.
.p H.R. 13886 would amend the Federal Food, Drug, and Cosmetic Act to provide
that no aspirin preparation in a dosage form intended for use by children, and
packaged in a retail container, may contain an aggregate quantity of aspirin that,
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if ingested by a child of tender age at one time, is likely to cause death or serious
injury. The Secretary of Health, Education, and Welfare may also require the
retail container of a drug to be secured by a safety closure, to protect the health
and safety of children. Dispensers pressurized by a gaseous propellant must bear
cautionary labeling with respect to handling, storage and use of the container to
prevent injury to health. Provisions are also included in the bill to require ap-
propriate labeling of drugs and cosmetics, including instructions for first-aid
treatment, where appropriate.

In addition, the bill would amend the Federal Hazardous Substances Labeling
Aect by bringing within its purview any toys or articles intended for children which
bear or contain poisonous or hazardous substances, to provide for appropriate
labeling. The bill would ban from interstate commerce any toy or other article
intended for use by children which contains a hazardous substance and any
hazardous substance intended for household use, if the Secretary determines that
cantionary labeling would not provide adequate safeguard against substantial
personal injury or illness. An exception is provided for articles, such as chemical
sets, which necessarily contain hazardous substances intended for use by children
mature enough to read and heed warning labeling.

This Department has no objection to the enactment of H.R. 13886.

1t is a constructive measure and represents a forward step in correcting existing
deficiencies in the Federal laws for the protection of public health. Its enactment
should have the effect of increasing consumer confidence in the products of the
industry, and of stimulating research (particularly in the cosmetic field) for the
development of products that would meet the requirements of the Act as it would
be amended.

We have been advised by the Bureau of the Budget that there would be no ob-
jection to the submission of this report from the standpoint of the Administrations’
program.

Sincerely,
Roserr E. GiLEs,
General Counsel.

DEPARTMENT oF HEALTH, EnvearioN, AND WELFARE,
Washington, D.C., August 18, 1966,
Hon. HArLEY 0. STAGGERS,
Chairman, Commiltee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

DEeArR Mg. CuarrMan: This is in response to your hearing notice of August 4
requesting that we expedite our reports on the following bills: H.R. 13886, H.R.
14557, H.R. 14632, H.R. 15269, and H.R. 15301.

H.R. 13886 is the Administration’s proposed “Child Safety Act of 1966” which
would ecarry out the recommendation, contained in the President’s message on
Consumer Interests of March 21, 1966, fo:

“Bring all hazardous substances, regardless of their wrapping, under the
safeguards of the Federal Hazardous Substances Labeling Act.

“Ban from commerce those household substances that are so hazardous
that warning labels are not adequate safeguards.

“Ban the sale of toys and other children’s articles containing hazardous
substances, regardless of their packaging.

“Require labels to warn consumers against possible injury from drugs and
cosmeties, and from food in pressurized containers.

“Limit the amount of children’s aspirin available in retail packages.

“Require certain potent drugs attractive to children to have safety closure
caps.

While we have received no request for a report on the other bills referred to in
the hearing notice except H.R. 15269, we note that H.R. 14557, H.1. 14632,
title IV of H.R. 15269, and H.R. 15301 contain the same legislative proposal as
the Administration bill.

Our testimony before the Subcommittee on Public Health and Welfare on
behalf of the Department, presented by the Commissioner of Food and Drugs,
set forth a detailed explanation and justification of the proposed measure. We
therefore strongly urge the enactment of H.R. 138886.

Sincerely,
Witsur J. CongeN, Under Secrelary.
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DerarrMeExT oF HeEante, EpucaTioN, AND WELFARE,
Foop axp DRUG ADMINISTRATION,
Washington, D.C., June 14, 1966.
Hon. HarrLeEy O. STAGGERS,
Chairman, Commitiee on Interstate and Foreign Commerce,
House of Representatives, Washinglon, D.C.

Dear Mu. Caairmax: This is in reply to your letter of May 23.

Products covered by the Federal Hazardous Substances Labeling Act are
required to have antidote information printed on their labels. However, many
produets, including drugs and cosmetics do not fall within the purview of the
Federal il:tzur{imls Substances Labeling Act. The “Child Safety Act of 1966,
H.R. 13886, which you introduced on March 22 of this year will amend the Federal
Food, Drug, and Cosmetic Act to require cautionary labeling of drugs and cos-
meties to warn against accidental hazards and to provide information on antidotes
where appropriate. We believe that this legislation will, if enacted, close the
loopholes in the present law.

If we may be of further assistance, please let us know.

Sinecerely yours,
James L. Gooparp, M.D.,
Commissioner of Food and Drugs.

DEPARTMENT OF AGRICULTURE,
Washington, D.C., June 27, 19686.
Hon., HarLEY O. STAGGERS,
Chairman, Commitiee on Interstate and Foreign Commerce,
House of Representalives.

Dear Mr. CaatrMan: Thisisinreply to your letter of March 25, 1966, request-
ing our views on H.R. 13886. The bill is entitled “To protect children and others
from accidental death or injury by amending the Federal Food, Drug, and Cos-
metie Act with respect to aspirin intended for children, safety closures on drug con-
tainers, and cautionary labeling of containers of articles subject to the Act where
necessary to that end, and by amending the Federul Hazardous Substances
Labeling Act to ban hazardous toys and articles intended for children, and other
articles so hazardous as to be dangerous in the household regardless of labeling,
and to apply to unpackaged articles intended for household use, and for other
purposes.” . ! -

This Department supports the objectives of H. R. 13886 which are in accord with
the President's Message (H. Doe. 413, 89th Congress, 2nd Session) relative to a
program recommending legislation to further protect t_hr_- consumer’s interest.

This Department has no objection to H. ]}. 13886 since its enactment would not
affect our jurisdiction over products coming within the purview of the Virus-
Serum-Toxin Act (21 U.S.C, 151-158) or the Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 135-135k) administered by this Department.

The Bureau of the Budget advises that there is no objection to the submission
of this report from the standpoint of the Administration’s program.

Sincerely yours,
ORrviLLE L. FREEMAN, Secrelary.

DEPARTMENT OF LABOR,
OFFICE OF THE SECRETARY,
Washington, 1).C., May 4, 1968.
Hon. HarrLey O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives,
Washington, D.C.

Dear Mir. Caamemax: This is in further response to your request for our views
on H.R. 13886, the “Child Safety Act of 1966."

We strongly endorse the purpose of this measure which is designed to carry
our President Johnson's recommendations for legislation to provide adequate
labeling and packaging of dangerous substances in order to insure the safety of our
citizens, and particularly our children’s safety. In his Message on Consumer
Interests of March 21; 1966, President Johnson stated that “Children must be our
first concern * * * Too many children now become seriously ill—too many die—
beeause of accidents that could be avoided by adequate Iabeling and packaging
of dangerous substances.”
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We defer to the Department of Health, Education, and Welfare for definitive
comments on this measure, since that is the agency primarily affected by the
provisions of the bill.

The Bureau of the Budget advises that from the standpoint of the Administra-
tion’s program there is no objection to the submission of this report.

Sincerely,
W. WinLarp WimTz,
Secretary of Labor.

DEPARTMENT OF JUSTICE,
OrricE oF THE DEPUTY ATTORNEY GENERAL,
Washington, D.C., June 27, 1966.
Hon. Harrey 0. STAGGERS,
Chairman, Commitiee on Intersiate and Foreign Commerce,
House of Representatives,
Washington, D.C.

Dear Mg, Cramsan: This is in response to your request for the views of the
Department of Justice on H.R. 13886, a bill “To proteet children and others from
accidental death or injury, by amending the Federal Food, Drug, and Cosmetie
Act with respeet to nspirin intended for children, safety closures on drug containers
and eautionary labeling of containers of articles subject to the Act where necessary
to that end, and by amending the Federal Hazardous Substances Labeling Act to
ban hazardous toys and articles intended for children, and other articles so hazard-
ous as to be dangerous in the household regardless of labeling, and to apply to
unpackaged articles intended for household use, and for other purposes’’.

'F]u: proposed Act would amend the Federal Food, Drug, and Cosemtic Act by
requiring that children’s aspirin be packaged in small quantities, by authorizing a
requirement of safety closures on drug containers, and by requiring additional
information on drug and cosmetie labels. It would amend the Hazardous Sub-
stances Labeling Act by making the provisions of that Act applicable to un-
packaged hazardous substances as well as to those contained in packages, and by
authorizing the exclusion from interstate commerce of toys and other articles
intended for use by ehildren that are so hazardous that cautionary labeling does
not afford adeguate protection.

Whether this legislation should be enacted involves questions as to which the
Department of Justice *defers to the Department of Health, Edueation, and
Welfare.

The Bureau of the Budget has advised us that there is no objection to the sub-
mission of this report from the standpoint of the Administration’s program.

Sincerely,

Ramsey CLAREK,

Depuly Attorney General,

ExgcuTive OFFICE OF THE PRESIDENT,
Bureav oF THE BUDGET,
Washington, D.C., June 27, 1966.
Hon. HArRLEY 0. STAGGERS,
Chairman, Commiltee on Interstate and Foreign Commerce,
House of Representalives,
Washington, D.C.

Dear Mi. Cuareman: This is in response to your request for the views of the
Bureau of the Budget on H.R. 13886, a bill “To proteet children and others from
accidental death or injury by amending the Federal Food, Drug, and Cosmetic
Act with respect to aspirin intended for children, safety closures on drug contain-
ers, and cautionary labeling of containers of articles subject to the Act where
necessary to that end, and by amending the Federal Hazardous Substances Label-
ing Act to ban hazardous toys and articles intended for children, and other articles
so hazardous as to be dangerous in the household regardless of labeling, and to
apply to unpackaged articles intended for household use, and for other purposes.”

This bill would amend the Federal Food, Drug and Cosmetic Aet to provide
additional protection in a number of areas where serious dangers exist to the health
of children and others. In his message to the Congress this year on consumer
interests, the President said: “Too many children now become seriously ill—too
many die—because of accidents that could be avoided by adequate labeling and
packaging of dangerous substances. This is a senseless and needless tragedy.”
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Accordingly, the Bureau of the Budget supports the objectives of H.R. 13886
and recommends its enactment.
Sincerely yours,
Wicrren H. RomMEL,
Assislant Director for
Legislative Reference.

FeEpERAL TrapE COMMISSION,
Washington, D.C., June 23, 1966.
Hon. Haryey . STAGGERS,
Chairman, 'E?o;;;:;; iltee on Inlerstate and Foreign Commerce,
House of Representatives,
Washington, D.C.

Dear MR. Caairman: This is in response to your letter of March 25, 1966,
requesting the views of the Commission on H.R. 13886, 89th Congress, 2d Session,
a bill “To protect children and others from accidental death or injury by amend-
ing the Federal Food, Drug, and Cosmetie Aet with respeet to aspirin intended
for children, safety closures on drug containers, and ecautionary labeling of con-
tainers of articles subject to the Act where necessary to that end, and by amend-
ing the Federal Hazardous Substances Labeling Act to ban hazardous toys and
articles intended for children, and other articles so hazardous as to be dangerous
in the household regardless of labeling, and to apply to unpackaged articles
intended for household use, and for other purposes.’

The bill, which provides that it is to be cited as the “Child Safety Act of 1966,
has two principal titles: “Title I—Amendments to Federal Food, Drug, and
Cosmetic Act” and “Title II—Amendments to Federal Hazardous Substances
Labeling Act.”

Under the first title, it would amend the Federal Food, Drug, and Cosmetic
Act by prohibiting the introduction into interstate commerce of aspirin or other
form of salicylic acid in quantities exceeding limits established by the Secretary
of Health, Education and Welfare and of drugs packaged in containers not secured
by safety closures in conformity with regulations promulgated by the Secretary.

It also would amend sections of the act by providing for additional cautionary
labeling of food, drugs, devices and cosmetics introduced into interstate
commerce,

Under Title II the bill would amend the sections of the Federal Hazardous
Substances Labeling Act by providing for cautionary labeling of articles containing
economic poinsons and toys or other articles containing hazardous substances
introduced into interstate commerce and suitable for use in the household or by
children.

It would also amend that act by banning from interstate commerce toys and
other articles intended for use by children and substances fror household use when
eautionary labeling would not adequately safeguard the user.

With reference to the cantionary labeling requirements under both Titles I and
IT of the subject bill, the failure to label consumer products so as to adequately
warn users thereof of potential dangers involved in their use may, in a proper
case, be a deceptive act or practice in violation of section 5 of the Federal Trade
Commission Aet. The Commission has exercised jursidiction under this section
with respect to cigarettes (Trade Regulation Rule for the Prevention of Unfair or
Deceptive Advertising and Labeling of Cigarettes in Relation to the Health Hazards of
Smoking (issued June 22, 1965)): swimming aids Kirchner v. Federal Trade
Commission, 337 F. 2d 751 (Oth Cir. 1964)); toys James B. Tompkins, Docket
8567 (Dec. 6, 1963)); electrical appliances (Master Mechanies Mfg. Co., 59 FTC
792 (Oct. 16, 1961)): products poisonous if ingested or if fumes inhaled (The
Martin-Senour Co., 61 FTC 425 (1962); produets injurious in contact with skin
(The L. R. Oatey Co., 60 FTC 1642 (1962), The Martin-Senour Co., supra).

The Commission has had considerable experience in banning articles from
commerce that are so hazardous that labeling would not adequately protect the
user of the product. This is the essence of the Flammable Fabries Act, which is
administered by the Conmission (15 U.S.C. 1191). Seetion 3 of that aci provides
that the introduction into commerce of fabrics so highly flammable as to be
dangerous when worn by individuals shall be unlawful and an unfair method of
competition and an unfair and deceptive act or practice in commerce under the
Foderal Trade Commission Aet. (See A. Robbin & Co. v. Federal Trade Com-
mizsion, 337 F. 2d 441 (Tth Cir. 1964)).
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The wording of the bill is such that it would not cover such toys as the Sonic
Blaster, which are dangerous in what they do rather than in what they are made
of. The oversight could be easily corrected as the Bill goes through the legislative
process, however, and we urge that it be. Both kinds of toys should be outlawed.

Mr. Rocers of Florida. As our first witness this morning we are
pleased to have the Commissioner of the Food and Drug Adminis-
tration, Dr. James L. Goddard, and his associates.

Dr. Goddard, we are pleased to have you this morning. The com-
mittee has been following your work as you have taken over the ad-
ministration of the Food and and Drug Administration with a great
deal of interest and I might say with a great deal of admiration for
the way you have been administering your posit ion as Commissioner
of Food and Drugs.

Mr. Mackay. Mr, Chairman.

Mr. RocErs of Florida. Yes.

Mr. Mackay. I would like to bask in some reflected glory at this
point because the Commissioner not only is such a distinguished and
able Commissioner of Food and Drugs, but he has even had the
wisdom to adopt the Fourth Congressional District of Georgia as
his domicile. This has eliminated any reservation of doubt that I
might have had otherwise about his ability.

Mr. Rogers of Florida. Mr. Gilligan and I had thought he was
ooing along pretty well. We are delighted to see him  here and
delichted to know this good news and of his good judgment.

We are delighted, too, to see Mr. Goodrich here, who has helped
this committee on many oceasions, Mr. Kinslow, and other associates.

Dr. Goddard, we would be pleased to have you proceed.

STATEMENT OF HON. JAMES L. GOHDARD. COMMISSIONER OF FOOD
AND DRUGS: ACCOMPANIED BY W. W. GOODRICH, ASSISTANT
GENERAL COUNSEL FOR FOOD AND DRUGS; M, D. KINSLOW,
DIRECTOR OF LEGISLATIVE SERVICES; DR. PAUL PALMISANO,
ACTING DEPUTY DIRECTOR, BUREAU OF MEDICINE; E. W.
LIGON. CHIEF OF HAZARDOUS SUBSTANCES LABELING BRANCH,
BUREAU OF SCIENCE, FOOD AND DRUG ADMINISTRATION;
AND THEODORE ELLENBOGEN, ASSISTANT GENERAL COUNSEL,
LEGISLATION, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

Dr. Gopparp. Mr. Chairman and members of the committee, we
are happy to have the opportunity to appear before you today to
discuss the Child Safety Act, H.R. 13886, and the professional train-
ing and cooperation amendments, H.R. 13884,

We are well aware of your busy hearing schedule and we appreciate
the opportunity to discuss this important legislation.

On March 21, in his message on consumer interests, President
Johnson stated:

Too many children now become seriously ill—too many die—because of acci-
dents that could be avoided by adequate labeling and packaging of dangerios
substances. This is senseless and needless tragedy.

The Child Safety Act is of great importance, because it is lifesaving.

It is intended to prevent needless accidental deaths and injuriés,
especially among young children, which result from poisonings and
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other injuries from the ingestion of drugs, cosmetics, and the handling
of unlabeled articles intended for use around the house.

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

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

Children’s aspirin: An especially tragic situation exists with respect
to children’s aspirin. This aspirin is colored and flavored to ease the
varent's task in getting the medicine into a feverish and fretful child.

’roperly used, this is a useful dosage form, as I am sure most parents
will readily concede.

But the tragic part of the picture is that in 1965, 16,328 children
under 5 were reported pni:«‘()ll(‘.([ from the accidental ingestion of aspirin
and other salicylates. Many of these children died. These, of course,
are the reported cases; the actual numbers are unknown but undoubt-
edly are much higher.

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

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

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

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

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

We had some scattered reports of accidental deaths—and a very
distressing one precipitated action to require a label warning. As
reported to us by a Member of Congress, who enclosed a letter written
by this child’s father to the local medical society, a young couple found
that their baby had swallowed some oil of wintergreen and rushed him
to the hospital.

The urgency of the danger was not recognized—indeed, the physician
in attendance said that any baby that could ery as loud as that one
was not seriously ill.

However, a few hours later it became apparent that the baby was
quite ill and he was returned to the hospital. The child wasdead the
next morning. The father protested that the bottle of rubbing solu-
tion had no warning of this danger. Had he only known of the danger,
he said, the life might have been saved.

And we took action. Existing law requires that drugs bear warnings
against unsafe dosage and against use by children where the use would
be dangerous. But it says nothing about warnings against accidental
injury. Nonetheless, in April 1954, we issued a statement of policy
which called for a warning that these preparations were dangerous
and should be kept out of the reach of children.
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This was followed in 1955 by another policy statement on the
labeling of drug preparations containing salicylates.

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

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

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

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

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

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

This bill would authorize the Secretary of Health, Education, and
Welfare to limit the quantity of salicylates intended for children that
may be sold in any single retail package to an amount which is below
the fatal dose for a small child.” This amount will be determined on
the basis of medical evidence and fixed by regulation.

Safety closures: Children’s aspirin and other salicylates are not the
only drugs that have been involved in accidental poisonings. In
1965, 18.155 children under 5 years of age were reported poisoned by
drugs other than aspirin. While mortality figures for 1965 are not
yet available, 7 children died in 1964 from ingesting such drugs.

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

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

All of these figures are for children under 5.

Despite the current warning on methyl salicylate, there were 61
reports of ingestion, 10 hospitalizations, and 2 fatalities in 1964; 57
reported ingestions, 9 hospitalizations, but no reported deaths in 1965.

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

These iron tablets (ferrous sulphate) are used in the treatment and
prevention of anemia, especially in pregnant women. They are often
cho(tiolal;e or sugarcoated and brightly colored and they taste like
candy.
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One of the children ate 30 to 60 tablets; it is not known how man
the second one ate. Although the children became ecritically ilf
fortunately both recovered.

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

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

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

Two things ean be done to reduce this hazard.

Authority should be given to the Secretary to require safety closures
for containers of drugs frequently involved in poisonings. This should
apply both to over-the-counter drugs and to drugs dispensed on
preseription.

We would gather information about poisoning episodes from the

oison control centers, through the National Clearinghouse for
Enison Control Centers. To the extent that practicable safety
closures are available, and could be adopted, we would have the
authority to require them.

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

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

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

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

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

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

What is needed is clear authority to require cautionary warnings
on the labels of drugs and cosmetics—and on pressurized food eon-
tainers as well—to reduce the hazards against accidental injuries.

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

But they do not contain the same kind of warning information.

In 1964, for example, there were 3,058 reported cases of accidental
poisonings of children under 5 by cosmeties.

A 2-year-old boy in Wichita, Kans., drank some of his mother’s
cologne. He later vomited. In doing so he aspirated some of the
contents of the cologne into his lungs and contracted chemical
pneumonisa.
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As there was no warning or ingredient statements on the cologne,
the child’s mother believed he was all right and did not take him to a
physician immediately. When she did, the child had to be hos-
pitalized where he received intensive treatment for 3 days. Fortu-
nately, he recovered.

The point here, Mr. Chairman, is that under the Federal Hazardous
Substances Labeling Act, household products which pose the danger
of aspiration such as articles containing petroleum distillates, which
are not cosmetic or drug products, are required to have the following
warning :

Danger, harmful or fatal if swallowed; contains petroleum distillate, if swallowed
do not induce vomiting; call physician immediately ; keep out of reach of children.

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

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

Warning, harmful if swallowed; irritant, contains formaldehyde; keep away
from the eyes, contact with skin may cause allergic irritation. In case of external
contact flush thoroughly with water; if swallowed give water or milk, induce
vomiting and call physician at once; keep out of reach of children.

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

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

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

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

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

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

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

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

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

" 'We have had several striking examples of hazardous substances that
{are not packaged, and thus not required by law to be labeled with
| warnings about their hazards. During recent Easter seasons, several
stores throughout the country were selling imported toy ducklings
prepared from the skins of slaughtered ducklings. The stuffed
naterial had been treated with an insecticide, primarily benzene
exachloride.

Clearly, they posed a substantial hazard in the course of their
handling by young children. But because they were not sold in a
/package, FDA had no jurisdiction over them. Ihave here one of these

/ articles for your examination.

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

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

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

And here is a necklace made of Jequirity beans.

The authority to require label warnings on either packaged or
unpackaged materials is not always adequate to provide the necessary

rotection. Some hazardous substances are simply too dangerous
or use in and around the household and their distribution for house-
hold use should not be permitted.

A good example of this was a water repellent sold widely under the
trade name “X-33.” It was intended for use by the layman for
painting basement walls to prevent water leaks. 1t was offered as a
remarkable new product by a company which called itself the Wil-
mington Chemical Co., and its label said that it contained Du Pont
Tyzor.

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

It was not labeled with adequate warnings. We have reports of
3 deaths and over 30 injuries from the use of this product. X-33
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was sold on consignment through filling stations, hardware stores,
and other outlets all over the United States.

When we first learned of explosions resulting from the use of this
product, we called upon the manufacturer to stiffen his warnings.
But even that was not sufficient, and we learned that additional
injuries were occurring from the use of the article with both the old
and the new warning statement.

It seemed clear to us that X-33 had no place for use in the house-
hold. Its danger was too great. A woman in Minnesota was killed
as a result of using X-33 in painting her basement walls. Although
all the windows were open and no pilot light was on, an explosion
occurred which was so great that the roof of the garage over the
basement was blown off. The victim’s husband was upstairs in the
garage and was severely burned.

Other people died from X-33 explosions, and we asked the manu-
facturer to recall X-33 from the (l(mﬁem. The company sued us for an
injunction to prevent us from requiring the stiffened warnings on all
of the containers that were then in the channels of sale, and to enjoin
us from requiring the removal of the product from the market.

We were successtul in moving to dismiss the action. The company
was either unable or unwilling to recall the product from the hands of
dealers, and it was necessary for us to make about 600 seizures which
involves 50,000 gallons valued at invoice value of $350,000.

Most of these seizures were made possible because the manufacturer
would not stiffen his label warnings as we asked him to do. We asked
him to warn the layman not to use the article without first consulting a
professional expert. 'We asked him to warn against its highly explosive
nature.

Had this labeling been adopted, X-33 might perhaps still be sold.
Tt seems clear to us that this is a product that should be banned from
housebold use.

With vour permission, Mr. Chairman, we have arranged for a brief
demonstration.

Dr. E. W. Ligon, Chief of the Hazardous Substances Labeling
Branch, Bureau of Science, Food and Drug Administration, has here
a safe, but I think a rather impressive display of X-33 and its prop-
erties.

Dr. Ligox. Mr. Chairman and Commissioner Goddard, I think that
perhaps we have cut the quantities that we are using down to the
point where there will be no actual hazard under the circumstances,
although we do have a fire extinguisher here just in case.

I have two small containers. One contains the familiar lighter
fluid which you have all used in cigarette lighters; the other contains
some of the original X33 material.

Now, I would like to place a little of this in each of these two watch
glasses, on your left the lighter fluid, on your right the X-33. These
small quantities will burn in the open air and they are readily lighted
by a match in each case, not too readily for the lighter fluid.

It took a little effort to light the lighter fluid, but with the X-33 of
course no trouble at all. With the quantities involved here we are
really not concerned with the hazard of the amount used. Let me,
now demonstrate the difference between the original X-33 and the
lighter fluid by taking two watch glasses supported on ice and placing
two or three drops on them.
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The X-33 is extremely flammable and readily ignites and burns
even at the temperature of ice; the lighter fluid does not. You see
that the X-33 readily lights even at the temperature of the ice.

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

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

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

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

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

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

Dr. Gopparp. Thank you, Doctor.

Mr. Rogers of Florida. Thank you. That is very interesting.
Any questions?

Dr. Gopparp. More recently, Mr. Chairman, we have had a great
many seizures of ‘“cracker balls” which are small torpedolike fire-
crackers. These “cracker balls’” were imported from Formosa and
Hong Kong.

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

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

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

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

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

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

Mr. Rocirs of Florida. Which are the cracker balls?

Dr. Gopparp. It is interesting that you should have to ask which
are the cracker balls because children also could be deceived and not
know that this was not candy or cereal. They are identified on the
right-hand side of the display, Mr. Chairman.

Mr. O'Briex. They look more like candy than some of the others.

Mr. Giruigan. More like candy than candy.

Dr. Gopparp. The bill would authorize the Secretary to impose—
after full opportunity for hearing and subject to judicial review—a
ban on interstate commerce in hazardous substances intended or
suitable for household use when he finds that the hazard involved is
such that cautionary labeling would not be an adequate safeguard
for-public protection.

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

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

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

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

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

Mr. Chairman, I urge enactment of this proposed legislation.
President Johnson said in his message that “Children are our first
concern. They are our hope and our future.” We believe that the
Child Safety Act will be an important step forward in protecting
children from accidental injuries and death.

\ While my next subject, Mr. Chairman, is not as grim as the previous
o\rﬁ,\, the needs are just as important for public health protection.

I am speaking of the professional training and cooperation amend-
ments, H.R. 13884.

Just 2 days ago we met with the Association of Food and Drug
Officials of the United States at their annual conference at Kansas City.
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I told these leaders of State and local food and drug programs that we
believe their agencies play as prominent a role in protecting the health
of this Nation as any Federa[ agency does.

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

However, the Food and Drug Administration must provide leader-
ship in helping the States and local communities meet, consumer pro-
tection responsibilities. In the past, FDA has provided formal train-
ing opportunities for State and local food regulatory officials through
a ‘“Food Inspection Techniques” course and a training course in
“Medicated Feed Inspection.”

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

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

Although there is much that State and loeal agencies and universities can do
for themselves and for each other, important advances in the area of training can
be better achieved by a coordinated national effort. A concerted effort to over-
come training deficiencies is a necessary element of a needed operational coor-
dination that combines Federal, State, and local efforts. Advantages of such

coordinated planning for training of food and drug workers across the country
are clear,

The Professional Training and Cooperation Amendments of 1966
would clarify and extend the Department’s authority to provide both
internal and external training for State and local officials in the ad-

ministration of the food and drug laws administered by the various
States and assisting us in administering the Federal law.

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

The amendments would also clearly delineate the Department’s
authority to cooperate with and render technical assistance to State
and local authorities in the administration of local laws applying to
a{-ti(‘les of the kinds covered by the Federal Food, Drug, and Cosmetic
Act.

Further, the Department’s authority to utilize State and local
officials will be improved by the amendments. The Department will
be specifically authorized to accept assistance in the enforcement
and administration of the pertinent Federal laws and to reimburse the
State or local agency for such assistance when appropriate.

(Under present authority, the Secretary is authorized to commission
State and local officials to conduet investigations, examinations,
and inspections for the purpose of the Federal Food, Drug, and
Cosmetic Act,)

Mr. Chairman, this concludes my presentation on H.R. 13886
and H.R. 13884. I want to thank you again for this opportunity to

resent our views on this important legislation. My colleagues and
})wi]l be happy to attempt to answer any questions you might have.

Mr. RoGers of Florida. Thank you very much, Dr. Goddard, for

a very excellent statement and also for the demonstrations that make
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a very graphic demonstration of some of the problems you have
discussed.

Mr. O’Brien, any questions?

Mr. O’Brien. No. [ just merely join in your remarks, Mr. Chair-
man. I think we have had a graphic demonstration, and I do think
that the legislation that we have before us does not impose too great
a burden on the industry.

Mr. RocEers of Florida. Mr. Gilligan?

Mr. Giouican. Thank you, Mr. Chairman.

I join in expressing my appreciation of the presentation made. I
was interested, Doctor, in the containers of children’s aspirin that
were passed up here. Do these caps that are on here now constitute
what are referred to in this bill as safety closures?

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

Mr. Giuican. Yes; I have.

Dr. Gopparp. Children are successful in removing those caps.

Mr. Ginuican. Do safety closures in your definition include, for
instance, metal caps with a reverse screw? I mean one that unscrews
in the reverse order?

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

Mr. Giouican. You mean children don’t know the right way to
open it?

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

Mr. Girrican. As T understand section 3, it would authorize the
requirement of putting safety closures on certain containers of drugs
if the Secretary believes that to be in the interest of protecting the
health and safety of children, but in your opinion that safety closure
is not a sufficient protection?

You would still want the smaller containers required?

Dr. Gopparp. Yes. In the case of flavored t-llildl'en'ﬁ aspirin, we
believe that both would help in reducing the incidence of both non-
fatal and fatal cases.

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

Dr. Gopparp. Just the aspirin en the reduction and the total
dosage available in package form.

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

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

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

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

If it does not in experience suffice, then we may of necessity have to
ask for other remedies, but there are other action programs that are
aimed at helping reduce the incidence of posisonings, attempting to
educate the family, the mother in particular, through the pediatricians.

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

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

Mr. Giruican. The language of the proposed act then would limit
the authority of the Secretary in the field of package sizes to the single-
product of children’s aspirin or aspirin?

Dr. Gopparp. Salicylates in general, intended for children.

Mr. Ginrigan. One other brief question, Doctor.

In reference to the second bill, you provide for a number of things,
including the authorization to the Secretary to pay for certain services
rendered by private institutions or governmental agencies of one type
or another in this general field,

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

Dr. Gopparp. Yes; that is correct.

Mr. Giuuigan. Thank you, sir.

No further questions, Mr. Chairman.

Mr. Rogegs of Florida. Mr. Mackay.

Mr. Mackay. Mr. Chairman, I want to thank the Commissioner
for this very fine testimony, and I wonder if you are prepared to react
to the testimony which will follow from the Chemical Specialties Man-
ufacturers Association, Ine., and particularly their discussion of pre-
emption.

Perhaps I ean state my question in this manner.

The manufacturer always says that he wants to avoid a multiplicity
of regulation, and could you or any of your associates state to what ex-
tent the State laws now deal with this specific problem?

Mr. GoopricH. There are several State laws in this area, but the
Hazardous Substances Labeling Act was enacted in 1960 and the pat-
tern since that time has been relatively consistent.

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

In general, the labeling patterns have been consistent, but our posi-
tion over the years, as the chairman will well remember, has been that
if the States want to impose an additional warning we have not felt
that we wanted to stand in the way of it.
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Remember in the Drug Amendments of 1962 the Congress wrote in
a specific provision that it did not preempt State laws and in 1965, on
drug abuse, the same thing, so we would want to support in every way
ﬁoe-ssil.ale uniformity of the labeling patterns and the States would not

e authorized under the constitutional cases to forbid the sale of a
yroduet in a lawfully labeled Federal container, but they would not
Le prohibited from adding additional warnings consistent with the
Federal.

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

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

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

Dr. Gopparp. These are statistics, sir, from the National Clearing-
house for Poison Control Centers and the accident prevention program
of the Public Health Service. The 1965 figures were just recently
made available to us. We can provide for the record a more detailed
breakdown as rapidly as these are provided to us.

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

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

Mr. Mackay. No further questions.

Thank you, Mr. Chairman.

Mr. RoGers of Florida. Dr. Goddard, I notice, too, in a statement
that will be put in the record by the Chemical Specialties Manufac-
turers Association (see p. 302), that they suggest another amendment

to the bill.
Amendment No. 1 is set forth in their statement. Would you care

to comment on this?

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

Mr. Rocers of Florida. Yes, certainly.

Mr. Gooprich. The first one to add “on the container” I am in
question about because we are recommending that this law be extended
to unpackaged materials, like the beads and things, so I would want
to take this back to the office and look at it.

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

Mr. GoopricH. Yes, sir.  In the second one about warning which
if complied with, there is the problem on the one hand a warning says
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“Keep out of the reach of children” and it is a children’s explosive,
S0

Mr. Rocers of Florida. Is a little inconsistent.

Mr. Gooprica. Would you give us an opportunity to react to this
more carefully after we have had a chance to study the proposals in
detail?

(The information requested follows:)

DEPARTMENT OF HEavtH, EpvucartioN, aAND WELFARE,
Washington, D.C., August 28, 1966.
Hon. HarLey O. STAGGERS,
Chairman, Commiltee on Interstate and Foreign Commerce,
House of Representalives, Washington, D.C.

DeAr Mgr. Caamman: At his appearance of June 24 on H.R. 13886 (the
proposed ‘““Child Safety Act’”) on behalf of this Department, before the Sub-
committee on Public Health and Welfare, Dr. Goddard, the Commissioner of Food
and Drugs, was asked to obtain for the Committee the Department’s views on
amendments to the bill proposed in a statement of the Chemical Specialties
Manufacturers Association. These amendments are concerned with title II of
the bill, relating to the Federal Hazardous Substances Labeling Act. Amend-
ment No. 1 proposed by CSMA would insert certain language in clause (B) of
the bill’s definition of the term “banned hazardous substance'’ (page 10, beginning
online 14). Amendment No. 2 would add to the bill a limited preemption section,
digcussed below.

Dr. Goddard has also referred to us for ruply your letter of July 11, which asks
for comment on a letter from the Union Carbide Corporation favoring the bill
but supporting the preemption provision proposed by the Chemical Specialties
Manufacturers Association.

1, DEFINITION OF ““BANNED HAZARDOUS SUBSTANCE"

Clause (B) of the definilion

A key provision of H.R. 13886 is the proposed definition of “banned hazardous
subsrance'’. Clause (A), discussed later in this letter, is specifically coneerned
with toys and other articles intended for use by children. lanse (B), to which
the CSMA’s proposed Amendment No. 1 is addressed, is aimed at those “hazardous
substances’” (as defined in present law) that, regardless of their labeling, are too
dangerous for use in households. Amendment No. 1, as submitted to the Sub-
committee by the Association, would make two changes in clause (B) so as to
define a “banned hazardous substance’, for the purpose of that elause, as—

“(B) any hazardous substance intended or offered for houschold use, or so
packaged as to be suitable for such use, which the Secretary by regulation classifies
as a ‘banned hazardous substance’ on the basis of a finding that the hazard in-
volved in the use of such substance in housholds is such that cautionary labeling
on the conlainer would not if complied with be an adequate safeguard against sub-
stantial personal injury or substantial illness oceurring during or as a proximate
result of any customary or reasonably foreseeable handling or use of such sub-
stance.” (Language proposed to be inserted by Amendment No. 1 is italicized.)

The first proposed change, i.e., ingertion of the words “on the container”, is
inconsistent with another provision of the bill (§ 201) that would broaden the scope
of the Federal Hazardous Substances Labeling Act so as to apply to unpackaged
articles intended for use in the household or by children, as well as to hazardous
substances packaged in a form suitable for such use. This change would, there-
fore, be inappropriate,

The second change, i.e., to insert the phrase “if complied with" as above ghown,
would also be unaceeptable to us. The objective of the propesed § 202 of the
Act is to authorize this Department—under appropriate safeguards and subject
to the standard opportunity for judicial review on the basis of the administrative
hearing record—to rule a produect off the market for household use when the
substance is so dangerous that no amount of reasonable cautionary labeling would
serve the purpose of this Aet.

The example we have given is X33, an extremely volatile substance intended
for waterproofing basement walls, which has resulted in many explosions with
consequent death, serious injury, and property damage merely beeause of the
presence of the ordinary pilot light in the basement water heater or because of
the striking of a mateh or spark in the basement. In this instance even if it were
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possible to devise directions which, if complied with to the letter, would prevent
an explosion—such as a direetion not to have a pilot light going in the basement,
not to light a match in basement, and to prevent the generation of a spark in the
basement such as might occur from the discharge of static electricity or a spark
from walking across the basement floor—it would obviously be unreasonable to
expect compliance with such stringent directions by the ordinary user. More-
over, children and others who have not seen the label directions, including strangers
such as meter readers, might enter the basement without being aware of the danger,
and cause a spark.

Again, there might be offered for household use a hazardous substance which
only a skilled operator could be expected to use competently and safely, and the
necessary instruetions for the safe use of which could not be expected to be under-
stood and followed by the householder. Obviously, therefore, the words *“if
complied with’’ would tend to frustrate the purpose of the bill as applied to such
substances.

Counsel for the CSMA has sinee indicated to our staff that his eoncern with
clause (B) is his fear that the language of clause (B) would somehow be read to
mean that the mere occurrence of injury or illness, without more, would auto-
matically justify banning the article from the market, even when there is no
indication that the cautionary labeling is inadequate or that improved labeling
could not adequately serve the purpose. While we believe that such a reading
of clause (B) is unwarranted, we would not object to the following alternative
version, which is no less suited to the purpose and which, we understand, would
meet CSMA's reservations:

“(B) any hazardous substance intended, or packaged in a form suitable, for
use in the household, which the Secertary by regulation classifies as a ‘banned
hazardous substance’ on the basis of a finding that, notwithstanding such cau-
tionary labeling as is or may be required under this Act for that substance, the
degree or nature of the hazard involved in the presence or use of such substance
in households is such that the objective of the protection of the publie health
and safety can be adequately served only by keeping such substance, when so
intended or packaged, out of the channels of interstate commerce.”

Clause (A) of the definition

This provision (page 10, 10-14) would, with certain exceptions, deem an article
to be a “banned bazardous substance” if it is a “toy, or other article intended
for use by children, which is or bears a hazardous substance, or which contains a
hazardous substance in such manner as to be susceptible of access by a child to
whom such toy or other article is entrusted”. Counsel for CSMA has suggested

. to us that the criterion of accessibility to the child be extended to cases in which
the article bears, and does not merely contain, the hazardous substance, We
have no objection, though it seems unlikely that an article will ever “bear” a
hazardous substance in such manner as not to be susceptible of access to the child.
As thus changed, clause (A) would read: ‘““(A) any toy, or other article intended
for use by children, which is a hazardous substance, or which bears or contains a
hazardous substance in such manner as to be susceptible of access by a child to
whom such toy or other article is entrusted”.

Counsel has further suggested to us, and we agree, that the parenthetical
phrase in the definition of “‘misbranded hazardous substance” on page 7, lines
22-24, of the bill should be brought into correspondence with this change, so as
toread: “(including a toy, or other article intended for use by children, which is a
hazardous substance, or which bears or contains a hazardous substance in such
manner as to be susceptible of access by a child to whom such toy or other article
is entrusted)”.

2. PROVISION AS TO STATE OR LOCAL LABELING REQUIREMENTS

The Federal Hazardous Substances Labeling Aect contains no provision as to
the effect of the labeling requirements of the Act, and of regulations issued pur-
suant thereto, on labeling requirements established by or pursuant to State or
local law for articles covered by the Act. Amendment No. 2 proposed by the
CSMA to the Subcommittee would add to H.R. 13886 the following new section:

“8rc. 203. It is hereby expressly declared that it is the intent of the Congress
to supersede any and all laws of the States and political subdivisions thereof
insofar as they may now or hereafter provide for the precautionary labeling of
any substance or article intended or suitable for household use (except for those
substances defined in Sec. 2(f) (2) and (3) of this Act) which differs from the
requirements or exemptions of this Act or the Regulations or Interpretations

68-985—66——3
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promulgated pursuant thereto. Any law, regulation or ordinance purporting to
establish such a labeling requirement shall be null and void.”

(If favorably considered by the Committee, this amendment should be perfected
by being cast in the form of an amendment to the basic Act itself. Moreover,
the words “‘a eontainer of"" should be deleted, since the bill, as above mentioned,
would broaden the Act so as to apply to unpackaged containers, The section
number (203) indicates that the draftsman intended to renumber the present
§ 203 of the bill, which is the last section.)

This provision applies solely to labeling requirements. It would not preclude
States and localities from prohibiting altogether the sale, for household use or
for use by children, of articles, such as fireworks, covered by the Federal Act
which State or local authorities consider too dangerous, or too great a public
nuisance, for such use regardless of cautionary labeling, even if, after enactment of
the bill, we should not feel warranted in imposing such a ban.

It is important to note, further, that, unlike the pervasive preemption provision
contained in § 5 of the Federal Cigarette Labeling and Advertising Act, the
CSMA’s proposed amendment to H.R. 13886 would in effect recognize State and
local power to require cautionary labeling but would require that labeling require-
ments imposed on articles covered by the Federal Act be uniform with require-
ments established by or pursuant to the latter. This approach is in line with
that proposed in § 12 of the Fair Packaging and Labeling bills (H.R. 15440 and
8. 985 (as passed by Senate)) with respect to the detailed requirements for label
declaration of the net quantity of contents envisioned by those bills, and with the
approach of the applicable provision in the proposed Traffic Safety Act of 1966
(8. 3005) in both the House and Senate versions.

a. Safely consideralions bearing on the proposal.

The Congressional purpose in enacting the Federal Hazardous Substances
Labeling Act was to prevent so far as possible the oceurrence of aceidental injury
or illness resulting from the presence or use of hazardous substances (within its
coverage) in households. The principal means chosen to that end was, and will
continue to be, effective cautionary labeling, though H.R. 13886 contemplates that
a substance be barred from household use altogether where cautionary labeling
cannot reasonably be expected to accomplish its purpose. Cautionary labeling
cannot, of course, in any event prevent accidents by itself; to do so, it must be
read, understood, and followed. From this standpoint, it is highly desirable that
such labeling have signal words that stand out and attract attention; that the
information not be erowded on the label, and be easy to read and understand;
and that for like articles, or artieles involving a like hazard, the label warning be
uniform, especially in view of the mobility of our population.

The need for uniformity was récognized by the Congressional Committees
reporting on the bill (8. 1283, 86th Cong.) that beeame the HSL Act (P.L. 86-613).
Your Commiftee, in its report, summarized this need as follows:

“The nationwide uniformity in the labeling of potentially hazardous chemicals
would be advantageous to everybody. Such a labeling program would facilitate
the education of the public in the cautionary use of these products. Informative,
uniform labeling would enable physicians to administer antidotes immediately
rather than waste precious time in determining the active ingredients of the

roduct.

" “The committee hopes that this legislation will help toward the establishment
of uniform, adequate, modern labeling requirements by the various States.
Such uniformity now exists to a certain degree in some States which have labeling
laws and regulations. In the absence of a Federal law, there is a possibility that
diverse labeling regulations will be adopted by the States, leading to a multi-
plicity of requirements and creating unnecessary confusion in labeling, to the
detriment of the public.” (H.R. Rept. No. 1861, p. 4.)

The Senate Committee, in reporting earlier on the bill, dealt with this point as
follows:

“In recent vears legislation has been enacted in several States—Colorado,
Connecticut, Illinois, Indiana, Kansas, Ohio, Texas, and Vermont—regulating
the labeling of hazardous substances suitable or intended for household use, many
of which are shipped in interstate commerce. It is desirable that labeling of these
substances be regulated when shipped in interstate commerce and that the stand-
ards and requirements of such labels be uniform. Thus, Federal legislation on this
subject is needed to require uniform labeling of hazardous substances for house-
hold use to require that the labels of such substances: First, warn the user of any
hazard in the customary use of the product; and, second, in case of an accident
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identify the hazardous ingredient for the attending physician.”” (8. Rept. No.
1158, p. 3.)

.r\ndptlm American Medical Association had expressed the hope that the Federal
legislation would “serve as a model for drafting uniform State laws across the
country requiring a declaration of hazardous ingredients and warning statements
on labels * * * Agcordingly, in order to stimulate the States in taking uni-
form action, we developed, and the Council of State Governments published as
part of its Program of Suggested State Legislation for 1964 (pp. 13-22), a pro-
posed model State Hazardous Substances Labeling Act, which is patterned after
the Federal law. Seetion 9(b) provides that the administrator of the State law
“shall cause the regulations promulgated under this act to conform, insofar as
practicable, with the regulations established pursuant to the Federal Hazardous
Substances Labeling Act;"” however, according to a summary comparison of coms=
parable State laws with the model law, prepared by the Food and Drug Adminis-
tration in January 1966, only 6 of the 19 laws there listed contain this provision,
though it should be noted that the laws of several of the States omitting thia
provision antedate the Federal Act. (A copy of the table is enclosed herewith
as attachment A.)

This is not to suggest that States or localities are free to require labeling in-
compatible with Federal requirements; it is clear that they are not. However,
the potential of nonuniformity (as distinguished from incompatibility) as between
Federal and State or local labeling requirements, with consequent detriment to
the effectiveness of the Federally required warnings, in real and substantial.

b. Economic considerations bearing on the proposal

We are not sufficiently conversant with the economic aspects of this problem
to advise to what extent they should enter into the Committee’s decision on this
matter. The Committee may wish to consult the Commeree Department and
perhaps the Small Business Administration in this connection.

¢. Consideration of duplication of effort

Should the prineciple of nationwide uniformity of cautionary labeling be em-
bodied in the Federal Act, this would not foreclose States and localities from
passing on to the Federal agency their experience and views as to the need for,
or desirability of, changes in Federal requirements. It would, however, enable
them to coneentrate their resources in areas of activity in which they can be most
effective, to the mutual advantage of both State and Federal law enforcement.
In this conneection, what was said last vear on this point in a report of the Publie
Administration Service to the Commissioner of Food and Drugs may be of interest:

“Hazardous household substances.—Like so many of our consumption goods,
hazardous household substances are predominantly a part of interstate commerce.
However, the variety of such products is potentially so great and the manufacture
of some of them relatively so simple that they will doubtlessly continue to be
produced in considerable quantity for essentially local distribution. It is question-
able whether the states should attempt to register and review and approve the
labels of all hazardous household products offered for sale within their boundaries;
these tasks may divert state resources that probably could be put to better use.
The state effort should instead be directed towards the assurance of proper label-
ing, in conformance with federal standards, of products of local manufacture and
distribution, and the surveillance of these products at retail.”” (A Study of Siate
and Local Food and Drug Programs. Report of Public Administration Service
to Commissioner of Food and Drugs, p. 246. Wash. 1965.)

d. Conclusion
The arguments advanced by the proponents of a limited labeling preemption
provision in this field, which is in line with the approach taken in recent bills, are
reasonable, and we therefore believe that the proposed amendment—with the
technical language changes we have suggested—would be desirable. It would
express in the Act itself the original Congressional intent to achieve uniformity in
the eautionary labeling of hazardous substances within the scope of the Aect.
However, we do not believe that consideration of this proposal should be per-
mitted to result in delaying action on H. R, 13886, which is urgent and pressing,.
Sineerely,
Raveu K. Hurrr,
Assistant Secrelary.
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Mr. Rocers of Florida. Yes.

Now let me ask you just a few questions. You specifically say that
in the warnings for aspirin there would be no hearings given and no
procedure that is normally given in this situation.

Dr. Gopparp. That is correct.

Mr. Rocers of Florida. You might comment on that and tell us
why.

Mr. Gooprica. Our reasoning on that was that this would be done
through the Administrative Procedure Act of giving notice of proposed
rulemaking and inviting comments. This is strictly a scientific issue
of how many 1¥-grain aspirins can safely be allowed in a container
below the lethal dose.

We think that is not a matter that would involve great controversy,
and it would involve delay to call for hearings under those circum-
stances.

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

provide hearings there.

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

We have been dealing with regulations under that section since
1938 without provision for hearing. We are regulating the entire
range of drug labeling under that section without any problem without

a hearing, so we didn’t think it called for one to add this additional
thing.

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

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

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

Mr. Goobricu. If we were arbitrary and capricious. We have a
case in the Supreme Court now involving this problem and we will
have better guidance on that next term, as to the extent to which the
Administrative Procedure Act or the Declaratory Judgments Act
provides for review where the administrative action is not under one
of the sections where Congress itself has specified the route of review.

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

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

Dr. Palmisano, would you care to comment on this?

Dr. Paumisano. Yes.

In this area of where to draw the fine line on how many of these
tablets to put in one package, that was discussed before, there is a range
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involved because you have to remember that children are all sizes and
shapes.

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

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

At the age of 2, T just checked, pulled out one of my little cards, and
the average child, the child that fits in the 50 percentile of 100 children
on their second birthday, the average of 50 percentile, the one in the
middle will weigh about 28 pounds.

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

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

Many injuries require secondary treatment, by the way, but at 28
pounds for a 2-year-old child, 28 grains is a toxic dose.

Now, the number of baby aspirin for 28 grains is about 22. They
are 114-grain aspirin, which is the small type, flavored aspirin. This

gives you something to shoot at.

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

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

Somewhere in the neighborhood of 20 to 25 tablets of 1)4-grain
aspirin flavored would seem to be the place where you have to cut it
off if you want to do what we are talking about. I think this is im-
portant relative to what Mr. Gilligan said a little bit earlier.

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

I might point out that no matter how good these tops are, a kid
has a built-in bottle opener; namely, his teeth. I have just thrown a
few empty bottles to a batch of kids in a hospital and 1t takes a few
seconds for them to realize they can pull that top off or bite through it.

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

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

Dr. Gooparp. Yes. This is the usual number.

Mr. Rogers of Florida. Suppose a child has a cold. What is a
normal prescription for aspirin? How often do they have to take
them? One an hour, every 2 hours, or how many?

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

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

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

Mr. RocEers of Florida. T just wonder now if a parent goes to buy
a small bottle that has only 20 aspirin, that is really just about
enough for 1 day’s dosage.

Dr. Gopparp. About 2 days, Mr. Chairman.

Dr. Parmisano. Iwould say 1 to 2 days for a persistent fever; that
is correct,

Mr. Rocers of Florida. Maybe they will just buy a lot of smaller
bottles. Would they, do you think?

Dr. Panmisano. | would expect they would.

Dr. Gopparp. This still, however, could contribute to reduction
of the hazard, because the unopened bottles, unused bottles, would
be more apt to be stored in the medicine chest out of the reach of
the child of the age that Dr. Palmisano is referring to.

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

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

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

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

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

Mr. RoGers of Florida. These are for children under 5 as I
understand?
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Dr. Gopparp. Yes, sir.

Mr. Roaers of Florida. What is the history with respect to
children above 57

Dr. Gopparp. The accidental poisonings drop off rather sharply
after 5. They still occur, but the magnitude of them is greatly
diminished as the child approaches the preschool age and has had
some experience and he gets out of this oral stage that Dr. Palmisano
mentioned earlier.

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

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

Dr. Gopparp. Vitamin and iron preparations.

Mr. Rocers of Florida. 1 see.

Dr. Gopparp. Let us see. 'We will get the list out.

Yes: 2,248 involving accidental ingestion of vitamin and iron
preparations.

Mr. Rocers of Florida. I see. ' And this authority that would be
given by this legislation would apply to over-the-counter drugs as well
as drugs dispensed by prescription?

Dr. Gopparp. That is correet.

Mr. Gooprrcn. With this point: That the drug as it moved in
interstate commerce would have to have this warning on it and if it
was a prescription drug or over the counter it would be subject to
the safety closure, but the labeling on the actual prescription that
goes to the patient only has to have on it such warning as the physician
orders.

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

Mr. Rocers of Florida. To all?

Mr. GoopricH. Yes, sir.

Mr. RoGers of Florida. Let me ask you about the cautionary
labeling.

This would go now to cosmetics and drugs?

Mr. Gooprich. Right.

Dr. Gopparp. That is correet.

Mr. Rocers of Florida. And against accidental misuse? Is that
right?

Dr. Gopparp. That is correct.

Mr. RogErs of Florida. What is the present authority in this area?

Mr. Gooprica. The present authority is section 502(f)(1) which
we mentioned which says that we have the right to require on drugs
such warnings against misuse and against use in unsafe dosage, and
against use by children as necessary to protect the public health.

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

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

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

Mzr. Rogers of Florida. What about cosmeties?

Mr. Gooboricu. For cosmetics it would require that if from the
nature, composition, or packaging the product involves a substantial
risk of causing injury to health during or as the result of reasonably
foreseeable handling, storage, or use, whether intentional or otherwise,
the cosmetic is misbranded unless it bears cautionary labeling neces-
sary for protection of the public and first aid warnings where appro-
priate. We would be given limited authority here by regulations to
deal only with those areas where there was reason to resolve un-
certainty or to carry out the purposes of the act. It wouldn’t be an
issue of regulation each time, Eut to take a hold of a situation where a
particular cosmetic was causing injuries, to declare that that cosmetic
was subject to the new provisions and would therefore have to bear a
warning statement.

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

Mr. GoopricH. Noj; accidental ingestion. We would get that same
sort of information from the poison control centers.

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

Mr. RogEers of Florida. What about hair dye?

Mr. Gooprica. I don’t know whether hair dye is involved in
accidental poisonings or not.

Dr. Gopparp. Yes, it has been.

Mr. GoopricH. Then it would have to have a warning that it
would be dangerous if ingested.

Mr. RoaEers of Florida. Also lipsticks. Have you had any cases
of poisoning from lipsticks?

r. Gopparp. There have been reports of cases where children
have tried to eat lipstick. I don’t know what toxicity may result.
My impression is that it is generally harmless under those circum-
stances.

Dr. PaLmisano. Yes. There have been a few reports that I know
about of lipstick actually having been eaten, but I don’t know of any
damage that has resulted to my knowledge.

Mr. Rogers of Florida. 1In the last part of the bill, the “exelusion,
from interstate commerce, of toys and other children’s articles con-
taining hazardous substances, and of other substances so dangerous
that cautionary labeling is not adequate,” this doesn’t go to ingestion
necessarily, does it?

Dr. Gobparp. No, It may include ingestion.

Mr. Rogers of Florida. It may, but it goes beyond that as I would
interpret it.

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

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

Dr. Gopparp. That is correct, it does not have to be.

Mr. Rocers of Florida. And this is to get at the problem like—

Dr. Gopparp. The toy duckling, Jequirity beans, cracker balls,
these kinds of toys.

Mr. Rocegs of Florida. Which the courts have held, at least in the
Houston case, the cracker ball case, that it was not packaged. It
was not a package as such, the individual one.

Dr. Goppagrp. The individual container was not a package itself.

Mr. Rocers of Florida. Under this provision if this is passed you
could act against such items?

Dr. Gopparp. We could ban these from interstate commerce.

Mr. Rocers of Florida. And from actual use?

Dr. Gooparp. That is correct.

Mr. Rogers of Florida. Not require just labeling, but say they
should not even be used.

Dr. Gopparp. As inherently too dangerous.

Mr. Rogers of Florida. Also in the bill T think it is proposed for
not only toys and other children’s articles, but other substances so
dangerous.

Dr. Gopparp. That is the X-33 type of substance.

Mr. Rocers of Florida. Also, what about cosmeties there? Would
they be covered?

Mr. Gooprica. No.

Mr. Rocers of Florida. If they were hazardous?

Mr. Goobrici. They wouldn’t come under the Hazardous Sub-
stances Act at all. They are exempt, and all we are proposing to do
with cosmetics is to require warnings against a\(*vidcnmll hazards under
the other part of the bill.

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

Mr. Goobpricu. They are.

Mr. RocEers of Florida. Even under this?

Mr. Goopricn. Yes, sir; in spite of this.

Mr. Rocers of Floride. I don’t think we can prevent it, anyhow.
This would also allow you to require & warning or an actual banning
if there was such a thing as pressure built up in a cooking utensil?
Would vou require a label on that?

Mr. GoobricH. No.

Mr. Rocers of Florida. If it were so hazardous that you had ex-
perience that it blew up something you would ban it?

Mr. GoopricH. We haven’t classified that as a hazardous sub-
stance. It is not toxie, corrosive, irritant, nor does it generate pres-
sure threugh decomposition, heat, or other means.

Mr. RoGegs of Florida. Well, it could do it by heat, couldn’t it?

Dr. Gopparp. You could with a pressure cooker perhaps do that.

Mr. RogEers of Florida. This is what I want to know, how far does

this authority go.
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Mr. Gooprich. I wouldn’t classify that as a “hazardous substance”
myself,

Ir. RocErs of Florida. You mentioned pressurized food containers
on page 5 of your statement requiring a cautionary warning to reduce
the hazards against accidental injuries.

Dr. Gopparp. Yes.

Mr. Goobrica. Those containers are known to have a hazardous
explosion if they are incinerated or punctured.

‘-R-'Ir. Rocers of Florida. I want to know where the overlap is on
just requiring labeling or actually classifying it as a “hazardous sub-
stance” to be prevented from use in interstate commerce.

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

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

Mr. Goopricu. That is right, but this is an alternate to labeling.
First, labeling is tried and if the labeling does protect the public that
is adequate, but we have to make a finding that no form of labeling
is enough for this circumstance,

Mr. Rocers of Florida. Is a hearing given here?

Mr. Goobpricu. Yes.

Mr. Rogers of Florida. And judicial review?

Mr. Goobricu, Yes, sir.

Mr. RocErs of Florida. Now, on H.R. 13884, to strengthen the
mutual cooperation and assistance, including training of personnel,
in the administration and enforcement of the act and of State and local
laws relating to food, drugs, devices, and cosmeties, is there any
money authorized to be spent for this?

Dr. Govparp. Not in this bill, of course. We are carrying out
training activities in limited areas as part of our responsibilities today
and to the extent that States do have funds available to send their
personnel. This is quite frequently, as you know, a serious limitation
in_their obtaining the training they need to carry out their responsi-
bilities, but to the extent that they ean do it today some of them do
participate.

We view the job ahead as being one that will require even greater
participation by State and loeal food and drug officials, and one of the
most significant contributions we can make at this point in time is the
provision of scientific training because the technology is advancing so
ml)idl\_-' that adequate training is a requirement if they are to do their
job effectively.

Mr. RoGers of Florida. What funds will be used by the Depart-
ment to earry out the provisions of this?

Dr. Gopparn. Our regular appropriations, sir.

Mr. Rocers of Florida. How much would be anticipated to be
used?

Dr. Gopparp. We have about $985,000 total training money at
the present time for all purposes and I can’t give you a firm estimate
in the first year.

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

Mr. Rocers of Florida. Would you let the committee have an
estimate of what you anticipate in the first year?
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Mr. Gopparp. We will be happy to.

(The estimate requested when supplied, will be found in the com-
mittee files.)

Mr. RocGers of Florida. Is there any limitation of time?

Dr. Gopparp. No, sir.

Mr. RocGers of Florida. This would be an amendment to——

Mr. Goobricu. To the Food, Drug, and Cosmetic Act itself.

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

Dr. Goppanrp. Yes.

Mr. Rocers of Florida. And I would think would be an economical
way to approach the problem because it will reduce the requirement
for additional Federal employees to get into the field and simply
using existing State authorities that are already in their jobs now.

Dr. Gooparp. Yes, sir.

Mr. Rogers of Florida. In your professional judgment, do you
anticipate that you will need additional personnei to carry out the
provisions of either of these bills?

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

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

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

Dr. Gobparp. There is no legal provision, if that is your question,
Sir.

Mr. Rocers of Florida. Yes.

Dr. Goppagrp. This is a voluntary effort that the National Academy
of Pediatrics, the American Medical Association, and other groups
were instrumental in establishing. I believe it was in 1957 we held
the meeting in Chicago at the Academy of Pediatrics annual meeting
and actually set up the national clearinghouse at that time.

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

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

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

Mr. Rocers of Florida. I suppose there is no authority at all to
tie in the reporting of child eruelty by any streteh of the imagination
in your particular department?
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Dr. Gopparp. No; not in our agency. The Public Health Service
is, however, along with the Academy of Pediatrics and others, con-
cerned about this particular problem. If I remember correctly, Dr.
Palmisano can check me on this, hasn’t the academy attempted to

ather statistics on the frequency of these episodes, and to stimulate

etter State laws in this field, and to make aware the local coroners,
the medical examiners, of this as a possibility to be kept in mind when
a young child is found dead or brought in in serious condition to
emergency rooms?

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

Dr. Gooparp. Mr. Ellenbogen.

Mr. ErLenBogeEN. Mr. Chairman, the Children's Bureau of our
Department has developed, and published, and the Council of State
Governments has endorsed, a uniform State law on this subject.

Mr. Rocers of Florida. Good.

Are there any other questions?

Mr. Guuigan. Mr. Chairman, this isn’t a question, but rather a
commendt.

I know that comparisons are odious but since Mr. Mackay pointed
out the wisdom of Dr. Goddard in having chosen the Fuurtﬁ Bistrict
of Georgia as his domicile I think it is only fair to point out the wisdom
of his lieutenant, Dr. Palmisano, in having Cincinnati, in the First
District of Ohio, as his home and domicile.

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

Mr. Rogers of Florida. Maybe he took aspirin.

Dr. Parmisano. If the record shows any mistakes in English and/or
syntax we know where the blame lies.

Mr. Ginuigan. I will clean up the record.

Mr. Rocers of Florida. Mr. O'Brien, do you see anybody you
recognize?

Mr. O’'Briex. No;I am afraid to after this discussion.

Mr. Rogers of Flodida. Are there any other questions?

This has been most helpful. You have brought to the committee
information that will be a basis for us taking action in a very important
field and we believe that the suggestions that you have given us will
be helpful in trying to reduce the child accidents from poisoning.

This will conclude the hearing.

Dr. Gooparp, Thank you,

(Whereupon, at 11:30 a.m., the hearing adjourned subject to call of
the Chair.)
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MONDAY, AUGUST 15, 1966

HovuseE or REPRESENTATIVES,
SuscomMMITrEE oN Pusric HeEaurH AND WELFARE
oF THE COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE,
Washington, D.O.

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

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

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

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

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

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

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

My complaint is that the Department of Health, Education, and
Welfare failed to adopt enough of H.R. 1235 in this legislation,

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

It has been called to my attention by the legislative strategists in
the Department of Health, Education, and Welfare, however, that
1 do not serve on the committee which handles this legislation, and that
the members of this committee might be miffed if the Department were
to endorse H.R. 1235 by number, even if supporting mosi of the
things in it.

Mr. Rocers of Florida. May T interrupt the gentlewoman there

and say she may advise the Department that the members of this
41
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committee would not be miffed, but would be delighted to see any
endorsement they make of the gentlewoman’s bill.

Mrs. SuLurvan. Thank you very much, Mr. Chairman. I appre-
ciate that. The Department also appears to fear an omnibus bill
approach; it seems to feel that if it goes along on the same petty pace
which has been followed for the last dozen years in amending the
basic act a little at a time, in piece-meal fashion, it will add up even-
tually to a solid and loophole-}ree statute.

In the meantime, however, we have limped along with a law which
its administrators admit is woefully inadequate in coping with the
dangers to our health and safety from foods, drugs, and cosmetics—
and this bill before you today is just one illustration of how weak the
present law is when it comes to protecting the lives of children.

Be that as it may, I am not at all pleased that when it took whole
sections out of H.R. 1235 to form this truncated bill in one limited
area of inadequacy in the basic statute, the Department went only
half way toward protecting children from poisoning from candied or
flavored aspirin.

The Department has requested legislation merely to limit the num-
ber of such attractive menaces to child safety that can be packaged
in a single container. The theory is that if a child swallows the whole
bottle of pills—as many of them frequently do—the probable dosage
in a small container will not kill the child, even though it will undoubt-
edly make him very, very sick.

But why permit these pills to be sold at all?

Dr. James Goddard, the Commissioner of the Food and Drug Ad-
ministration, has testified before you that every third day a child
dies from an overdose of candied aspirin. At least 12,500 documented
cases were recorded at poison control centers in 1965 of child poison-
ing from flavored aspirin—90 percent of all cases where the type of
aspirin_involved in a child poisoning case could be ascertained.

Children don’t like plain aspirin—who does? They are seldom
tempted to eat the unflavored tablets, which they could hardly mis-
take for candy once they tasted them. They love the candied type.
They think it is candy. Some parents perhaps contribute to this
tragic misconception by luring the child into taking medicine on the
fraudulent claim that it is candy.

It tastes like candy and looks like candy, and the child—particu-
larly a toddler who can’t read the warnings on the label—can hardly
be blamed for grabbing the bottle at the first opportunity and downing
the contents.

The child may or may not die—125 of them died last year from
this cause and in some years it has been a higher toll—but even when
the child does not die, the parents are put through the most agoniz-
ing kind of unnecessary torture as the child’s life hangs in the balance.

Almost every family has known the tragedy of a child death or
the torture of a near tragedy from this cause. I have received many
letters from families which have undergone this torture. They plead
for the outlawing of this dangerous drug which takes the lives of so
many young children, a drug whose dangerous nature they hadn’t
realized until a near tragedy occurred in their own households.
They point out that you can easily crush a 1% grain aspirin, or part
of a regular 5-grain tablet, on a spoon with jelly or sugar and get the
dose down without any real difficulty.
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I am disappointed in the timidity of the HEW position on this
matter because, as I said, the administration prnposa{x:o do anything
at all about children’s flavored aspirin was prompted originally by
the provision in section 14 of H.R. 1235, as introduced by me on the
opening day of this Congress, January 4, 1965.

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

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

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

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

Mr. Chairman, I would like to submit for the printed record of
your hearing, the background of this idea, including the original letter
tobl]le and my followup on it, and the material I obtained on this
subject.

Mr. Rogers of Florida. Without objection, it will be made a part
of the record.

(The material referred to follows:)

WeesteEr Groves, Mo., April 29, 1964.

Re our conversation on April 16, 1964, about accident reporting.

Hon. LEoNOR SULLIVAN,
Congresswoman, Third District, Missouri,
Old House O ffice Building, Washington, D.C.

Dear Mgs. SuLLivan: It should be mandatory for all persons responsible for
the health of the public to report to a central ageney all accidents or diseases
clearly related to some product which has been shipped in interstate commerce.

The average person, including many public health officials and doctors, does
not know what to do when such a product causes an accident. Usually each
incident “dies” with the patient, or is forgotten if recovery is made, Many such
accidents may happen before someone who cares takes action and brings a report
to the proper authority. Therefore, the U.S. Public Health Service, or other
designated agency should place in the hands of all doetors, ete. mandatory re-
porting forms with adequate provision for the gathering of sample material, and
information necessary for the tracing of the source of the material. Such reports
should cover accidents to non-human life as well as human. Such reporting
could be provided for under laws now being administered without further Con-
gressional action.

I have talked about this to Loretta Vrooman, and may have said something to
Tom Curtis. However, to the best of my knowledge, nothing has been done
about this.

The Consummer Conference was highly interesting. However, such con-
ferences seem to bring out only those already interested and knowledgeable about
t{:c rﬁ})lems. It seems to me the problem is to reach groups which are new in
the field.

68-085—06——4
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Am enclosing an article from the Saturday Review which should interest you.
I am becoming such a pest that I pulled it out to send to Tom before I read the
last paragraph. My favorite building in Washington after the Rotunda of the
Capital is the Library of Congress. worked in the stacks on my MA Thesis,
and almost became the Curator of Municipal Reports.
Sincerely,
Mrs. Froris R. MiLLs,

House oF REPRESENTATIVES,
Washington, D.C., May 12, 1964.
Mrs. Froris R. Miuis,
Webster Groves, Mo.

Dear Mgrs. MiuLs: Thank you very much for your lefter and the material you
sent me on the Library of Congress and its needs. 1 have always supported the
Library on appropriations and I will certainly do my best to improve their space
situation as well as personnel.

On the other matter, I have referred your suggestion to the heads of a number of
agencies and have asked them for comments and advice. It is very possible that
the kind of thing you recommended can be carried out without the need for special
legislation, but I am going to let them tell me so.

With best wishes, I am,

Sincerely yours,
Leonor K. (Mrs. Joun B.) Svrnnivan,
Member of Congress,
Third District, M issourt.

HousE oF REPRESENTATIVES,
Washington, D.C., May 12, 1964,
Hon. Luraer L. TERRY,
Surgeon General,
U.S. Public Health Service, Washington, D.C.

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

“It should be mandatory for all persons responsible for the health of the publie
to report to a central agency all aceidents or diseases clearly related to some prod-
uet which has been shipped in interstate commerce.

“The average person, including many public health officials and doctors, does
not know what to do when such a product causes an accident. Usually each
incident ‘dies’ with the patient, or is forgotten if recovery is made. Many such
accidents may happen before someone who cares takes action and brings a report
to the proper authority. Therefore, the U.S. Public Health Service, or other desig-
nated agency should place in the hands of all doctors, ete. mandatory reporting
forms with adequate provision for the gathering of sample material, and informa-
tion necessary for the tracing of the source of the material. Such reports should
cover accidents to non-human life as well as human. Such reporting could be
provided for under laws now being administered without further Congressional
action.”’

Sincerely yours,

Leonor K. (Mzs. Joun B.)) Svruivay,
Member of Congress,
Third Disirici, Missouri.

NoTte.—Similar letters also addressed to Commissioner George P. Larrick, Food
and Drug Administration; Administrator Byron T. Shaw, Agricultural Research
Service; Chief Katherine B. Oettinger, Children’s Bureau.
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DersrTMENT oF HEALTH, EpUcATION, AND WELFARE,
Foop anp DrRUG ADMINISTRATION,
Washington, D.C., May 21, 1964.
Hon. Leoxor K. SULLIVAN,
House of Representatives,
Washington, D.C.

DEar Mgrs. Svrnivan: This replies to your letter of May 12, 1964, requesting
our comment on a suggestion that all persons responsible for the health of the
public be required to report to a central agency all accidents or diseases clearly
related to some produet which has been shipped in interstate commerce.

We believe there is no Federal law under which such a requirement could be
made at this time. Legislation would be required in order to put this suggestion
into effect.

We will discuss this matter with the Public Health Service and the Depart~
ment and will let you have our further comments at a later date.

Sincerely yours,
Gro. P. LARRICK,
Commaissioner of Food and Drugs.

DEPARTMENT OF AGRICULTURE,
AGRICULTURAL RESEARCH SERVICE,
OFFICE OF ADMINISTRATOR,
Washinglon, D.C., June 3, 1964.
Hon. Leonor K. SuLLIvan,
House of Representalives.

Dear Mus. SvrLLivan: This is in reply to your letter of May 12, addressed to
Dr. Byron T. Shaw, regarding recommendations which you received from a
constituent who feels some mandatory nationwide system should be established
for reporting accidental poisoning cases.

Approximately 500 local Poison Control Centers are now operating throughout
the continental United States. Many of these centers are manned by volunteers
who keep the records and furnish needed information to doctors requesting it.
Of the 500 Poison Control Centers, about half submit their accident records to a
National Clearing House established by the U.S. Public Health Service. In
turn, the National Clearing House disperses the information which it receives to
all the participating centers and to all other interested agencies, including the
Department of Agriculture. This is not a compulsory program, however, and
only a small percentage of actual cases of poisoning reach the National Clearing
House. Nevertheless, the whole progrfam has been very popular with practicing
physicians and is very helpful to the Pesticides Regulation Division of this Service
in carrying out its responsibilities.

In addition to this program of the U.S, Public Health Service which is limited
to human accidents, the Department of Agriculture investigates accidents which
are brought directly to its attention. The Pesticides Regulation Division and the
Plant Pest Control Division of this Service attempt to establish the facts on
reported cases of injury both to man and animals if they are related to pesticide

use.

The U.S. Public Health Service also maintains a record on deaths from all
causes in its Bureau of Vital Statistics. Accidental deaths related to pesticides
as well as those from drugs or other solid and liquid substances are recorded by
that agency. A Public Health Service handbook entitled “Clinical Handbook
on Economic Poisons’’ is a useful guide for physicians in the diagnosis and treat-
ment of poisoning by pesticides, and has been distributed quite widely to inter-
ested doctors.

You may wish to write to the National Clearing House for Poison Control
Centers in the Public Health Service for information regarding details on how the
Poison Control Centers operate.

If we can be of further assistance to you in this matter, please feel free to call
on us.

Sincerely yours,
R. J. ANpERSON, Depuiy Administralor.
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DerarTMENT oF HEALTH, EDUCATION, AND WELFARE,
PusLic HEALTH SERVICE,
Bureau or STaTE SERVICES,
Washington, D.C., May 20, 1964.
Hon. Leovor K. SuLLivan,
House of Representatives,
Washington, D.C.

DEar Mrs. Surtivan: Your letters of May 12, 1964 to Mrs. Oettinger, Chief
of the Children’s Bureau, and the Surgoen General, on reporting of injuries and
disease associated with a produet, have been referred to this Division for reply.

Your correspondent in the St. Louis area has identified a major opportunity
for improved health protection services for the consumer.

I am pleased to report that this Division is taking positive action in our area
of program responsibility—aceidental injuries and accidental poisonings.

&:r National Clearinghouse for Poison Control Centers receives reports on
accidental poisonings from approximately 300 local poison control centers through-
out the country. These reports are analyzed to identify the product involved
and the circumstances surrounding the poisoning. On the basis of these reports,
corrective action is brought about and prevention programs are developed. The
clearinghouse also provides to the local centers, information on the diagnosis and
treatment of poisoning cases. Attached is a summary report on poisoning cases
and a copy of our Bulletin which is distributed to all State and loeal centers.

A number of special studies have been done on accidental injuries. These
studies usually begin with the voluntary cooperative reporting of injuries by
hospitals in & community and are followed up with interviews and investigations
to identify the cause of the injury. From these studies corrective actions can
be taken or programs to inform the public of hazards can be carried out. One
such projeet is being carried out in cooperation with the health department in
Bt. Louis. Other projects are being or have been carried out in Mississippi
County, Arkansas and Robeson County, North Carolina on burn injuries: in
Albany, New York on injuries to elderly people; and in Iowa on injuries asso-
ciated with machinery. This Division has taken the lead on other problems
which are national in scope. For example, a defective trailer heater, after being
associated with two deaths, brought about a joint intensive effort on the part of
the manufacturer, health departments, police departments and others to identify
and trace all trailers having this type of heater and warning the owners. This
was acc::l)mplished, but still 18 deaths resulted before all could be found and
corrected.

Other steps to improve consumer protection from injuries are being planned by
this Division. We hope to identify and establish certain cities or counties as
special surveillance areas for injury reporting. These would be areas representing
various sections of the country. From these areas we would have rapid reporting
and investigation of injuries which would bring about a reduction of the ‘“lag
time’’ between the identification of an injury cause and its correction.

We feel that the central reporting of all accidental injuries and diseases related
to a product would be impmctical and perhaps unnecessary. We feel that a
carefully selected and efficiently operated network of reporting areas such as
proposed above would bring about the benefits suggested for a central reporting
gervice.

Your correspondent in the St. Louis area may find it helpful to discuss her ideas
with Dr. C. Howe Eller, Commissioner of Health, St. Louis County Health
Department. Dr, Eller is a member of the Surgeon General’'s Advisory Com-
mittee on Accident Prevention and is especially interested in injury control,

We appreciate your bringing to our attention the services that would benefit
your constituent. We hope the above information will be helpful to you.

Sincerely yours,
; Pavr V. Jougr, M.D,,
Chief, Division of Accident Prevention.
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NamoNaL CLEaRINGHOUSE FOR Pomison Conrron CentERs, U.S. DEPARTMENT
oF Heavrn, EpvcarioN, aNp WELFARE, PuBric HEALTH SERVICE, WASHING=
ToN, D.C.

(A service of the Division of Accident Prevention, Bureau of State Services)

SeprEMBER-OcToBER 1963.

Survey or THE Mos1-FREQUENTLY AccipENTALLY INGESTED PrODUCTS

A primary function of the National Clearinghouse for Poison Control Centers
is analysis of the data reported by the centers. Currently, about half of the 511
cenfers throughout the country are using our standard report form (PHS-2805).
In 1961 42,000 cases were submitted for statistical processing. Approximately
90 percent were reports of ingestions among children under 5 years of age. Sum-
maries of our tabulations were distributed to the participating centers. Con-
solidated summaries were sent to the State Health Departments eoncerned and
Public Health Service Regional Offices.

After coding and tabulation, the individual case histories are filed by category
(such as laxatives, bleaches, tranquilizers, ete.) and then subdivided by trade
name. This file serves to provide clinical information both on categories of
products and on individual trade name items that make up each ecategory.

An analysis of the accidental ingestions among children under 5 yvears of age
shows that 10 categories out of the 80 currently used accounted for approximately
half the cases. The following table lists the relative frequencies of such ingestions
during 1961.

Types of substances:
. Aspirin
. Insecticides (exclusive of mothballs)

Percent
of total

. Detergents, soaps, cleaners

. Furniture polish

Kerosene

. Vitamins and iron preparations
. Disinfectants, deodorizers

9. Lye, corrosives

10. Laxatives

If suicides and accidental ingestions in persons 5 years and over were also
considered, sedatives-barbiturates (4.5% of all ingestions) and tranquilizers
(2.8% of all ingestions) would be included in the “top 10.” However, since
Foisan control centers are concerned primarily with accidental posioning, the
ollowing observations will be confied to those categories of substances most
frequently ingested by small children.

Individual case reports are on file for those ingestions reported to us since July
1959, a 30-month study period in which approximately 90,000 reports were
analyzed. Within each of the “top 10" categories, the number of different pro-
ducts and the frequency of each were tabulated. Information concerning hos-
pitalization was tabulated on the 10 most-frequently-ingested products within
each of the “top 10.” This report, then, would cover 100 individual products
except that the Ecrosnnc category is not broken down by trade names.

On further review of the cases accumulated in this 30-month period, it was found
that 34,651 reports identified the name of the ingested product in these “top 10”
categories, Of 1722 different trade name produets represented, 15 were reported
200 or more times, and 16 others were reported 100 or more times.
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Products among ““Top 107 substances which were reported 100 or more times, July
19560 to December 1961

Percent ! | | Percent t
Produet hospital- || Product Cases | hospital-
ied || | ized

PG B R e
- “Clorox” --..-
. Kerosene. ..

| 19. “Comet”* 169 }
| 20, “Harris Famous™ roach

| 21, “6-12" insect repellent. .
. “Poly-Vi-8ol".
. "'Mr, Clean"..
. “Sanl-Flush"...._...
| 26. “Carter’s Little Pills™
| 26, “R nt* al Tl
AR [ ey e et
28, *Chocks" vitamins.
b DT % [ PREERLC TS
., “Lilly’s"” ant cup
31, “Easy-Ofl"" oven cleaner....
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|| Total cases with trade name
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. ::Prldti: furniture polish
A lishes. .
. “Gator Roach Hives™
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13. “Purex"
. “"Pine-Sol"" disinfectant
. “Black Flaz"
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1 Based on cases with known information regarding hospitalization,

It was found that 15 products (acetyl salicylic acid, kerosene, and ammonia
each counted as a single produet) accounted for 0.9 percent of the individually
identified products, but for 69.1 percent (23,940) of the cases. When the 31

roducts named 100 or more times were analyzed, 1.8 percent of the individually
identified produets accounted for 76.3 percent (26,425) of the ingestion cases.
The remaining 1,691 products represented 98.2 percent of the identified substances
but only 23.7 percent of the cases. Aspirin, of course, led the 10 most-frequently
ingested produets with almost half of the cases, followed by “Clorox” (5.4 %),
kerosene (4.8%) “Ex-Lax” (2.9%), and “Drano” (2.9%).

Children hospitalized from these ingestions ranged from 6.0 percent to as high
as 55 percent, with figures based on the number of cases for which data concerning
hospitalization were available. The criteria for hospitalizing an ingestion case
vary from hospital to hospital. Many of the cases were admitted either because
of a hospital policy or for 24-hour observation. The average hospitalization
for the 15 products was 20.6 percent, and 20.0 percent for the combined products
in all of the selected groups of substances.

In analyzing ingestions among children under 5 years of age, the identification
of the trade-name products most-frequently encountered was included for a number
of reasons. When relatively few products account for the majority of ingestions,
the necessity is clear for having the information on the ingredients, symptoms,
and treatment for these cases instantly available. Because information is
generally available on the more common products (whether by reason of volume
of eales or popularity of the product), the less-frequently-mentioned products
probably cause the poison control center the most difficulty. 1In the latter case,
the formulations are less likely to be readily available, causing delay in the
disposition of the child. In brief, the 15 products that are mentioned 200 times
or more should be familiar to the doctors in the poison control centers, whereas
the 5,000 to 6,000 products that have been ingested a fewer number of times
will present greater problems.

On several occasions in these tabulations, the trade name mentioned on the
report fails to specify the individual produet of a company. Thus, several similar
products with a familiar company trade name may be grouped together; examples
of this are “Black Flag,” “Real-Kill,” “Raid,” and “ ?:13 English” Furniture
Polish. Other tables include merely a chemical identification, since this was the
%rincipal method of identifying the products when these cases were reported.

herefore, in one table both potash and lye are mentioned individually, although
several of the products in the table might have contained either or both of these
substances. Similarly, ferrous sulfate and ammonia are listed in their appropriate
categories. The tables, therefore, reflect the named products that were identified
by the individual poison control centers and, although some of the lists might not
be mutually exelusive, there are still many interesting and informative conclusions
that might be made.
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ASPIRIN

Aspirins, all types combined, whether identified by brand name or not, consti-
tuted about one-fourth of all ingestions with a total of 51 brand names listed.
Among reports listing brand names, “St. Joseph’s” (54%), “Bayer’s” (32%),
and “Bufferin” (6%) comprised 92 percent of all ingestions. The next seven
brands made up another 6 percent and 41 brands the remaining 2 percent of the
cases. Two-thirds of the ease reports failed to note a trade name.

Even though aspirin accounts for nearly a third of the poisoning deaths among
children under 5 reported yearly, most of the reported ingestions do not require
hospitalization. Only 13.9 percent of the cases known as to hospitalization were
treated on an in-patient basis, and only 0.6 percent were hospitalized for four or
more days.

The following table indicates the 10 most-frequently-ingested brands of aspirin
of the 51 brands reported and known as to “‘baby’” or “adult” type. It might
be pointed out that, although the frequencies of these categories are based on
1961 figures, the aspirin table was the only one in the group that does not contain
the accumulated data for the 30-month study period.

Aspirin most frequently ingested by all ages, by trade name, 1961 only

Type of aspirin
Total

Trade name Adult Unkunown

Num- N Num- | Per- | Num- [ Per-
ber ber cent cent
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“Bayer"..... 801
“Bufferin"

. “Rexall” ..

. “Abbott" .

. “Johnson's

. “McKesson
“Aspergum'’

. “Squibb’ _ __

. “Norwich™
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INSECTICIDES

Insecticides (excluding mothballs) aceounted for 5 percent of all the ingestions
among small children. During the study period, 467 trade-name products were
designated among the 3,368 cases which were reviewed. The 10 most frequently
named constituted 47 percent of the cases and, as might be expected, were the
types of insecticides that might be found in and around the house, the environment
of the small and unaware child.

Insecticides most frequenily ingested by all ages, by trade name and hospitalization,
July 1959 to December 1961

Total cases Percent Percent not
hospitaliza- | hospitalized | hospitalized
tion data

ra
11

“Gator Roach Hives". 225
“Black Flag" = E 102
“Real-Kill"”. - 118
“Rajd”.....- S 2 7
“Harris Famous' roach tab| 125
“§-12" insect repellent. T
“Lilly's" ant cup... 33
“Antrol’ ant killer 48
“Terro’’ ant killer. .. 62
., “OM!" insect repellent. 20
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BLEACHES

Bleaches are responsible for 4.4 percent of the ingestions among children under
5 years of age. In 2,886 cases in which the trade names were identified, there were
155 products and the 10 most frequently mentioned accounted for 2509 reports.
“Clorox’ accounted for 64 percent of the cases in which the trade names were
known. Following this was “Purex” (8.3%), “Roman’ Cleanser (5.5%), ‘“Daz-
zle' (2.39%), and “Fleecy White'” (1.8%). The remaining 150 trade names
identified constituted only 18 percent of the bleach ingestions reported. In those
cases where hopsitalization was known, it was found that 14.1 percent of the chil-
dren were admitted. However, no breakdown was made to determine if a greater
majority were hospitalized in the earlier part of the study, when less was known
about the effects of hypochlorite ingestions. Some were admitted only for
observation.

Bleaches most frequently ingested by all ages, by lrade name and hospilalization,
July 19569 to December 1961

Total with
Total cases known Percent Percent not
hospitaliza- | hospitalized | hospitalized

tion data

1
2
3
4
5.
6,
b
8
9

. “Hood 33" ___.
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DETERGENTS, SO0APS, AND CLEANERS

This heterogeneous class of products was named in 4.3 percent of the cases
reported to the National Clearinghouse in 1961. Listed on the reports as the
agent in the ingestion, in the 3496 cases in which a product was identified, were
413 different trade names. Again, the 10 most frequently ingested from this
group contributed 1712 cases, or 49 percent of the total. Ammonia led the list
with 420 cases, but it is a generic name and seldom identified by individual label.
However, it accounted for a greater percentage of hospitaliztion than the other
products listed.

Detergents, soaps, and cleaners mns.‘.‘frer{ueﬂ!f y ingested by all ages, by trade name and
hospitalization, July 1959 to December 1961

Total with

known Percent Percent not
hospitaliza- | hospitalized | hospitalized
tion data

. Ammonia
2. “Lestoil”..
. “Windex"
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FURNITURE POLISH AND WAX

The furniture polish and wax category contained 148 trade names among 1670
identified products. The 10 most-frequently-ingested trade-named items con-
tributed 1097 cases, 66 percent of the total, while the other 138 trade-named
products were distributed among 573 cases. Two products, “Pride’ (360 cases)
and ““Old English” Polish (303 cases) were the most frequently ingested. In
the 527 cases where information concerning hospitalization was available, 5.1
percent were hospitalized for 1 day, 4.9 percent for 2 to 3 days, and 6.5 percent
for 4 or more days. Nineteen percent of the children were hospitalized for an
unknown number of days. This group of substances had a percentage of hos-
pitalization (35.5%) that was roughly equivalent to that for kerosene (39.5%),
\:p(lgixbl.ndl_v because the main ingredient of many of the polishes is a petroleum
distillate.

Furniture polish and waz most frequently ingested by all ages, by lrade name and
hospitalization, July 1959 to December 1961

Total with
Trade name Total cases known Percent Percent not
hospitaliza- | hospitalized | hospitalized

tion data

i e 175
2. - . 179
3 T 24
4. *0O'Cedar" polishes._ . - i 45
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5. "Bruce" floor cleaner.. : a5

. “"Hi Lite"" furniture polish... . g 30
7. *Pledge" : 6
8. “Stanley’s" furniture creme - 12
9. “ Klear" floor wax . 3 7
10. “ AerOwax™ 37 14
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KEROSENE

During this study, 1,656 reports of kerosene ingestion were submitted, making it
the third leading substance ingested. Although kerosene or petroleum distillate,
is a vehicle in many other products, it has been classified by itself; this category
does not include products in which it is present in high concentration, In 1,371
cases with information on hospitalization, it was found that 541 (or 39.5%) were
admitted. In 52 cases (3.89) the victims were in the hospital one day; in 105
cases (7.7%), from two to three days; and in 92 cases (6.7%) for four or more
days. There were 202 cases (21.3%) in which the children were hospitalized, but
the number of hospital days was not specified.

Kerosene ingested by all ages, by hospilalization, July 1959 to December 1961

Total with
Total cases known Percent Percent not
hospitaliza- | hospitalized | hospitalized

tion data

Kerosene. 1, 656 ‘ 1,371 ‘ 30.5

VITAMINS AND MINERALS

In the review of the 1184 vitamin and mineral ingestions with known ftrade
names, there were 706 cases from the first 10 preparations listed. A total of 172
trade names was reported in this group. In the 218 reports in which hospitaliza-
tion was known, it was significant that the preparations that contained iron
(ferrous sulfate) accounted for the greater percentage of hospital admissions.
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Vitamins and minerals most frequently ingested by all ages, by trade name and hos-
pitalization, July 1959 to December 1961

I Total with
Trade name Total cases known Percent Percent not
hospitaliza- | hospltalized | hospitalized
tion data

. “"Poly-Vi-8ol". ...
“Chocks”._ ..
“TriVi-Sol™
“One-a-Day™ .
“Mol-Iron"_.____.
Ferrous sulfate
“Deca-Vi-Sol”
“Feosal”_ . ..

. “Mulvidren™
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DISINFECTANTS AND DEODORIZERS

The 10-most-frequently-ingested disinfectants made up 64.4 percent of all
ingestions involving this type of product. A total of 185 trade names was men-
tioned on the reports in this category, but “Lysol” accounted for nearly one-fourth
of the cases and was followed by *““Pine-Sol"” with 14 percent.

Disinfectanls and deodorizers most frequently ingested by all ages, by trade name
and hospitalization, July 1959 to December 1961

Total with i
Trade name Total cases | known hos- |  Percent Percent not
pitalization | hospitalized | hospitalized

data

“L,ysol"
“Pme-80l" . ... ....
“Wizard" deodorizers.
“Hreath O'Ping’ .
. “Germ-trol”. .. .. ..
“Red ;‘.l 0 Refresh-R
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LYE' AND CORROSIVES

Whereas lye and corrosives constitute only 2 percent of the eases of ingestion
for children, they show a significantly higher proportion of hospitalizations and
days of hospitalization. The 10 produects listed are not mutually exclusive, since
some of these trade-named produets do contain lye or potash. But because this
was the principal means of identifiecation of the ingested item, they have been
tabulated as they were reported; 127 brand names were listed in the 1871 cases in
which the brand name was known. Approximately one-half of the patients in-
gesting these produets were hospitalized, making the percentage of thisgroup higher
than for any other type of substance. There were 1197 records containing data
on hospitalization. Where the number of hospital days was reported, it was
found that 10.1 pereent were hospitalized for four or more days. “Drano” was
the most-frequentiy-identified item, accounting for 989 cases, or 52.9 percent of
the reports, with lve (13.1%), “Sani-Flush” (8.6%), “Easy-Off”” Oven Cleaner
(5.4%), and “Vanish” Bowl Cleaner (4.8%), the next most frequent.
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Lye and corrosives most frequenily ingested by all ages, by trade name and
hospitalization, July 1959 to December 1961

|
Total with
known hos- | Percent Percent not
Trade name Total cases | pitalization | hospitalized | hospitalized
| data

ni-Flush™..... ; s
v-O 1T oven cleaner.

“Vanish". ..
Potash. .. e dia TR ARe
“Whink" rust stain remover.
“Plumite" E stk ia
“Sno Bol” .
‘“‘Bowlene'"
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LAXATIVES

The 10 most-frequently-ingested laxatives contributed 93.6 percent of all the
wases involving this type of product. “Ex-Lax,” heading the list of the top 10,
was mentioned 1,021 times; followed by “Carter’s Little Pills,”" 161; “Feen-A-
Mint,”’ 95. The seven other trade-named products together accounted for 142
cases, bringing the total to 1,419. There were 43 other trade names mentioned
in 97 case reports. The 6.6 percent hospitalized, when there was knowledge as
to hospitalization, were probably children who were admitted for observation.

Lazatives most frequently ingested by all ages, by trade name and hospitalization,
July 1959 to December 1961

I Total with

known Percent Percent not
| hospitaliza- | hospitalized | hospitalized
tion data

Total cases

. “Ex-Lax” ARl 502 3 94,0

. S
“Carter’s Little Pills”
Feen-A-Mint''......-
4. “Alophen’” . _._. 2
. Milk of magnesia. .. : 12

92.5

9
9
f. Castoria... ... 3 = ! 5
. “Phenolax" . . L Ty | 9 |
8. “Dnloolax". B i v | ]
0. “Hinkle's Pills - Ll 4 U]
B T T R A et s s 3 | 4

iy, 7 ) [ S SRR = 7 -| 1,419 | 711

Hexsry L. VeruuvLst, Director.
Joux J. Crorry, M.D. Associate Director.




54 CHILD SAFETY ACT AND PERSONNEL TRAINING

Type of substance ingested by quarter of year in 47,180 accidental ingestions among
all ages, 1962

Quarter of year

Jannary- Aprit- |  July- October-
Type of substance March June | Beptember | December

1
Nm‘n—l Per- [Num-| Per- [Num-| Per- INum-| Per- |.\'um- Per
ber |cent | ber |ecent | ber | cent | her | cent | ber | cent

Medicines. . _.___.__.___ Y . 23.31'.‘" .9| 5, 46.3' 5, 685 .8 6,

512

Intarnal. b K L Jel . 20, 208 . . 1‘;_4i 4.86;5_ _'5_73:1

Aspirin 9, 447 ). 0] 2,030 17.8
Other | 3 2,1.’50! 2.5

™|

ey P T LR s

| ~

Cleaning and polishing agents. . 7.0
Petroleum products_______. 4 4.9
Cosmetics.... ... 5.0
Pesticides 7.5
Giases and vapors . 653 1.4
: 3.0

4.7

6.2

]

0

2,003 17.5
65 6.0

(=]

i

roswSDerwi o

Plants......_.

Turpentine, paints, e
Miscellaneous. ... . = ==
Notspecifled... .. . ...oeeeeee.... 2| .

S

e
-

12, 540

100, 1

47, 180{ 100,
1

Source: Individual poison reports (phone inquiries and treated eases) submitted to the National Clearing.
house for Poison Control Centers by 279 centers in 40 States,

Accidental ingestions among children under 5 years of age—Type of substance by year
aof report, reported by poison control centers,) 196062

1960-62 1962
Type of substance

Per- | Num-
ber

3700 T e e SrSeer R S 20, 563

17, 964
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Other__ ...
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»
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Cleaning and polishing agents. ...
Petroleum products._ _
Cosmetics. ...

Pesticides

Gases and vapors

Plants :

Turpentine, paints, ete.

M Laoellnnmuarf. =

Unknown. ......
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28, 956

)

1 Includes 73 treatment centers in 1962; 74, in 1061; 50, in 1960,

Source: Individual case reports submitted to the National Clearinghouse for Poison Control Centers.
(1962: 40,775 reports from 279 centers in 40 States; = 1061: 32,084 reports from 243 centers in 38 States; s 1060:
28,056 reports from 213 centers in 38 States, <)

sIncludes District of Columbla, Canal Zone, and 2 military bases abroad.
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Substances most frequently ingested by children under § years of age, reporied by
poison conirol cenlers,' 1956562

1962

Type of substance
Per-
cent
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-
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Aspirinc. o s
Bleach. . ._.....

Soaps, detergents, cleaners________
Insecticides (excluding mothballs).
Vitamins, iron préparations
Fumniture polish.. ...
Disinfectants, deodorizers.

Other analgesics. ...

Kerosene. ...

Laxatives.

Perfumes,

Cough medicine. .-

Lye, corrosives. .

Tranquilizers

Rodenticides. .

Antihistamines.

Antiseptics.

Mothballs

Hormones. .

Lighter fluid

Berries, beans.

Airplane dope.

Amphetamines

Turpenting. -« . oo~
Paints (lead and nonlead pigment). .
Solvents, thinners_ ...

Liniment, rabbing alcohol.
Sedatives, barbiturates

Gasoling.mn - erceeem

Lotions, creams.

[

00 S e 13 53 B3 1S 00 e SN CNEN O O =0 =1 =3 00 10 60 60 = e O = 13 G0
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ot B e e D e e
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1 Includes 73 trestment centers in 1062; 74, in 1961; 50, in 1060; 0 in 1959,

Source; Individual case reports submitted to the National Clearinghouse for Poison Control Centers.
(1962: 40,775 reports from 279 centers in 40 States;s 1961: 32,034 reports from 243 centers in 38 States; o 1060:
28,956 reports from 213 centers in 38 States; = 1059: 15,303 reports from 50 centers in 20 States =.)

s Includes District of Columbia, Canal Zone, and 2 military bases abroad.

Type of products as a percentage of all ingestions— Accidental ingeslions among
children under & years of age, 1962

Total ! Age in years

Under 1 2
Per-
cent

Num-| Per- Num-
cent | ber

461 31.1] 3,651
248| 16.7} 2,703

78 5.3| 1,041
11. 4| 1, 662

948
3,022
1,063

804
1,240

11
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12

816

79|

11, 925
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8, 280
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1 Includes 183 eases under 5 unknown years,

Source: Individusl poison reports (phone inquiries and treated cases) submitted to the National Clearing-
house for Poison Control Centers by 270 centers in 40 States,
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Accidental ingestions among children under 5 years of age—Treated cases, by type of
subs!ame and days of hospitalization, reported by 279 poison cau!m! centers !
40 States,? 1962

Days of hospitalization 3

T'ype of substance

|
Total | No days 1tod! 4 or more Unknown
days

Num- J Per- Per- | Num-| Per- | Num-| Per-
ber P cent cent | be cent ber | cent

Medlelnes. - ...o._..._..| 11,0066
10, 208 , 727 85.5| 5.1|

100 5118 86.3| 4.6
100, 3,609 84.1 5.8

5-9"990 ?0H9~
oo | @il e

External. .. o s

Cleaning and polishing

o T W . B
Petroleum products.
Cosmetics
Pesticides. .
(iases and vapors_
PIANES: ..o -
Turpentine, rminta ete.
Miscellaneous
Not specified. ..o eraeeccacen

g v ST Al ey 100| 15, 814

, ._
NP#kF

e I

e =t

-
| oscwcones

el BedB
= -
e

-

J
|

&
&

...
=]
e

! Includes 73 poison treatment centers.

* Includes District of Columbia, Canal Zone, and 2 military bases abroad.

3 Excludes 4,014 cases unknown as to hospitalization.

1 Includes some patients who are hospitalized for 1 day for purpose of abservation only.

Source: Individual case reports submitted to the National Clearinghouse for Poison Control Centers.

Number of deaths due to accidental poisoning, by type of solid and liquid substances
Jor children under &5 years of age, United Stales,' 195362 (excludes Armed Forces
overseas)

|
Type of substances 7 1960 | 1961 1 1962

Morphine and other derivatives_ ..
Barbiturie acid and derivatives
Aspirin and salloylates. ...
Bromides. ...

Other analgesic and &Jporitic drug
Salfonamides. .. .. ...
Strychnine_._..___.

Belladonna, hgaaclna and ulmru
Other and unspuciﬂed drugs. .

-
—

Bowd | 8o

Total drugs. .. ooeoevavecn-- 21 : 199

Noxious foodstuffs

Petroleum pn:rducl.s.

Industrial solvents £

Carrosive aromaties, acids and caustic
alkalles. . ......... :

Mercury and its comp‘mnd& -

Lead and its compounds

Arsenie and antimony, and their com-
pounds. .

Fluorides. . SOEE

Other and unspecified solid and gu
snbatannes. ol

w8 ¥.5 B

z
Z

-3
-
-
i3

Total substances

11059 includes Alaska; 1960-62 includes Alaska and Hawaii.

- Smlrt:f:_l‘. Vital Statistics—Epecial Reports, Accident Fatalities. National Vital Btatistics Division, years
ndicated.
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Number of deaths due to accidental poisoning, by type of solid and liquid subslances,
all ages, United States,' 1953-62 (excludes Armed Forces overseas)

Type of substances | 1953 ‘ 1054 ‘ 1955 lu.ahI 1057 | 1958

1
|

Morphine and other opium derlvatives. 31 | 33 40 } 41
Barbiturie acid and derivatives... ... 337 345 411 32 3206
Aspirin and salicylntes. . ___ sief 98] 117 | 105 8 | 124
Bromides .. 16 13 [] 5 10
Other an: llL.l"ﬂi. and arnpnruh drugs._ _ ' o1 . 111
Sulfonamides. f o haa s . ] i a
Strychnine. : X y 16
Belladonna, 'I!)tm'lm‘ and ulru;}]llo & '
Other and unspecified drugs

Total drugs. .
Noxious foodstuils
Aleohol .
Petrolen 1 products. .
solvents ” LAk
ics, acids, and caustie

alkalies____

Mercury and ilq mnmnnmd* e

Lead and its compounds. ___

Arsenic and m\timom, and thoir wm-
PO,

Fluorides

Other and mmpon_lned solid and liquid
substances. ;5

Total substances 1,391 {1,339 |1,43t 22 |1, 34 L 420 |1, 661
11059 includes Alaska; 1060-62 includes Alaska and Hawaii.

Source: Vital Statisties—Special Reports, Accident Fatalities, National Vital Btatistics Division, years
indicated.

Deaths due to accidental poisoning by solid and liguid substances, all ages and children
under 5 years of age, United Stales,' 1952-61

All ages Children under 5 years

Rate per Rate per
Number 100,000 Number 100,000
population pupulntmn

2

443
445
300

1, 440
1, 301
1, 330

o
o

ERRERRBERB
PRPREREPRR
OREZERCESER

11059 includes Alaska; 1960-61 includes Alaska and Hawail.

Source: Deaths from National Vital Statisties Division. Rates based on estimated population data
from Current Population Reports, U.S. Bureau of Census.
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NamioNaL CreariNeHOUSE FoR PoisoNn Contron CeNTERS, U.S. DEPARTMENT
oF Heavrn, EpvcarioN, axp WeLrare, PusrLic HEALTH SErviceE, Wase-
INgTON, D.C.

(A service of the Division of Accident Prevention, Bureau of State Services)
SeEpTEMBER-OCTOBER 1964.

Poisoning ReporT DATA vor CHILDREN UNDER 5 YEARS OF AGE

The National Clearinghouse for Poison Control Centers during the period of
1961-62 received 96,000 reports of ingestion incidents. Light\-nexon percent
were classified as aceidents, and 86 percent involved children under 5 years of age.
Although many of these reports did not contain all the information that was
requested on the standard reporting form, the volume of reports provided suffi-
cient completed forms to make epidemiological deductions. It is assumed,
therefore, that the more complete forms were randomly filled out without regard
to the type of product ingested.

When the broad classes of substances are subdivided to determine the relative
frequency of occurrence among children under 5 years, the following categories
constitute the top five: aspirin, bleach, soaps and detergents, insecticides, and
vitamins and iron preparations. When each year of life is studied the same
five substances appear in the same order of frequency for the 2 year olds as for
the total of those under 5 years. However, the 2 year olds aceount for 39 percent
of the total accidents,
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In children under 1 year of age insecticides were ingested more frequently than
any other category of substances. However, they dropped below aspirin, bleach,
and soaps and detergents in the older age groups. Baby preparations were
fourth and disinfectants were fifth in frequency of occurrence, but were far down
on the list in the older age groups.

In the one year old age group, aspirin was the most frequently ingested sub-
stance and the proportion of aspirin ingested increased with the older age groups.
With the exception of furniture polish, which appears fifth in the frequency of
ingestion for 1 year olds but does not appear in any other age group, the top
ir:ﬁestion categories for children under 5 were the same for 1 year olds differing
0 in their order of frequency.

n the 3 year old group, laxatives were fourth in the frequency of ingestion but
did not appear at all in the other age groups. The exception for the 4 year olds
was found to be plants which were the second most frequently ingested category
for this age group.

The room in the house in which ingestion accidents oceurred most frequently
was the kitchen (37 percent), and in 62 percent of these accidents the offending
substances were not in their customary place of storage. Accidents occurred
next most frequently in the bedroom (22 percent), and in 72 percent of these
accidents the substances were not in their customary place of storage. In the
bathroom (15 perecent) ingested substances were not in their customary place of
storage 46 percent of the time.

Although fewer accidents occurred in the living room, dining room, bathroom,
hall, basement, and other areas, the substances were not in their customary
storage place almost two-thirds of the time. (Figure 1.)

FIQJTEE
e

Where Substance was Found

Accidental Ingestions Among Children Under 5 Years of Age

Percent Not Customary
40 Place of Storage

Kitchen PR T Tm—— 1 23.2%
Bedroom o 2 th Ly 16.4%
Bath
Living Rm 1.2%
Qutside 5.7%
Porch 1.6%
Bosement 1.1%
Dining Rm 1.2%
Hall 0.7%
Garage 0.7%
Other 2.8%

BH - not customary

In most ingestion cases, absorbtion of the pofentially poisonous substance is
prevented by induction of emesis or by gastric lavage. In the 1961-1962 data,
when it was known whether or not the patient vomited, it was found that almost
60 percent of the children did vomit, either spontaneously or after induction.
Approximately 60 percent of the vomiting occurred within one hour of the
ingestion. In those cases in which it was known as to whether or not lavage was
done, it was found that approximately 55 percent were lavaged within 1 hour of
the ingestion.

In accidental ingestions among children under 5 years of age, symptoms were
reported present in 28 percent of the cases in 1961 as compared to 26 percent of
the cases in 1962, Symptoms were present most frequently in petroleum prod-
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ucts, 1962—55 percent; 1961—52 percent; and cleaning and polishing agents,
1962—42 percent; 1961—43 percent.

Although there are probuE[y many reasons influencing ingestions in children
under 5 years of age, easy accessability pre-empts motivational factors. In the
cases that were adequately followed up it was found that over two-thirds of the
ingestions involved substances that were not in their customary places of storage:
petroleum produets (87 percent), paints and paint solvents (50 percent), and
cleaning and polishing agents (76 percent), led the list of offending substances
but were only percentage points above such items as aspirin, internal medicines,
external medicines, and pesticides. Although the customary place of storage is
presumed to be a safe place, adequate prevention measures are necessary.

The transference of procfucts from their original containers to soda bottles,
cups, glasses, ete., which are usually the vehieles of edible substances, also con-
tributes to the numbers of accidental ingestions. Kerosene (91 percent), bleach
(41 percent), pesticides (52 percent), were the substances most frequently not in
their original container. Kerosene (91 percent), bleach (81 percent), and pes-
ticides (75 percent) were among the substances most frequently not in their
customary place of storage at the time of ingestion. These three substances rank
second, third, and fourth, after aspirin, as the most frequently ingested by children
under 5 years of age. On the other hand, furniture polish and medicines were
seldom transferred to other containers, indieating that the substance not being
in its customary place of storage and its transference from its original containers
were both prominent factors.

Beeause of the work of Dr. Rogers Myers in Boston relating aceidents to unusual
environmental eonditions, an atiempt was made to find correlations between
illness in the family and type of substance ingested. When there was illness in
the family internal medicines were the most frequently ingested substances by
children under 5 years of age, accounting for over two-thirds (68 percent) of the
ingestions, with aspirin comprising 40 percent of medicines. When there was no
illness in the family, internal medicines were ingested less frequently so that
cleaning and polishing agents, pesticides, and petroleum produets were propor-
tionally higher. This still leaves unanswered the guestion of whether the higher
incidence of medicine ingestion was due to environmental conditions or improper
storage of medicines during a period when they would be used more frequently,
or hoth.

Figure II shows the percent of ingestion accidents aecording to the hour of
the day. In both the telephone calls and the hospital treated cases the peak
time was seen to be between 10 and 11 in the morning with a secondary smaller
peak at 4 in the afternoon, There has been mueh speculation about this curve.
One theory relates its peaks to the periods immediately preceding the average
mealtime. . Whether these peaks represent periuds of inereased hunger, or de-
creased parental supervision, or some other reason, is not known.

In the under 5 age group, 56 percent of the ingestion accidents involved males.
In the age group 5-9 males also predominated, but in the 10-14 groups males and
females were equally involved, except for 1 year. Over 15 years of age the
pattern reversed and females (55 percent) exceeded males in the ingestion incidents,
(See figure 111.)

In the children under 5 years of age, the 2 year olds accounted for 39 percent
of the aceidents. As Figure 111 indicates, the 1 year olds aceounted for 29 percent;
3 year olds 20 percent, and the 4 year olds 7 percent. Two-thirds of the accidents,
(68 pereent) under 5 years of age involve the 1 and 2 year old children. In 1962
approximately 94 percent of children had no previons history of poisoning as
compared to 85 pereent in 1961,  Only 13 pereent of the cases reported a history
of pica (abnormal appetite for inedible substances) in 1961,

fn the aceidental ingestions among children under 5 years of age there ‘was
reported to be no warning label on the original container of almost half (48
percent of the substances ingested. Cosmeties (89 percent,) petroleum products
(76 percent), paints and paint solvents (66 pereent) were most frequently reported
ag having no warning label on the original container.

In 1961, it was reported that in 20 pereent of the aspirin ingestions and in
27 pereent of the pesticide ingestions there was no warning label on the original
container. However, since both of these products were required to have a warning
label it might be concluded that it was not read. Since August 1962, the Federal
Hazardous Substances Labeling Aet has required warning labels on the petroleum
products and paints and paint solvents, as well as many other products. These
labeling laws should stimulate proper storage of potentially toxic substances, but
the laws will not deter the under 5 age group from ingestion if the substances are
readily available.
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Accidental Ingestions Under 5 Years of Age
Type of Case by Time of Ingestion-1962

==w=e Tragted Cases
_ = Telephone Cases

ua 1 e
(Noon)

All Accidental
Ingestions Among
Children Under 5 Years
of Age

Percent

By Age Distribution-1962

2 3
Age (inyears)
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ACCIDENTAL POISONING FROM CAMPHOR PRODUCTS

The November 1960 Bulletin of the National Clearinghouse for Poison Control
Centers contained an article, later printed in the American Journal of Disease of
Children, 15:535, April 1961, on poisonings from camphor compounds, particularly
Camphorated Oil.

To determine the current status of poisonings from these preparations, the
National Clearinghouse for Poison Control Centers has reviewed the reports
received from poison control centers for the years 1962 and 1963. The data
indicates that the number of reported cases continues to increase, although there
was some decrease in reports of serious illness. Twenty-eight percent of the

atients involved in these accidents were symptomatic with over 10 percent
aving convulsions. One reported fatality in 1964 was an adult who ingested 2
ounces of camphorated oil, mistakenly believing it to be castor oil.

In reviewing these reports an attempt was made to learn more about the
circumstances of these accidents. A great many involved small children who
obtained the preparations because of improper storage. Another group oceurred
while the parent was medicating the child. The children in this group reached
for the container and swallowed the contents when the bottle was placed down
momentarily while the parent performed some other task.

Of more serious consequence, are the large number of cases in which the Cam-
phorated Oil was mistakenly administered in belief that it was Castor Oil. How-
ever, in one instance it was confused for cough medicine and in another for a
nose drop. Of 194 reports of ingestion of Camphorated Oil for 1962, 22 cases of
mistaken identity were reported; of 308 reports in 1963, 31 involved mistaken
identity, Of special interest is the report llhat in several cases the product was
purchased from a grocery store or pharmacy when the product desired was
Castor Oil. These figures represent the minimum number of poisonings due to
mistaken identity since some reports did not contain information on how the
accident occeurred. In some instances, there are remarks on the report which
would make one believe that in many cases there was unfamiliarity with the use
of Camphorated Oil. We urge physicians, pharmacists, nurses, and public
health workers to stress the hazards of self-medication as exemplified by the use
of Camphorated Oil for Castor Oil. Because of the seriousness of the symptoms
displayed from this particular produect, all personnel employed by pharmacies
should be instructed to make inquiries as to the expected use of Camphorated
Oil when it is sold. They also should advise purchasers of its poisonous nature,

HONORS

Recently, the National Clearinghouse for Poison Control Centers has been
informed of honors upon State Coordinators for Poison Control Centers because
of their outstanding service. In the spring, Dr. Joseph Karas of the Providence
Poison Control Center, Rhode Island Hospital, and Dr. Heber Youngken, Dean
of the College of Pharmaecy, University of Rhode Island, were given awards by
the Rhode Island Pharmaceutical Association testifying to their public service in
service in poison control activities. Both men have been extremely active in
preventive, as well as treatment programs.

Mr. Arthur Blank was recognized by John Dempsey, the Governor of Connec-
ticut, for his outstanding job as Technical Director of the Connecticut Poison
Information Center. He was commended for his excellent service and the in-
valuable assistance that he rendered to the people of the State of Connecticut.
Mr. Blank has served as the Secretary of the American Association of Poison
Control Centers for five years.

SEVENTH ANNUAL MEETING OF THE AMERICAN ASSOCIATION FOR POISON
CONTROL CENTERS

The annual meeting of the American Association for Poison Control Centers
will be held Monday, October 26, 1964, simultaneously with the annual meeting
of the American Academy of Pediatries. It will be held in the Le Petit Trianon
Ballroom on the Ballroom Floor at the New York Hilton Hotel, 54th St. and 6th
Avenue, New York City.

The morning session which will commence at 9:00 a.m., will be comprised of a
business meeting for election of officers and presentation of reports from the
standing committees, The liaison personnel to the Food and Drug Adminis-
tration, the National Clearinghouse for Poison Control Centers, and other organi-
zations will also present their reports.
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The afternoon session, as in previous years, will be a seientific program consist-
ing of the presentation of original papers.

All members of the Association are requested to attend. There is no registra-
tion fee. All guests and visitors will be welcome.

Hexry L. VErauLst, Direclor.
Jonn J. Crorry, M.D., Associate Director.

Type of substance ingested by quarter of year in 54,888 accidental ingestions among
all ages, 1963

Quarter of year

Total |

January- Aprfl- | July- October-
Type of substance March June | Beptember | December
el |
Per- |Num-{ Per- |Num-| Per-
ber | cent

Num-{ Per- Num-l Per- |Num-

ber Il!.".lll ber .r:entl ber ‘coul |-bur

]
Mediolnes . ..o ieadebemnesa 28,022 L1
511y e S T e

Aspirin 11, 620|
T R e s L .13, 085/

|35

ol

External. ..o oo

=

I} oo

Cleaning and polishing agents.
Petroleum products.......
Cosmeties

Pesticides. ..

tase e |

e, B
sawaaas |

Turpentine, paint
Miscellaneous.
Notspecified .. ...

-] e 0 0
. e, @ |
e L ek R R ]

) R S et g | DL

Bource: Individual polson reports (phone Inquiries and treated cases) submitted to the National Clearing-
house for PPoison Control Centers by 335 centers in 40 States.

Accidental ingestions among children under 5 years of age, tupe of substance by year
of report, reported by poison control centers,! 1961-65
1961-63 1963 1062 1061

Type of substance
Num- | Per- | Num- Num- | Per- | Num- | Per-
ber cent ber ber cent ber cent

61,017 50.9 | 24,335 . 20, 563 L 16,119

4.7 | 21,588 5.0 | 17, 064 13,084
"~ 22.2 | 10,508 6,938
22.5 | 10,780 7,046

External

Cleaning and polishing agents.
Petroleum produets_ ...
Cosmetics.

i ok 2 o

. PR, N f =r
oi CIOES ot in || e | VD

g,

Miscellaneous..... | 6 647
Not specified. .. S w7

o U, GEORERS

8.

40,775 |::-ou

O || B S W
O Il 0000 i 03 = O G0 e

Iun. 763

1 Includes 102 cooperating hospitals in 1963; 73, in 1062; 74, in 1961,

Source: Individual ease reports submitted to the National Clearinghouse for Polson Control Centers
(1963: 46,054 reports from 335 centers in 40 States;s 1062: 40,775 reports from 270 centers in 40 States;s 1061:
32,034 reports from 243 centers in 33 States.s)

» Includes District of Columbia, Canal Zone, and military bases abroad.
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Substances most frequently ingested by children under 5 years of age, reported by poison
control centers 1, 1960-63

1063 1062 1961

Type of substance

g
5

Per-
cent

(=]

[ b il ol

=
ORI TN AL OOOO =IO~ dme000 bW

e
Ll -

Aspirin._ ...

Bleach._ ... S T e 5

Insecticides (excluding mothballs). .

Soaps, detergents, cleaners. . ...~

Vitamins, iron preparations

Furniture polish._ . .o

Plants (excluding mushrooms and
T Y P AR e o |

Other analgesics_ . ... .- |

Disinfectants, deodorizer_

Lighter fluid . _ . ... ...

Perfumes, toilet water

Tranquilizers.... ...

Hormones. ..

Kerosene. ...

Liye, corrosives.

Laxatives

Rosenticides. .

Antihistamines.

Alrplanece dope..

Cough medicine_

Mothballs. :

Amphetamines.

Antiseptios. .. oo

Paints (lead and nonlead). .

Sedatives, barbiturates. .-

Turpentine. .

Solvents, thinners

Liniment, rubbing alcohol.. |

Gasoline. ...-- ke

Lotion, creams . ... yoeeex '
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1 Includes 102 cooperating hospitals in 1063; 73, in 1962; 74, in 1061; 50 in 1960,

Source: Individual ease reports submitted to the National Clearinghouse for Poison Control Centers
(1063: 46,954 reports from 335 centers in 40 States;= 1062: 40,775 reports rom 270 centers in 40 States;s 1061:
32,034 reports from 243 centers in 38 States;s 1960: 28,956 reports from 213 centers in 38 States.s)

o Includes District of Columbia, Canal Zone, and military bases abroad.

Type of products as a percentage of all ingestions—Accidental ingestions among
children under & years of age, 1963

Age in years

Total 1
Under 1
Type of substance

Num-| Per- [Num-| Per- |Num-| Per- Num-| Per- [Num-
ber | cent | ber | cent | ber | cent ber | cent | ber

6,577 60.4] 2,188

Medicines. . cccecooenoooe-|24,835) 51.9| 486 28.3) 4,272 32.1
Internal. . oocoocooeeee : 46.0 6] 3,208 24.5

Aspirin = 2.0, 68| 5.7 1256 9.4
Other, L9 2,000 151

1,007| 7.6

en
o4
-

=]
]

6,219 65.6] 2,056

| 3,634 38.8] 1,163
| 2,585 27.3| "898

132

8E

External

9.3 378
31| 13
28|
4.6

3,208 24.1| 2,622
8.9/

L

. Bapes

. e
O D285t

Cleaning and polishing. ..
Petrolenm products. - .-
Cosmetics. - —o-ea- -
Pesticides_ ...
(Gases and vapors.

Plants ..
Turpentine, paints, ete.
Miscellaneous

Not specified. . ...

)

g || gn
S

-
=T R T Sl ]

..4
il B0 O pla 1 bl it
P,

N o
-

?e:ﬁl' 100.0) 1,71'?'l 1m,uiia.acxi|760,_u

1 Includes 355 cases under 5 unknown years.

Source: Individual poison reports (phone inquiries and treated cases) submitted to the National Clearing=
house for Poison Control Centers by 335 centers in 40 States,
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Accidental ingestions among children under & years of age—T'realed cases, by type of
substance and days of hospitalization, reported by 335 poison conirol centers !
in 40 Stales,® 1963

Days of hospitalization ?

Type of substance

Total | No days 1to3+* 4 or more ‘ Undlmown
oys

Per- |Num-| Per- - | Num-| Per- | Num-| Per-
cont | ber | cent ber cent

Medicines. _.....___ 4 100 (12,337 | 86.3
100 11,453

Aspirin 718 | 8,734
Other........ 2 4,749

2

(=] &
|pu g | =l =
ol o |l en

Cleaning and polishing

=
=

2, 766

ooy
e

Petroleum products._ .
Cosmetics

Pesticides

Gases and vapors
Plants

Turpentine, paints, eto
h!imlimw(:us. -

B-B.8
Bopw
© SRS as D

-
Lt il

— o O
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- =T P =

-
§ e
=
(3]
o

1 Includes 102 cooperating hospitals.

2 Includes District of Columbia, Canal Zone, and military bases abroad.

$ Excludes 3,041 cases unknown as to hospitalization.

4 Includes some patients who are hospitalized for 1 day for purpose of observation only.

Source: Individual case reports submitted to the National Clearinghouse for Poison Control Centers,

Number of deaths due to accidental poisoning, by type of solid and liguid substances,
Jor children under 5 years of age, United Stales,! 1963-62 (excludes Armed Forces
overseas)

1960 ] 1961
(] ' 1

7| 14
144 | 128

=
2

Type of substances

Morphine and other derivatives
Barbiturie acid and derivatives.
Aspirin and salicylates
i S e
Other analgesic and soporific drugs..
Sulfonamides. ...

S:r‘,rhuine =0

Belladonna, hyoscine and atropine.....
Other and unspecified drugs. . ..o oo

ORGP - e T
Noxious foodstulls.
Alsaholzl o el
Petroleum products...

Industrial solvents. ..
Corrosive aromatics, acids and caust Ic

o=B0w

=3

Mercury and Its compounds.
Lead and Its compounds 1
Arsenic and antimony, and their com-

ok Moot

>

Other and imspncll’l id and llqnid
T T RSO i ]

2 ol

BB wl S

Total substances

11950 includes Alaska; 1960-62 includes Alaska and Hawali,

mm Vital Statistics—Special Reports, Accident Fatalities, National Vital Statistics Division, years
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Number of deaths due lo accidental poisoning—By type of solid and liguid substances,
all ages, United States,' 195362 (excludes Armed Forces overseas)

Type of substances 1053 | 1054 l 1055 | 1056 19568 1960 ‘ 1961 | 1962
|

Morphine and other oplum derivatives. 33 40 56 28 i } 73
Barbituric acid and derivatives. ... 337 | 345 | 411 | 323 28 g 401

Aspirin and salicylates 8 | 117 | 105| 108 : 119 55 174
Bromides_ ... ' 13 [ ] 4
Other analgesic and el 91| 100 | 125
Bulfonamides. ... .. ... e ek T
ST e SR SRR e
Belladonna, hyoscine and atropine____ 3
Other and unspecified drugs....- 85

3 6
267

g

1

B

=
oo

Total drogh: -coeom e nan e iaa
Noxious foodstuffs. . . .-
Ainohol 22 scios il
Petrolenm products..
Industrial solvents
Corrosive aromatics, acids, and caustic

allcalies. .. e aicn e
Mercury and its compounds. . ...
Lead and its compounds s
Arsenic and antimony, and their com-

POUDAS e e s b e s et e

=zl

-1 &
=11

[~
wo

Flaorldes. - - o cveeommcem e eeame

Other and unspecified solid and liquid
T RS SR DA ! 2 L 220

1,661

]
<}

B
-1

Total substances. ... -«cceeeo---|1,301 |1,339 Il. 431 |1,422 (1,300
119590 includes Alaska; 1960-62 includes Alaska and Hawail.

: ggure:& Vital Statistics—Special Reports, Accident Fatalities, National Vital Statistics Division, years
ndicated.

81, Louts Crry-County AccipentT PrevextioNn Prosscr, 81. Louis, Mo.

Sinee June 1, 1961 the 8t. Louis City-County Accident Prevention Project has
been collecting information about accidents admitted to 26 hospitals in this area.
The project is sponsored by the United States Public Health Service, St. Louis
City Health Division, St. Louis County Health Department, St. Louis Safety
Council and the Health and Welfare Council of Greater St. Louis.

Data for the first full year, June 1, 1961 to May 31, 1962 have been recorded
and analyzed. The attached statistical highlights have been prepared for dis-
tribution to organizations or individuals that can use them.- The information
is made available to serve as a basis for planning and conducting accident pre-
vention programs in the St. Louis area.

Collection of the kind of information contained in this report is made possible
through the cooperation and participation of the 26 hospitals listed below:

8t. Louis Children’s Hospital St. Mary's Hospital

Homer G. Phillips Mem. Hospital Bethesda Hospital

St. Louis City Hospital Firmin Desloge Hospital

St. Louis County Hospital Cardinal Glennon Mem. Hospital
St. Anthony's Hospital Park Lane Hospital

Lutheran Hospital Missouri Baptist Hospital
Alexian Brothers Hospital Peoples Hospital

St. Mary’s Infirmary Incarnate Word Hospital
Normandy Osteopathic Hospital St. Joseph's Hosp. of Kirkwood
Barnes Hospital Faith Hospital

Deaconess Hospital St. John’s Hospital

Christian Hospital Jewish Hospital

DePaul Hospital St. Luke's Hospital
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GENERAL INFORMATION ABOUT HOSPITALIZED ACCIDENTS

There were 6240 accident cases admitted to the 26 reporting hospitals in St.
Louis City and St. Louis County.
The six hospitals reporting the largest number of accidents were—

Hospital | Numberof | Percent of
accidents total

8t. Louis City.

Bt. Joseph's. - ....... 758 |

Homer G. Phillips... SR 665 |
407

Alexian Brothers.._. | IiI-:%

Christian 315

An average of 519 accident victims were admitted to hospitals each month,
More accidents were reported in March (681) than in any other month.

Accidents which occurred in the home remained numerically consistent from
month to month, but accidents outside the home, falls in particular, showed
definite seasonal trends. 200 more accidents were reported during the six month
period from December 1961 through May 1962 than from June 1961 to November
1961. Falls accounted for almost all of the increase.

Persons injured by falls greatly exceeded the number injured by motor ve-
hicles. Of the total 6,240 accidents reported, falls constituted the largest single
cause—2,662 or 439%,. Motor vehicles accounted for 1,203 or 19%,. Accidents
from all other causes combined reached a total of 2,027 or 33%,. In 49 of the
accident reports the specific cause was listed as “‘unknown’’,

In the age group 65 years or over 829%, of all accidents were caused by falls.
From this age group 838 persons were injured by falls—529 of which oceurred
inside the home.

191 accidents were reporfed that involved machinery. Of these, 76 occurred
in the home, 76 in industrial plants, 27 were caused by power mowers, and 12 by
other types of machinery.

479, of all accidents reported occurred in or around the home, and if motor
vehicle were excluded, then 589, were home accidents.

299 of all hospitalized accidents were in the 14 and 65 and over age groups.

Poisoning is the major cause of all acecidents in the 1-4 age group.

Of the total reported accidents for whom the sex was reported, 3,701 of the
cases were male and 2,520 were female.,

Among children 5~14 years of age falls occur most frequently in these places:
Home, school or school grounds, and places for recreation or sports.

HOSPITALIZED HOME ACCIDENTS, JUNE 1, 1961, TO MAY 31, 1062

In one year a total of 2919 reported accidents occurred in or around the home.
This represents 47% of all accidents admitted to the 26 participating hospitals.

Home accidents were broken down into the following eategories by number
and percent of total:

Cause of accident Percent of

56
13

1

4
4
4
]
3

100

1 Only poison cases that required hospitalization were included in this figure,
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569 of all accidents that occurred in or around the home were caused by falls.
More females than males had accidents due to falls, especially those occurring
on the same level, such as slipping on throw rugs or floors.

Falls in the home occurred most frequently in the age group 65 years and over
with 63. The next largest number were in the age groups 5-14 with 278 and
1-4 with 209.

489, of all home accidents happened to persons in the 1-4 and 65 and over
age groups.

208, or 37 % of the aceidents in the 1-4 age group that were admiited to hospitals
were caused by poison. Poison is the major cause of all accidents among children
from 1—4 years.

There were 18 home accidents that involved motor vehicles in the garage or
yard. Twelve of these were in the 1-4 and 5-14 age groups.

In children under 1 year of age the two leading causes of accidents were falls
from one level to another and hot substances.

The largest number of accidents involving hot substances occured in the 1-4
age group with 50. Reports show fhat in many of these accidents pot handles
were turned out over the edge of the stove where young children could reach
them and pull the hot substance down over them.

Accidents that oceurred in or around the home were almost as high for males
as for females—1422 males and 1482 females.

HOSPITALIZED NONHOME ACCIDENTS, JUNE 1, 1061, TO MAY 31, 1962

There were 3321 hospitalized accident cases reported that oceurred in non-
home situations.
Non-home accidents were classified under the following categories:

Canse of accident Number Percent of
total

B0 7 L1 | PR S ————— A ST S 1,185
Yoy 1 N SO 3C 1. 017
Blow from object_...._.
Machinery

BOMNS, aueie
Poisoning 1.

Others......

LE0 il g | PO ————— RS SR

PR e o i S S b o e e

! Only poison cases requiring hospitalization were included in this figure.

The largest number of hospitalized motor vehicle accidents occurred in the
25-44 age group with 331 out of 1185.

For the age group 15-24 the largest number of non-home accidents (261) were
caused by motor vehicles—85 of the persons injured were drivers of the vehicle.

Persons in the 25-44 age group had the most non-home accidents or 856 as
compared with 711 for those 45-64 and 659 for those 5-14 years of age.

69 males and 2 females were injured in non-home fires. he greater number of
males injured by non-home fires is accounted for by the firemen and others in-
volved in the Ralston-Purina, and Gaslight Square fires.
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TaBLE |.—Summary of inpatient accidental injury reports by place of occurrence
and type of accident, June 1, 1962, through May 31, 1963

(a) Place of oceurrence:
Home accidents_ _
Non-home accidents
Place unknown

Total. . ... . 6,919
(b) Type of accident: : .

Falls_._.

Home___ .
Non-home._____
Place unknwon.

Non-falls other than motor vehicle..
Home___
Non-home
Place unknown
Motor vehicle
Home
Non-home. ... ...
Place unknown_.._
Type unknown
Home! .. ...

Non-home. .
Place unknown. ...

Totale o e S Ee T li‘H-l‘.i

Source: Accidental injury reports received from participating hospitals during 12-month report period.
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CHILD SAFETY ACT AND PERSONNEL TRAINING

[From the Consumer Reports, March 1964]
CANDY ASPIRIN

THESE PILLS, DESPITE ‘‘SAFETY CAPS,”” ARE THE LEADING CAUSE OF CHILD
POISONINGS

Most major promoters of regular aspirin also sell children’s candy aspirin—
sweetened, flavored tablets containing one-fourth as much acetylsalieylic acid
as a regular aspirin pill. In recent months the drive to develop tihs market
seems to have intensified; TV commercials for the children’s versions have now
become common. CU’s medieal consultants have long opposed these products
on the grounds that medication should not be made attractive to children too
small to understand its hazards.

Many kinds of medicins (antibiotics, antiepileptics, antihistamines, bar-
biturates, sulfonamides, salicylates, laxatives, and vitamins) have been com-
pounded in special forms to make children think they are candy or liquid con-
fections. But no other candy medicine has the unenviable record of children’s
aspirin—no doubt because none combines a potential lethal effect with such wide
availability.

The first candy aspirin, manufactured in 1932, was sold by preseription only,
and comparatively little of it was used. Before World War i1, only about 20%,
of total aspirin fatalities were in pre-school children. But then, in 1948, drug-
stores started selling eandy aspirin without a prescription; and by 1951 the pro-
portion of aspirin deaths occurring in pre-schoolers had reached 80%. A review
of accidental poisonings for all ages, reported in 1959 by the National Clearing-
house for Poison Control Centers, showed that aspirin accounted for a fourth of
the cases, “most of them small children who swallowed candied aspirin.”

Although candy aspirins are now generally bottled with some sort of “safety
cap,” supposedly too difficult for a small child to remove, the records of poison
control centers still attribute an overwhelming proportion of accidental aspirin
poisoning to the fact that pre-school children have helped themselves to medicated
candy.

CU’s alternative

Parents can avoid this threat to their small children by simply not having candy
aspirin in the house. With a little effort, as CU has pointed out, unflavored
aspirin can be made palatable by erushing it into a spoonful of jelly or honey.
Any medicinal taste that might linger in the child’s mouth can be washed away
with at least three or four ounces of water, milk, or fruit juice—an amount of
liquid that ought to be taken with every dose of aspirin anyway to prevent
possible irritation of the stomach. (Buffered aspirin, frequently advertised as
preventing stomach irritation, is no better in this regard than plain aspirin.)

Aspirin deserves far more respect as a potentially hazardous medicine than most
people give it. Where children are concerned the margin between an effective
dose and an overdose may be rather narrow. In Milwaukee, Wis., early last year,
for example, the deaths of two toddlers were attributed to aspirin given to them
for relief of respiratory ailments. One child bad been given only half a baby
aspirin, the mother reported, every three hours for four days, but he had also been
taking a cough remedy that contained acetylsalicylic acid (aspirin). The other
child was reported to have received half an adult aspirin tablet every three or
four hours for four days.

For the safe administration of aspirin both the amount and the frequency of
dosage must be taken into consideration. CU’s medical consultants agree with
the Food and Drug Administration’s label requirement recommending that
aspirin be administered no more than three times in any 24-hour period, and in
doses spaced at least three hours apart.

In setting up the proper size of the dose for children, however, CU’s consultants
disagreeing with the FDA, consider weight to be a better indication than age.
For example, children weighing less than 30 pounds, for whom the dose would
be apt to be less than a tablet, should never have aspirin except under a doctor’s
direction; children weighing 30 to 60 pounds should be able to take one regular
aspirin tablet (5 grains); children weighing over 60 pounds should be able to take
the typical adult dose of two regular tablets—limiting dosage times, of course, as
indicated above.

What about liguid substitules?

CU’s objections to the eandy aspirin pill apply even more strongly to flavored
substitutes. The chance of taking a dangerous overdose is even greater with an
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easily swallowed liquid. Moreover, some of the liquids advertised for use in
place of aspirin are of questionable effectiveness.

Liguiprin and Dropsin, for example, contain salicylamide as their active in-
gredient. Although in laboratory studies this substance relieved induced pain as
well as aspirin did, it proved no better than a placebo in controlled clinical studies
of effectiveness against naturally occurring pain. Aspirin, on the other hand,
worked well in the clinieal tests.” Salicylamide also fared poorly in studies of its
effects in lowering fever.

Other flavored liquids, Twlenol and Tempra, contain acetaminophen as their
active ingredient. in pain-relieving and fever-lowering effectiveness, this drug
is comparable to a31[>irin, but there have been reports of kidney damage in people
who used it regularly in large doses over a prolonged period. ~ Although there is
no reason to suspect such serious side effects from occasional small doses, CU’s
medical consultants suggest that its chief value for children is as an aspirin
substitute for those who are allergic to the more common pain killer. For such
special use acetaminophen can be bought in unflavored tablet form.

Rerort oN A Crinican CONFERENCE oN AsrirIN PoISONING OF THE PEDIATRIC
ConrFERENCEs FroMm ToE Bapies' Hospiran Uwrr, Usitep Hosprrans or
Newark, N.J.

SALICYLATE POISONING

Case I
(By E. Gareia, M.D.1)

Case I (8.K.) is a 3-month-old Negro male admitted on April 5th, 1964, with
twitchings of extremities and dyspnea a few minutes prior to admission.

Two weeks prior to admission, the patient had a cold and began coughing.
No medication was given until the night prior to admission when he developed
hyperpyrexia. One-half tablet of Anacin and 6 doses of 1}4 grains of aspirin
were given every two hours (approximately 10 grains in 14 hours).

Eight hours prior to admission he was seen at Newark City Hospital Emergency

Room where he received a penicillin injection. A few minutes before admission,
however, he started having non-projectile vomiting and twitchings involving all
extremities and dyspnea. He was rushed to Babies’ Hospital Emergency Room
and admitted to the ward.

For one week he had been having semi-watery, yellowish, non-mucoid, non-
bloody stools 6 to 8 times a day, which spontaneously cleared two days prior
to admission.

Family History: Non-contributory.

Past Personal History: The first of a set of twins, the boy was born full-term
of spontaneous delivery, at City Hospital. The birth weight was 5 lbs. 12 oz.
Growth and development were normal, and the patient had no feeding problem,
the only allergy being to orange juice. He had one polio shot. On admission
the chiid was found to be fully developed, well fed and nursed. The baby was
highly febrile—104° F; the pulse rate was 160, respiratory rate 60 to 80 per
minute. He was hyperpneic, with twitchings of all extremities and he had a dry
cough. The conjunctiva was pale; there was flaring of the alae nasae, and a
slight mucoid nasal discharge noted. The throat was minimally injected. The
neck was supple and the cervical nodes very shotty. The heart was tachycardice,
and the lungs clear.

Hospital course: This 10}4 })uund infant was admitted hyperpneie, hyper-
pyrexie, slightly dehydrated and tachycardic. The lungs were clear upon auscul-
tation at that time, but due to the clinieal picture and the infiltration over the
right lower lobe on x-ray, a presumptive diagnosis of pneumonia was made.

However, salicylate poisoning was also entertained based on the history of
salicylate ingestion of approximately 10 grains within 14 hours, hyperpnea,
hyperpyrexia and a strongly positive ferric chloride test for salicylates in the
urine. COs was 30 vols. 9% with slight elevation of sodium chloride. White blood
count and differential revealed a shift to the left.

Intravenous fluids in the form of 1/6 M sodium lactate, saline and dextrose water
and 1.V. penicillin were started. The patient was kept in a croupette under
oxygen and high humidity for several days.

1 Resident in Pediatrics, Babies' Unit, United Hospitals of Newark, Newark, N.J.
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About 11 hours after admission, the liver was felt to be three finger breadths
below the right costal margin, and the ecardiac rate was over 200 per minute.
Anticipating an impending heart failure, he was digitalized and placed on the
“serious’ list.  Only two doses of digoxin were given as liver receded and eardiae
rate slowed down the following day. At this time, his respiratory rate was be-
tween 50 and 70 per minute with a blood salieviate level of 37.3 mg.% and blood
pH of 7.3. Electrolytes remained within normal limits and COz continued to
rise with administration of 1/6M sodium lactate. Ionosol MB was administered
intermittently. Fluids were based on 180 cc./kg. body weight per day. In the
afternoon of the secotil hospital day, the infant had another episode of twitchings,
which was controlled with phenobarbital. The twitchings were regarded as due
to rapid hydration. A spinal tap was negative,

On the third hospital day, the salicylate level in the blood was 43 mg.%, on the
fourth day 30 mg.% and the fifth day 5mg.%. By that time the urine had become
negative. Interestingly, the infant was tachypneic with erepitant and sub-
crepitant rales over both lung fields; chest x-ray revealed a segmental right upper
lobe pneumonia. He, likewise, looked shocky with hemoglobin of 10.6 gm. The
night before, he had two tarry stools which were strongly positive for oceult blood.
In view of the pallor and the downhill course of the patient, 100 ce. of whole
blood transfusion was given in spite of the 12.3 gm. hemoglobin—a value which
could have been due to hemoconcentration ginee the child still looked dehydrated
in spite of continuing I.V. fluids through a eutdown. Sinee he persistnently
refused fluids by mouth, I.V. fluids were administered for one week. At this
time he was alert, well hydrated and was sucking vigorously. During the first
hospital week, he had 3 to 4 episodes of twitchings, controlled by phenobarbital.
Serum caleium was repeatedly cheked and was normal.

On the ninth hospital day, he was found to be in hypotonic dehydration, having
had 8 to 10 bouts of loose stools the night before. Sodium chloride 3% was
administered, computed according to deficit. Within these days, he had one bout
of twitehing, but the cause was not determined. Plasmanate 59 was administered
three times because of the low protein. Eventually, CO; and serum electrolytes
beenme normal.

On the 12th hospital day, examination of the stool revealed E. coli type 0110~
B14. Coly-Mycin was immediately started and treatment continued for nearly
two weeks. A repeat stool eulture one week after the Coly-Myein was started
showed persistence of pathogenie E. coli. Neomyein was then added to the
regimen. Oral alimentation in the form of banana and applesauce was resumed
on the 16th hospital day and full strength formula on the 21st hospital day.

The pneumonia cleared on the seeond hospital week. The patient continued
to improve and was discharged on the 16th hospital day still receiving neomyein.
The third stool culture taken shortly before discharge was later reported negative.

Case 11
(By L. 8. Joaquin, M.D.2?)

Case IT is a 13-year-old white male who was admitted for the first time because
of vomiting, The patient was apparently well and in good health until about
24 hours prior to admission when he vomited about 6 to 7 times. The vomitus
consisted of food, and the episodes of vomiting commenced one hour after having
ingested ¥ cupful of candle wax.

he following morning the private physician was consulted and he noticed
that the patient was dizzy, flushed and breathing deeply. Urinalysis done at
that time showed a strongly positive acetest and negative tes-tape for glucose.
The doctor advised the patient to take 2 oz. of sweetened fluids every 15 minutes,
but the parents noticed that he was becoming irrational and drowsy. The physi-
cian was again consulted, and this time he advised hospitalization.

Family History: Asthma and other forms of allergy are present on the mother’s
side, but no other familial illness.

Past History: The patient was born of a 7} months’ gestation with a birth
weight of 5% Ibs. in a normal spontaneous delivery. The pattern of growth and
development was normal and he had no other serious illness. His height is
5'6"'; weight is 132.5 Ibs. The patient is known to be allergic to feathers, grass-
weed, pollen, chocolate, terramyein and sulfas.

Hospital Course: Upon admission, the P:\til.‘ﬂt was conscious, coherent, co-
operative, afebrile but with a flushed face. The pulse rate was 90, and respiratory
rate 20 per minute; the blood pressure 120/70; and temperature 100°F,

3 Resident in Pediatrics, Babies' Unit, United Hospitals of Newark, Newark, N.J.
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The private physician suspeeted salicylate intoxication although the patient
denied having taken any aspirin. A stat urinalysis was strongly positive for
salicylate with 2+ for acetone and 1+ for albumin; stat blood salicylate level
was 42.5 mg.%. CBC was normal. The blood chemistry showed a BUN of
16.7 mg.; sodium 142; potassium 3.9; chloride 106; CO; 38 vol.%. Tonosol MB
was given intravenously along with sodium bicarbonate in doses of & gm. every
two hours, as indicated by the urine pH. About 12 hours after treatment, a
suicide note was found by the mother and the patient later admitted taking 80
S-grain aspirin tablets (total 400 grains.)

The patient responded well to therapy and, at present, is eompletely rational,
cooperative and alert. He has continued to receive supporfive therapy and is
now attending school.

Discussion by C. Prentiss Ward, M.D.?

These two cases illustrate the problems of salicylate intoxication: 1) in which
the salicylate was given for therapy by the parent and 2) an attempt at suicide.
In reviewing the literature we find that acetylsalicylic acid, beeause of its wide-
spread use, attractive taste of the ‘‘baby” aspirin, and easy availability, is the
most common childhood poison and presents a particular threat of families with
young children. A seminar on the subject of salieylism from the University of
Colorado revealed that the compounds commonly causing intoxication are
sodium salicylate, methyl salicylate (oil of wintergreen) and acetylsalicylic acid
(aspirin.) (1) Ease of availability is evidenced by the fact that more aspirin is
consumed in the United States than any other drug. Salieylates were responsible
for 541 fatalities (7.7% of the deaths due to aceidental poisoning) between 1952
and 1956. Of these, 380 fatalities oceurred in children under five years of age. (2)
Of 3,926 poisonings reported from 29 Poison Control Centers acetylsalicylic acid
was Iiﬁtcr{)zw the cause in 983 patients and “baby’ aspirin accounted for 62 per
cent of the ingestions, and “adult’’ aspirin for 10.9 per cent. (3) Other series of
statistics have shown an even higher rate of poisonings due to the “flavored”
type of aspirin. (4)

The National Clearinghouse for Poison Control Centers of the U.S. Publie
Health Service has reported 96,000 eases of ingestion incidents during 1961-1962.
Of the cases classified as accidents 86 per cent involved children under five years
of age, with aspirin as the most frequently ingested substance. It was noted that
the proportion of aspirin ingested increased with the older age groups. (5)

Review of the data collected by the Boston Poison Information Center (6)
revealed that 62 of 94 children shared the acetylsalicylic acid with playmates and
that “favored’ variety tablets were taken in 84 episodes. In 73 cases ingestion
followed the use of acetylsalicylic acid to treat another member of the family.
One-third of the involved children were just recovering from or affected by illness,
generally an upper respiratory disorder.  All ehildren, with but one exception, had
previous experience with acetylsalicylic acid, again usually the “flavored” variety.
This medieation was used for virtually every illness or indisposition suffered by the
family members with or without fever. Pareuts frequently admitted that they
encouraged acceptance of the medication by presenting it to the children as
“candy.” Children often explained that they were “playing doetor,” “having a
tea party” or “acting just like mommy or daddy when they felt bad,” thereby
showing that ingestion was not accidental but part of the physical and human
environment in which a child is unable to distinguish or remember the difference
between eandy and medicine. The importance of increasing parental awareness
of developmental patterns and abilities and the need for instruction in accident
prevention is very clear.

Unfortunately, the toxicity of the salicylates is underestimated both by the
laity and the physician in general. Too often proper therapy is delayed because
of improper evaluation of the seriousness of the problem.

We should also note here that many cases of salieylism are not due to accidental
ingestion but the result of the administration of what were considered to be thera-
peutic doses. Segar reported 43 cases of salicylism in children under 6 years of
age; 11 of these due to accidental ingestion, while 32 were the result of misguided
therapeutic efforts by an adult. (7) This places a burden upon the doctors who
prescribe salicylates for infants. It seems that a better subtitle for today's dis-
cussion could be “Iatrogenic Deaths” because this is what is really happening.
Therefore when considering accidental ingestion, one must take into account not
only the toddler who has found a bottle of acetylsalicylic acid but also that an
overdose may have been administered by an adult. It has been noted that the

IAttending in Pedintrics, Babies' Unit, United Hospitals of Newark, Newark, N.J.
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latter was more likely to be the case in the infant, while poisoning in the 2 to 4 year
old is usually the result of aceidental ingestion.
Clinical manifestations and physiclogy

The physiology and excretion of salicylate merit reviewing. The excretion of
salicylates is slow, the half-life of salicylate in the body being about 20 hours,
Eighty per cent is excreted through the kidneys and the remaining 20 per cent is
excreted in other ways. This means that if, due to dehydration for example, the
urine excretion is decreased, the rate of excretion of salieylate will be even less
than 50 per cent in 20 hours.

Since aspirin is routinely given every four hours, it is easy to see how it can
acecumulate in thebody. Therefore, the total dosage that the child has taken over
three or four days or a week is the significant amount in making a presumpfive
diagnosis of salieylism. This is illustrated in Case I. This 10-pound baby had a
total of 10 grains or 120 mg. per kg., an amount well up in the toxic range. The
toxicity was enhanced by dehydration due to fever, diarrhea and vomiting. These
symptoms common in sick children deerease the efficiency of the kidneys, thereby
increasing the accumulation of salicylates in the body.

Now it is found that if the urine is alkaline up to a level of pH 7 the excretion of
salicylates is ten times as rapid as when the pH of the urine is 6. But due to
metabolic acidosis the urine is ordinarily acid. There is an initial respiratory
alkalosis and a compensating loss of bicarbonate. This leads to the phase of
metabolic acidosis due both to the loss of bicarbonate and to the accumulation of
ketones and of metabolites. Another toxic effect of salieylates is an actual
increase in the metabolic rate: with toxie doses, the metabolism is increased to the
point where a fever may result from the aspirin itself. Therefore, this is a para-
doxical effect of overdosage of aspirin and one which might very easily be over-
looked. Case II illustrates this. The patient was a 13-year-old boy who had a
temperature of over 100% by mouth and, as far as we know now and in retrospect,
had no infection at all.

It is elaimed that the basal metabolie rate may be increased by as much as 100
per cent by a toxic dose of salieylates. Diarrhea may also be caused by toxic
doses of salicylates. When we realize how often babies with diarrhea are dosed
with aspirin, it becomes readily apparent how often aspirin adds to their difficulties.

Then there is the factor of dehydration due to additional water loss from the
lungs, accompanying the increased metabolism. The effect on the blood-clotting
mechanism is demonstrated in attempted suicides by teenagers who occasionally
die from a cerebral hemorrhage. This is related to a failure of the clotting mech-
anism. Aspirin is chemically similar to the coumarins with a similar phar-
macologic effect; therefore Vitamin K is considered part of the routine treatment
of salicylate intoxication.

Outline of Clinical Management of Silicylate Poisoning

I. Immediate
1) Ewvaluation of severity of intoxication
2) Appraisal of status of dehydration
3) Determination of acid-base imbalance
Test urine with Phenistix paper and Nitrazene paper
4) Determination of electrolyte imbalance
5) Draw blood for the following laboratory tests:
salicylate level
COycombining power
Plasma CO, content
pH
serum electrolytes
II. Pending laboratory report
1) Start intravenous fluids (5 per cent glucose in }4 physiologic saline)
2) If dehydration is severe hydrating solution should be given at the rate
of 8ce./sq.m. body surface per minute for 30 to 45 minutes
3) After that time, slow down hydrating solution to 2 cc./sq.m./min.
4) Correct bicarbonate and potassium deficits as indicated
(average requirement: 5 mEq NaHCOy/kg. and 2 mEq K/kg. for 12
hours)
5) In presence of eclinical acidosis and acid urine—NaHCOj; should be
given in énitial hydrating solution
II1. In life-threatening intoxication—consider peritoneal dialysis with 5 per eent
albumin solution or dialysis with artificial kidney




CHILD SAFETY ACT AND PERSONNEL TRAINING 81

IV. Administer vitamin K and B complex, the route of administration depending
on the condition of the patient
V. Maintenance management
1) Test each urine voided with Nitrazene paper
2) Perodic (frequent) determination of:
bleod COscombining power
blood CO4 content
blood pH

As regards other symptoms which occurred in our case of attempted suicide—
the boy complained of deafness, an interesting symptom, inasmuch as ringinﬁ
in the ears is a frequent sign of excessive aspirin. This boy actually complaine
of deafness.

On admission we obtained a salicylate level of 44 mg.% in the blood of this
patient. Using the extrapolation method of Done (8) it was computed that this
level was approximately that reached at 20 hours after his ingestion of the saliey-
late; we were then able to caleulate that he probably had a level close to 100 mg.%
at the peak—which would have been 2 hours after he took the salicylates.

The toxic dose is considered to be in the range of 75 to 150 mg./kg., which our
first patient had. In the second ease, 80 5-grain tablets—roughly 370 mg./kg.—
were taken, which is a fatal dose. Vomiting saved his life.

It is of interest to note that in a toxicology text, (9) aspirin is graded No. 4
in a classification of toxicity, where 6 is an extremely toxic substance and 1 is
nontoxic. In this scale aspirin is given a rating of 4; in other words, it is very
toxie. Surprising is the universal use and availability of a substance that is so
highly toxie.

t behooves us all to be aware of the fact that babies are getting sick and dying
every day because of aspirin given to them by their parents and, in some cases,
as prescribed by doctors.

Laboratory studies by John Stirling, M .D.A

The action of aspirin in the body is very complicated. It tends to act on all
the systems: on the nervous system, the gastrointestinal tract, the respiratory
and genito-urinary systems. Therefore, when the patient (adult or child) is
brought into the hospital, he tends to have a variety of symptoms which may
make the diagnosis somewhat difficult.

The over-all action at first is one of stimulation, especially in adults. Later,
aspirin tends to exert a generalized depression. Once salicylate poisoning is
suspected, the diagnosis is comparatively easy from the laboratory finding. his
depends upon the reaction of ferrie chloride with salieylate, giving a purple-colored
compound—ferric salicylate—which can be measured.

In the pediatric office, the phenostix, used for the determination of phenyl-
ketonuria, also contains ferric chloride, and ecan be used as a routine screening
test for salicylates. Most children tend to pass, rather rapidly, through the
initial stimulatory stage following ingestion of this compound and, therefore, by
the time they come to the pediatrician they are usually in a state of generalized
depression. It should be borne in mind that children, under three years of age,
seem to be much more sensitive to this aetion of aspirin than adults.

In the early stages of salicylate poisoning there is prolonged hyperventilation,
due to stimulation of the respiratory center. This leads to a respiratory alkalosis,
which may be aggravated by a metabolic alkalosis beeause of the vomiting which
often occurs. Therefore, there is a real problem in ascertaining and correcting
an electrolyte and acid-base imbalance which may shift rapidly.

the process continues ketone bodies are produced, resulting in an uncom-
pensated metabolic acidosis. Urine pH at this stage is usually acid. Determina-
tion of blood pH, PCO, CO,, the carbon dioxide-combining power, and the use
of a nomograph make possible an accurate determination of the acid-base balance.
If any two of these are determined, the others can always be determined. In
other words, if you can pick up a COycombining power and if you have the facilities
to do a total CO, content, then the pH can be determined. If you can obtain the
pH and one of the others, then you will be able to tell whether the child is in a
respiratory alkalosis or a metabolic acidosis.
deally, the pH should be done on unexi)med arterial blood but capillary blood
is sufficiently accurate. The reason for this is that as the blood passes through
the lungs it throws off carbon dioxide. so that a pH of venous blood would be
inaccurate.

4 Pathologist, Babies’ Unit, United Hospitals of Newark, Newark, N.J.
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It is also well to determine ecarbon dioxide content, because this is important
with regard to therapy. Thus, administration of biecarbonate would not be ad-
visable when there is a high serum bicarbonate. Ordinarily, we get by with this
beeause a state of metabolic acidosis is usually present by the time the child is
hospitalized.

Other laboratory tests of importance are prothrombin determinations if the
child shows any hemmorrhagic tendencies, and liver function tests if hepatic
damage is suspected. The important thing, however, is determination of the acid-
base balance.

Questions and comments

A Voice: Dr. Stirling, you said that early in this case the CO; content may be
elevated. Then, what would the urine pH be?

Dr. Stirling: (’icnerally, when the child is in a respiratory alkalosis the COjq
content tends to be low. Also, the pH of the blood will be up, and eompensatory
biochemiecal processes coming into play result in an alkaline urine.

A Voice: My reason for asking is this: suppose this happens during the night,
and a plasma pH determination cannot be done; and by the time the child is sick
enough to need treatment, he is beyond this stage. Would it help to get the pH
of the urine, and if the urine were acid, then would it be perfectly safe to go ahead
with the bicarbonate therapy?

Dr. Stirling: This has some pitfalls but as a general rule it would apply.

A Voice: Do you think there would be any danger in giving sodium bicarbonate
to a child whose urine is acid?

Dr. Stirling: Offhand I would say no, but one must bear in mind that urinary
pH does not always reflect plasma pH.

Dr. Barba: I think that some particular eases may have a markedly elevated
pH and still have an acid urine with the patient excreting acid metabolites.

his is the reason why—due to the complexity of this combination of respiratory
alkalosis and metabolic acidosis in any one patient—there is no way one can be
really sure what the condition is, by just simple measurement., Fortunately,
almost all of the younger children go rather rapidly into a metabolie acidosis.
Also, fortunately, since there are two factors at work—a metabolic acidosis and
a respiratory alkalosis—the pH is rarely too far from normal in any given patient.
It is the exceptional case where the pH goes way down or way up due to the differ-
ent factors operating. I think that in any one patient you cannot rely on any
one measure; you have to have all measures.

Chairman: In that respect, how much help will the salicylate level be in deter-
mining the status of the patient?

Dr. Barba: T think the salicylate level is of the biggest help with regard to the
kind of therapy to institute.

If you use the nomograms in order to extrapolate retrospectively to what the
presumed starting level was, and if this is reasonably within limits compatible
with life, then you ean treat the patient effectively and conservatively with intra-
venous therapy. However, if you extrapolate back and get an unusually high
level, and the level continues to be high, then this might justify using dialysis or
transfusion, depending on the age of the child.

Dr. Ward: We might focus on one of the points in the case of the 13-year-old
boy: we tested every sample of urine with the pH paper, and found that we were
starting off with a level of pH 5.4 at the outset. We were giving him bicarbonate
by mouth in what I think is probably a conservative dose (4 grain every two
hours). We could have given three or four times as much. It would probably
have been better.

We found that it took nearly 24 hours to get his pH up to 7. In other words,
from a theoretical point of view, we undertreated him. /e could have given him
a good deal more bicarbonate; and he probably would have excreted the salicylates
even faster, which in this case was not a critical problem. However, if you are
dealing with a case which is more toxie, where the child is in coma, you want to
achieve a maximum excretion of salicylates with the bicarbonate. You would,
therefore, use bicarbonate in the range of 5 mEq/kg., given over a period of 12
hours.

Dr. Barba: One other important point that I would make relates to the occa-
sional case (based on the Henderson equation) where the CO,: bicarbonate ratio
is 1:20. With this hyperventilation, CQO; is blown off, so that the plasma CO,
level is reduced, and the kidneys eompensate for this by eliminating the bicar-
bonate. The bicarbonate then goes down, but more slowly. Since this is a
slower operating factor, the patient will have an elevated pH.
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Due to the toxic effects of salicylates, which will at times cause a depression
instead of stimulation, the patient’s respiration suddenly may become depressed,
and, in that case, he will rapidly reaccumulate the CO;. The kidneys cannot
possibly compensate for this quickly, and severe respiratory acidosis will ensue—
in fact, very, very quickly. The only possible remedy in this eritical situation is
to put the patient on positive pressure therapy so that he is ventilated and thereby
helped to blow off the CO,, combating the respiratory acidosis. I think thatin a
severe case of salicylate poisoning, you should always have the intermittent
positive pressure breathing apparatus available for immediate use.

Chairman: Are there any further comments?

A Voice: Dr. Finberg has advocated the use of diamides, and I would like to
find out whether that advoeacy has found any fertile ground, and if it has, 1
would like to speak against it.

Dr. Barba: My comment is based on the few reports I have read about this,
though I have never used it: there was one encouraging, and several discouraging
reports.

The work conducted at Kings County Hospital in 1954 showed that diamides
would alkalinize the urine of dogs poisoned with salicylates and thereby increase
the excretion of salicylates. The publication of these results was delayed, until
further experimentation proved that this was life-saving.

Rats poisoned with salieylates were then treated with alkali or with alkali plus
diamide, The alkali alone worked much better. The diamides produced an
acidosis.

So, I believe that while diamides would eliminate the salicylates faster, as
Dr. Finberg said, if a child is just between life and death, I think there are reasons
to suppose that this treatment might be dangerous. Therefore, I would rather
use dialysis, the intermittent positive pressure, and sodium bicarbonate.

Dr. Ward: It might be worth peinting out that in the peritoneal dialysis, 5%
albumin is recommended in the solution. I think that would be very sensible
beeause the albumin will bind the salieylates and make their excretion much more
effective.

The other thing which has not been brought up is the effect of salicylate poison-
ing on potassium. The whole process works so as to depress potassium, which
was observed in our case.

Chairman: I think that as pediatricians we have tremendous responsibilities to
see that such a toxic substance as salicylate is not so easily available, especially
those abominable baby-aspirin tablets.

Dr. Stirling: May I ask about the use of Tham (tris hydroxymethyl) amino-
methane here?

Dr. Barba: Yes, Tham, has been used; the difficulty with Tham is that it
occasionally precipitates a respiratory arrest, so that you have to be able again to
maintain adequate prolonged respiratory exchange artificially.

Summary

Two cases of salicylate poisoning are presented in: 1) a 3-month-old infant who
received aspirin in therapy; 2) an adolescent boy who attempted suicide.

It has been emphasized that aspirin is highly toxie. The toxic manifestations
inelude respiratory alkalosis, metabolic acidosis, increased basal metabolic rate
with resultant fever and dehydration, proteinuria, hypoprothrombinemia, hypo-
kalemia, diarrhea, transient deafness, coma, epistaxis and a tendency to hem-
orrhage. The toxicity is enhanced by slow exeretion, which is further retarded
by acidosis or dehydration. Accordingly, on a q 4 h dosage schedule the drug
may accumulate to toxic levels, even though individual doses may not have ex-
ceeded generally accepted therapeutic amounts. Aspirin is far from innocuous,
and the harmful effects must be balanced against the anticipated benefit.

The treatment of salieylate intoxication is discussed, with appropriate emphasis
on the correction of electrolyte and acid-base imbalance.
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Mrs. SunLivan. Thank you.

After the revised version of H.R. 1235 was introduced containing
this new section on flavored aspirin for children, I acain went the
rounds of the executive department, as I had in previous Congresses,
trying to get administration support for the omnibus bill approach
to all of the inadequacies of the Food, Drug, and Cosmetic Act.

I failed again—the White House and HEW strategists decided
against my approach in favor once again of the piecemeal approach—
but I received a great deal of news coverage on the aspirin section
and a year or more later, this proposed child safety bill came up,
containing several other major provisions of H.R. 1235, on labeling
and modification of the exemption of foods, drugs, and cosmetics
from the Hazardous Substances Labeling Act, and also including
for the first time in an administration bill & provision on flavored
aspirin, although, as I said, it is only a halfway adoption of section
14 of my bill.

Naturally, I support this bill as far as it goes. But I am truly
distressed at how little the administration has asked for, and how
timidly it has asked for it. The witnesses you are going to hear
this morning will undoubtedly be eloquent in telling you it goes too
far—as they would, I am afraid, of any bill which interfered with
them in any way.

I don’t think the moderation evidenced in this administration bill
will achieve consensus. So why not ficht for what is needed, such
as a complete ban on flavored aspirin plus the other provisions on
H.R. 1235 as listed in the bill’s title as follows and I quote the bill:

A bill to protect the publie health by amending the Federal Food, Drug, and
Cosmetie Act 80 as to amend certain labeling provisions of the food, drug, and cos-
metic chapters to assure adequate information for consumers, including cautionary
labeling of articles where needed to prevent accidental injury; prohibit worthless
ingredients in special dietary foods; require new therapeutic deviees to be shown
safe and efficacious before they are marketed commereially; require all antibiotics
to be certified; require cosmetic to be shown safe before they are marketed com-
mercially; clarify and strengthen existing inspection authority; make additional
provisions of the act applicable fo carriers; provide for administrative subpenaes,
and prohibit the use of carcinogenic color additives in animal feeds.

Mr. Chairman, I have a big file of letters that I received from all
over the country after the flavored aspirin ban in my bill was widely
publicized, and T will read excerpts from four or five of them to give
you an idea of the kind of people who have been writing me on this
subject.

One is from the city of New Rochelle, N.Y., from the supervisor of
arts in the city schools there. This gentleman, Mr. Mortimer H.
Slotnick, says:

How we can tolerate such built-in booby traps is beyond comprehension. As
the father of a baby who consumed a bottle of tasty orange-flavored baby aspirins,
I can state with the greatest emphasis that dangerous medicines should taste
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bitter or sour or just bad. The good Lord smiled on our baby and we discovered
the deed in time and pumped her out with no bad effects.

Then Dr. John Ambach of Louisville, Ky., writes:

For several years I have disparaged the use of baby aspirin in the home and this
“peculiar’’ behavior was prompted by case after case of children eating the aspirins,
and in some instances rather severe aspirin intoxications that required very
strenuous hospital measures to overcome.

And Mr. and Mrs. Clarence L. Hurst of St. Louis write:

I have heard the stories that mothers tell, that is: They were sure the aspirins
were on a high shelf, and the child could not reach them, and I have heard that
they were sure the baby could not get the safety top off the bottle; of course, other
explanations in addition. Despite this, the children were still being poisoned and
rather routinely.

We have for the last several years used acetaminophen derivatives and until
recently dipyrone derivatives for reducing fever in children and have done
beautifully with these products.

Thanks a million for trying to discontinue the baby aspirin. Last week our 3-
year-old nephew was taken to the hospital here after eating a number of them.
Luckily he just stayed over night and he survived, but many of them don’t,

Dr. William B. Mcllwaine III, a pediatrician from Petersburg,
Va., said:

The enclosure—

A newspaper account of my bill—
interests me a great deal as I am heartily in favor of prohibiting the sale of flavored
aspirin for children. At least three or four times a week, I am told, the hospital is
engaged in washing out some child’s stomach, and I personally feel it is a very
dangerous drug in the flavored form.

I have received similar letters from other pediatricians. The
chief of pediatrics at the Presbyterian Medical Center in San Fran-
cisco, Dr. Lester A. Luz, says:

I have just recently read in the San Franeisco Chronicle of your efforts to
abolish the distribution of candied aspirin for children. As a pediatrician I wish
to commend you for your action. I sincerely hope you will succeed in your
project.

On the other side of this issue, I heard from several people, in fact
four from mothers who say “How foolish can you get? Aspirin has
saved my child. Why would you outlaw it?””  Of course I do not wish
to ban all aspirin, but I think we should ban the candied flavored
aspirin as a leading killer of children under 5, when plain aspirin can
be given the child with a little ingenuity and imagination, and with
little chance of the child accidentally ingesting any in the mistaken
belief it is candy.

Thank you Mr. Chairman.

Mr. Rocers of Florida. Thank you very much, Mrs. Sullivan,
for a very excellent statement. I appreciate very much your thoughts
and know that you have given a great deal of time to this subject over
the years.

Any questions?

Mr. SarrerrieLp. No questions, Mr. Chairman.

Mr. SprINGER. Mrs. Sullivan, this is an excellent statement and
I know how long you have been very much interested in this subject
before the committee and it is important that we do take cognizance
of it.

Do you have anything against H.R. 138867

Mrs. Svrnivan. Only that it doesn’t go far enough.
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Mr. SeringeEr. But you are not opposed to anything in the bill at
present, time?

Mrs. Svnnivan. No; I am not.

Mr. SPRINGER. You are not opposed to any feature in H.R. 13886.

Mrs. SuLnivan. That is right.

Mr. SeriNGER. Your only thinking about it is that you believe that

ought to do more or contain more safety features; is that correct?

Mrs. Surtivan, That is correct.

Mr. Seringer. Would you support the bill if it came to the floor?

Mrs. SurLivan. Yes; I would.

Mr. SerinGeEr. Thank you, Mr. Chairman.

Mr. Foaers of Floria. Mr. Mackay.

Mr. Mackay. No questions

Mr. Rogers of Florida. Thank you very much, Mrs. Sullivan.
We appreciaet your presence here this morning.

Mrs. Sunnivan. Thank you.

Mr. Rocers of Florida. Our next witness is Mr. C. Joseph Stetler,
who is President of the Pharmaceutical Manufacturers Association.

Mr. Stetler, the committee would be glad to hear you now, and if
you would like to please identify those with you for the record.

STATEMENT OF C. JOSEPH STETLER, PRESIDENT, PHARMACEUTI-
CAL MANUFACTURERS ASSOCIATION; ACCOMPANIED BY ROD-
NEY MUNSEY, COUNSEL; AND DR. HART VAN RIPER, VICE
PRESIDENT FOR MEDICAL AFFAIRS, GEIGY PHARMACEUTICALS

Mr. SteTLER. Mr. Chairman, I would like to have with me Dr,
Hart Van Riper and Mr. Rodney Munsey.

Mr. RocEgs of Florida. Thank you.

Mr. SterLEr. Mr. Chairman and members of the committee, it is a
privilege for us to appear before you today to present the views of the
Pharmaceutical Manufacturers Association on title I of H.R. 13886,
a bill, as you know, entitled, “The Child Safety Act of 1966,” and
several related measures.

With your permission I would like to file for the record our complete
statement that was submitted to the committee and I will present an
abbreviated version, if I might.

Mr. Rogers of Florida. Without objection your complete state-
ment will be made part of the record at this point and we will beelad
to have your comments.

(Mr. Stetler’s complete statement follows:)

SraremENT oF C. JoseEru STETLER, PRESIDENT, PHARMACEUTICAL
MANUFACTURERS ASSOCIATION

Mr. Chairman and members of the committee, it is a privilege to appear before
you today to present the views of the Pharmaceutical Manufacturers Association
on Title I of H.R. 13886, 89th Congress, a bill entitled “The Child Safety Act
of 1966, and several related bills.

My name is C. Joseph Stetler. T am the President of the Pharmaceutical
Manufacturers Association, a trade association composed of some 140 manufac-
turers produeing about 95 per eent of the drugs sold on preseription or promoted
to the medical profession in this country.

Our member firms conduet extensive research and develop, manufacture and
distribute products which prolong and save lives. During the past thirty vears,
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the U.8. pharmaceutical industry has become the world’s leader in developing
new medicines. Of 604 major new drugs which have been made available since
1941, nearly two-thirds originated in this country with only a relative handful
coming from other than private industrial research. New drugs have been a
major factor in bringing about an astonishing reduetion in morbidity and mortality.

The National Health Education Committee has estimated that the decline
in mortality rates since 1937 has added almost nine billion dollars to the national
cconomy each year. More than four million Americans living today would be
dead if 1937 death rates had continued. The decline in the number of mental
hospital patients in the last nine vears has saved approximately $4 billion in
institutional construction costs alone. More than half of the hospital beds used
for care of tuberculosis patients in 1956 are now awvailable for other purposes,
and many tuberculosis facilities have been converted to other uses, for lack of
TB patients. Equally important is the role drugs have played in the virtual
elimination of poliomyelitis throughout the world.

Although drugs may not be solely responsible for these results, they unques-
tionably deserve a substantial degree of credit. One statistic alone dramatizes
what has happened. Of the more than 775 million preseriptions written in 1964,
it is estimated that 70 per cent could not have been filled in 1950, for the simple
reason that the drugs prescribed were not then in existence.

This revolution is attributable to many factors. One is the enormous research
program of the pharmaceutical industry. Sinee 1950 its annual research and
development expenditure has increased eight-fold. In 1966 alone, it is estimated
such expenditures will amount to about $350 million—bringing total industry
research to well over $2 billion sinee 1950.

We appear today to offer our comments concerning the provisions of H.R.
13886, H.R. 14557, H.R. 14632, H.R. 15269 and H.R. 15301 as they relate to
limitations on children's aspirin, safety closures on retail drug containers, and
cautionary drug labeling. In order to simplify our statement, we have addressed
our remarks to H.R. 13886 recognizing, of course, that the other bills have one or
more like provisions.

1, LIMITATION ON QUANTITY OF CHILDREN'S ASPIRIN IN RETAIL PACKAGE

Section 2 of the bill would authorize the Secretary of the Department of Health,
Education and Welfare to limit by regulation the quantity of aspirin or aspirin-
containing products in a retail container if the product was prepared in a dosage
form intended for children.

It is presumed from the testimony previously presented on this proposal that
this section is intended to apply solely to “children’s aspirin.”” As written, how-
ever, the section would embrace not only the specially formulated preparations
we think of as “children’s aspirin” but would also include all other aspirin-
containing products and other forms of salieylic acid which ecarry children’s
dosage recommendations on their labels. Present Food and Drug Regulations
require, incidentally, that all aspirin tablets include in their labeling dosage direc-
tions for children down to three years of age.

To our knowledge no particular problem of child abuse of these other products
has been shown to exist, nor did President Johnson in his Consumer Message
of March 21, 1966, request action with respect to these preparations. He asked
Congress to “Limit the amount of children’s aspirin available in retail packages.”
Commissioner Goddard in his statement before the House Interstate and Foreign
Commerce Committee on June 24, 1966, clearly indicated that he considers
the problem to be one centered on aspirin that is ““colored and flavored to ease the
parent’s task to give the medicine to a feverish and fretful child.”

In order to properly focus the bill, we recommend the following amendment in
H.R. 13886: In line 11, page 2,

Strike the word “intended” and insert in place thereof “specifically formulated
and labeled.”

Further, this section in its present form would give the Secretary power to
establish by regulation a limit on the aggregate quantity of ‘“‘children’s aspirin®”
in each container. As indicated by earlier testimony, scientific opinion is ap-

arently available to establish the quantity of aspirin or salicylic acid which is
ikely to cause death or serious injury to children of tender age. Thus we believe
the limitation, as established by scientific evidence, be written into the statute
rather than left to the regulatory discretion of the Secretary of Health, Education,
and Welfare.
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2. SAFETY CLOSURE ON RETAIL DRUG CONTAINERS

Section 3 of the bill would authorize the Seeretary of the Department of Health,
Education, and Welfare to require, by regulation, that retail containers for any
drug product designated by him be secured by a “safety closure.”

Industry is in sympathy with the objectives of this proposal as evidenced by
its continued attempts to develop, on its own initiative, closures which would
effectively prevent aceidental poisoning. However, the criteria of the bill are so
broad that they ecover every form of container and produet, including botiles,
tubes, jars, ampules, ete., whether they are for prescription or over-the-counter
drugs. Also covered would be the containers which the retail pharmaeist uses in
dispensing drugs pursuant to a physician's order.

Without somne indication of the tvpes of “safety closures’” envisioned for the
various products and containers marketed, it is not possible to determine how this
requirement would affect the pharmaceutical industry in terms of cost of goods
and investment in manufacturing equipment. Nor is it possible to estimate how
this provision would affect the ultimate cost and availability of produets to the
consumer. Under the wording of this section, industry could be faced with
constant change of equipment and package requirements in order to conform to
the opinion of FDA. This prospect is particularly troublesome since at the
present time no one in industry or government has been able to devise a really
effective or satisfactory closure.

As written, the bill would give the Seeretary virtually unlimited authority to
impose, by regulation, a safety closure requirement whenever he determines such
is necessary without any corresponding determination that the drugs affected
have been frequently involved in aceidental poisonings.

Finally, and very frankly, we do not believe that our industry, with a high
degree of expertise in this field, should be subjected to loose regulatory authority
in the Food and Drug Administration, which is not particularly conversant with
the subject.

Sinee there are no completely satisfactory answers available at this time to the
“gafety closure” question, we would recommend that Congress first require a joing
government-industry study with results to be considered by this committee before
broad legislation of this type is enacted.

?

3. DPRUG LABELING REGULATION

Section 4(b) of the bill would amend Section 502(f) of the Food, Drug and
Cosmetic Act to provide, among other thin s—

(a) That drug labeling be required to bear “adequate warnings'" against
a “substantial and reasonably foreseeable risk of causing aceidental injury’;

(b) That drug labeling be required to bear instructions for first-aid treat-
ment “when necessary or appropriate’; and

(¢) The vesting of authority in the Secretary of HEW to promulgate drug
labeling regulations regarding specific drugs or classes of drugs (without
¢« pportunity for hearing) on ‘‘such other information relating to the foregoing
matters and to side effects, contraindications, effectiveness and other matters”
in order to ecarry out the purposes of the amendments. The regulations
authorized could also include the designation of matters to be included in or
omitted from labeling and could relate to specifie drugs or classes of drugs.

The preamble to H.R. 13886 states the purpose of the proposed legislation to be
“To protect children and others from accidental death or injury by amending * * *
with respect to aspirin intended for children, safety closures, on drug containers
and eautionary labeling of containers.”

In our opinion the regulation promulgating authority regarding side effects,
contraindieations, effectiveness and other matters included in section 4(b) of the
bill is not related to that stated purpose. This is an entirely separate issue with
different implications and should be considered in connection with other pending
bills. In any event, we oppose the drug labeling provision in Section 4(b) first,
because of the extent of control, over all drugs, which this provision would give
the Secretary in connection with every piece of printed matter that falls within
the broad purview of the term “labeling.” The provision is in effect a “‘blank
check” to issue regulations preseribing the exact words that must be used in
labeling, and the things that cannot be said, about accidental injury, first-aid.
gide effects, contraindications, effectiveness ““and other matters.” = Authorization
would be granted to preseribe the exact manner and form of statements in labeling
on these subjects.
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It would appear that this regulation-making authority is broad enough to
authorize the Food and Drug Administration to issue a regulation for an entire
class of drugs, stating precisely the words to use to deseribe a drug’s effectiveness,
side effects, contraindications, risk of aceidental injury, and first-aid instructions.
It would also authorize F.D.A. to say that no other language on any of these
subjects could be included in any labeling. All the Secretary would need to do, as
a basis for issuing such a regulation, would be to make the broad and vague finding
that such a requirement is necessary for the safe and effective use of a drug or
class of drugs.

There has been no need established for such a sweeping grant of regulatory
authority. The phrase “other matters” could be interpreted to mean whatever
the IFood and Drug Administration wants it to mean. To make the proposal even
more objectionable, affected manufacturers would not even be entitled to an
administrative hearing on the merits of any regulations enacted. Iven the
Federal Hazardous Substances Labeling Aet which deals with much narrower issues
embraces the safeguards of Section 701(e) of the Federal Food, Drug and Cosmetic
Act.

“omplete information regarding effectiveness, contraindications and side effects
is already required by the Food, Drug and Cosmetic Act in the labeling of all
drugs. To grant F.D.A. the authority to unilaterally dictate what they are, may
grant the power to that agency, at its whim, to require any and all well established
drugs to be precleared at any time through the new drug provisions of the Act,

We oppose in its present form the requirement that drug labeling be required
to bear adequate warnings against substantial and reasonably foreseeable risk of
causing accidental injury as being too vague and uncertain. At the present
time, drug manufacturers have a duty imposed by law to warn against known or
reasonably foreseeable dangers of a product. The duty does not, in general,
however, extend to unknown side effects where the manufacturer has exercised
all reasonable efforts to determine the nature and effects of the product. Nor
do the courts usually construe the duty to warn to extend to harmful effects to
the idiosyneratic or allergenic individual. No cases have found a manufacturer
liable for failure to warn of the dangers resulting from missuse.

It certainly could be argued that every untoward inecident reported to a manu-
facturer (whether substantiated or not) is notification of a “reasonably foreseeable
risk.” Must label warning be included for each such report? Drugs by their
very nature have certain propensities for causing untoward effects. A drug
manufacturer may do the finest job known to science in the development of a
drug, yet it is a fact that some person somewhere, sometime and at some dosage
level will suffer some side effect from the drug. The “risk of causing accidental
injury’’ is foreseeable, the type of injury may or may not be foreseeable. We
recommend, therefore, that the provision be deleted or, in the alternative, that
it be amended to read: “Against a known or reasonably foreseeable injury causing
propensity of the drug in a substantial number of users when the drug is used
according to the directions for use * * #7

Many of the statements just made apply equally to the requirement for “in-
cluding instructions for first-aid treatment’' even though that requirement is
limited to situations “when necessary or appropriate.” A new duty would be
imposed by this language, a violation of which may constitute negligence per se,
although the guidelines proposed in the bill are general in character and lack
definite standards. There is no requirement that risks for a substantial number
of people be involved. In addition, the possible number of permutations or com-
binations of first-aid instructions for either accidental misuse, or even proper use
is vast, and at the very least this requirement would foster litigation.

The contention that has been made that the situation is analogous to the
Federal Hazardous Substances Labeling Acl is erroneous. Hazardous substances
are confined to inflammable, corrosive, irritant or toxic ehemicals and far more
precise treatment, expurgative or antidotal in character, is usually available to
avoid continuing injury from contact of the substance with body tissue. Drug
side effects on the other hand, are not generally subject to first-aid treatment.
Persons should be directed only to contact a physician immediately. Indeed,
drugs were included within the Federal Hazardous Substances Labeling Bill when
proposed but were deleted prior to passage of the Act.

A need has not been established to grant the authority to the Secretary of Health
Edueation, and Welfare which is set forth in Section 4(b) of this bill. In our
opinion, therefore, the provision should be deleted from this bill.
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We are grateful for the opportunity to present our views to the Committee on
the pending bills. If there are questions we will be happy to attempt to answer
them,

Mr. SteTLER. As I mentioned, I am accompanied today by Dr.
Hart Van Riper and Mr. Rodney Munsey. I would just like to very
briefly identify them for the committee.

Dr. Van Riper is a physician. He is a board certified pediatrician.
He has had extensive experience in private practice and for many
years was medical director of the National Foundation for Infantile
Paralysis. He is presently the vice president for medical affairs of
Geigy Pharmaceuticals.

Mr. Munsey is an attorney and is a member of the legal staff of the
Pharmaceutical Manufacturers Association. He has been v ery active
for many years in work involving the Food, Drug, and Cosmetic Act.

We appear here today to comment, as I said, concerning the provi-
sions of several bills that are before the committee as they relate to
limitations on children’s aspirin, safety closures on retail drug con-
tainers, and eautionary drug labeling.

In order to simplify our statement I will address my remarks to H.R.
13886, recognizing that the other bills have one or more like provisions.
First, "with respect to the limitation on the quantity of children's
aspirin in rel:lill packages, section 2 of the hilll would authorize the
Secretary of the Department of Health, Education, and Welfare to
limit by regulation the quantity of aspirin or aspirin-containing prod-
ucts in a retail container if the product is prepared in a dosage form
intended for children.

It is presumed by us from the testimony previously presented on

this proposal that this section is intended to apply solely to “children’s

aspirin.””  However, as written the section would embrace not only

the specifically formulated preparations that we think of as “‘children’s
aspirin,”’ but would also include all other aspirin-containing products
and other forms of salicylie acid which carry children’s dosage recom-
mendations on their labels.

Incidentally, present food and drug regulations require that all
aspirin tablets include in their labeling dosage instructions for chil-
dren down to 3 years of age.

To our l\nnwledtre no pnrlwulm' problem of child abuse of these
other products has “been shown to exist, nor did the President in his
consumer message of March 21 request action with respect to these
preparations. In that message he asked Congress to "LimiL the
amount of children’s aspirin available in retail packages.”

We also noted that when Commissioner Goddard appeared before
this committee on June 24 that in his testimony he clearly indicated
that he considers the problem to be one centered on aspirins that are
“colored and flavored.”

Therefore, we would suggest with respeet to section 2 of that an
amendment is in order to more properly focus thnt section on chil-
dren’s aspirin. It could be done on line 11, page 2, by striking the
word “intended” and inserting in lieu thereof the words * -upeclﬁca]ly
formulated and labeled.”

One other thing in this particular section that we would comment on,
and that is the ptnpuuaF to give the Secretary of HEW power to
o:tablb-h by regulation a limit on the aggregate quanl:t\' of “children’s
aspirin” in each container. As indicated in earlier testimony by FDA.
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scientific opinion is apparently available to establish the quantity of
aspirin or salicylic acid which is likely to cause death or serious injury
to children of fender age is accidentally ingested.

Thus, we believe the limitation, as established by scientific evidence,
could and should be written into the statute rather than left to the
regulatory discretion of the Secretary of HEW, who would turn the
decision over, I am sure, to the Commissioner of Food and Drug.

Now, then, with respect to the safety closure provisions. Section 3
of the bill would authorize the Secretary of the Department of Health,
Education, and Welfare to require by regulation that retail containers
for any drug product designated by him be secured by a “safety
closure.”

I would like to say, and say emphatically, that industry is in sym-
pathy with the objectives of this proposal as evidenced by its con-
tinued attempts to develop on its own initiative closures which would
effectively prevent accidental poisoning.

However, the criteria of this section of the bill are so broad that
they cover every form of container and product, including bottles,
tubes, jars, ampoules, et cetera, whether tlhey are for prescription or
over-the-counter drug products.

Also covered would be the containers which the retail pharmacist
uses in dispensing drugs pursuant to a doctor’s order.

Without some indication of the types of “safety closures” that are
envisioned for the various products and containers marketed, it is
not possible to determine how this requirement would affect the
pharmaceutical industry in terms of cost of goods and investment in
manufacturing equipment.

Nor is it possible to estimate how this provision would affect the
ultimate cost and availability of products to the consumer. Under
the wording of this section, industry could be faced with constant
change of equipment and package requirements in order to conform
to the current opinion of the Food and Drug Administration.

This prospect is particularly troublesome since at the present time
no one in industry or Government has been able to devise a generally
acceptable or a really effective or satisfactory so-called safety closure.

As written, the bill would give the Secretary virtually unlimited
authority to impose by regulation a safety closure requirement when-
ever he determines such is necessary without any corresponding de-
termination that the drugs affected have been frequently involved in
accidental poisonings.

Finally, and very frankly, we do not believe that our industry, which
has a high degree of expertise in this field, should be subjected to
loose regulatory authority in the Food and Drug Administration, which
is not, particularly conversant with the subject.

Since there are no completely satisfactory answers available at
this time to the “safety closure” question, we would recommend that
Congress first require a study, possibly a joint Government-industry
study, which we would be happy to participate in, with the results
to be considered by this committee before broad legislation of this
type is enacted.

Our final comment would be with respect to section 4(b) of the bill
dealing with the drug-labeling regulations. This section would amend
section 502(f) of the Food, Drug, and Cosmetic Act to provide
among other things, that drug labeling be required to bear “adequate
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warnings” against a “substantial and reasonably foreseeable risk of
causing accidental injury’’; second, that drug labeling be required to
bear instructions for first aid treatment ‘“when necessary or appro-
priate”; and third, the vesting of authority in the Secretary of HEW
to promulgate drug-labeling regulations regarding specific drugs or
classes of drugs (without an opportunity for hearing) on “such other
information relating to the foregoing matters and to side effects,
contraindications, effectiveness, and other matters” in order to carry
out the purposes of the amendments. The regulations authorized
could also include the designation of matters to be included in, or
omitted from, labeling and could be related to specific drugs or classes
of drugs.

The preamble to H.R. 13886 states the purpose of this proposed bill
to be to protect children and others from accidental death or injury
by amending the Federal Food, Drug, and Cosmetic Act with respect
to aspirin intended for children, safety closures on drug containers,
and cautionary labeling on containers.

In our opinion the regulation promulgating authority regarding side
effects, contraindications, effectiveness and other matters included
in section 4 (b) of the bill is not related to that stated purpose.

This is an entirely separate issue with different implications and
should be considered in connection with other bills now pending before
this committee and which, incidentally, include an identical provision.

In any event, however, commenting on this specific provision at
this time, we do oppose the drug labeling provision in section 4(b),
first, because of the extent of control over all drugs which this pro-
vision would give the Secretary in connection with every piece of
printed matter that falls within the broad purview of the term
“labeling."”

The provision is in effect a blank check to issue regulations pre-
seribing the exact words that must be used in labeling, and the things
that cannot be said, about acecidental injury, first aid, side effects,
contraindications, effectiveness, and other matters. Authorization
would be granted to preseribe the exact manner and form of state-
ments in labeling on these subjects.

It would appear that this regulationmaking authority is broad
enough to authorize the Food and Drug Administration to issue a
regulation for an entire class of drugs, stating precisely the words to be
used to describe a drug’s effectiveness, side effects, contraindications,
risk of accidental injury, and first-aid instructions.

It would also authorize FDA to say that no other language on any
of these subjects could be included in any labeling. All the Secretary
would need to do as a basis for issuing such a regulation would be to
make the broad and vague finding that such a requirement is necessary
for the safe and effective use of a drug or class of drugs.

There has been no need established for such a sweeping grant of
regulatory authority. The phrase “other matters” could be inter-
preted to mean whatever the Food and Drug Administration wants it
to mean. To make the proposal even more objectionable, affected
manufacturers would not even be entitled to an administrative hearing
on the merits of any regulations enacted. Even the Federal Haz-
ardous Substances Labeling Act which deals with much narrower issues
embraces the safeguards of section 701(e) of the Food, Drug, and
Cosmetic Act.
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Complete information regarding effectiveness, contraindieations,
and side effects is already required by the Food, Drug, and Cosmetic
Act in the labelings of all drugs. To grant FDA the authority to uni-
laterally dictate what that wording should be may grant the power to
that agency at its whim to require any and all well-established drugs to
be precleared at any time through the new drug provisions of the act.

We oppose in its present form the requirement that drug labeling
be required to bear adequate warnings against “substantial :Lnﬁ
reasonably foreseeable risk of causing accidental injury” as being
too vague and too uncertain.

At the present time drug manufacturers have a duty imposed by
law to warn against known or reasonably foreseeable dangers of a
product. The duty does not, in general, however, extend to unknown
side effects where the manufacturer has exercised all reasonable efforts
to determine the nature and effects of the product.

Nor do the courts usually construe this duty to warn to extend to
harmful effects of an idiosyncratic or allergenic individual. No cases
have found a manufacturer liable for failure to warn of dangers result-
ing from misuse of a drug.

It certainly could be argued that every untoward incident reported
to a manufacturer (whether substantiated or not) is notification of a
“reasonably foreseeable risk.” Must label warnings be included for
each such report? Drugs by their very nature have certain propensi-
ties for causing untoward effects.

A drug manufacturer may dn‘the finest job known to science in the
development of a drug. Yet it is a fact that some person somewhere,
sometime and at some dosage level will suffer some side effect from
the drug. The “risk of causing accidental injlury” is foreseeable.
The type of injury may or may not be foreseeable. We recommend,
therefore, that the provision be deleted or, in the alternative, that it
be amended to read: ‘“Against a known or reasonably foreseeable,
injury-causing propensity of the drug in a substantial number of users
when the drug is used according to the directions for use.”

Many of the statements made previously would apply equally
to the proposed requirement for “including instructions for first-aid
treatment’”’ even though that requirement is limited to situations
“when necessary or appropriate.”

By this language a new duty would be imposed on the manufac-
turer, a violation of which may constitute negligence per se, even
though the guidelines proposed in the bill are general in character
and lack definite standards.

There is no requirement that risk for a substantial number of
people be involved. In addition, the possible number of permutations
or combinations of first-aid instructions for either accidental misuse,
or even proper use, is vast, and at the very least this requirement
would foster litigation.

The contention has been made that the situation is analogous to
the Federal Hazardous Substances Labeling Act, and that in our
opinion is erroneous. Hnmrdons;z suhstu.n('es are confined to flam-
mable, corrosive, irritant, or toxic chemiecals, and far more precise
treatment, expurgative or antidotal in character, is usually available
to avoid continuing injury from contact of the substance with body

tissue.
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Drug side effects, on the other hand, are not generally subject to
nonprofessional first-aid treatment. Persons should be directed
only to contact a physician immediately. Indeed, drugs were in-
cluded within the Federal Hazardous Substances Labeling Act
when proposed but they were deleted prior to the passage of the act.

Finally, and of obvious practical importance, is the fact that the
proposef{ labeling, insofar as prescription drugs are concerned, would
not come to the attention of the consumer and often would not come
to the attention of the physician.

Therefore, in our opinion the need has not been established to grant
the authority to the Secretary of HEW which is set forth in section
4(b) of the bill, and in our opinion it would not be effective for the
purpose intended. We, therefore, would recommend that this pro-
vision be deleted.

Mr. Chairman, I say again we are grateful for the opportunity to
appear before you and your subcommittee and between the three of
us we will try to answer any questions.

Mr. Rocers of Florida. Thank you very much, Mr. Stetler.

What would be your attitude on the proposed ban of candied-
flavored aspirin—recognized baby aspirin, not so many in a bottle,
but a ban on it being flavored?

Mr. STeTLER. You mean as proposed by the last witness?

Mr. Rogers of Florida. Mrs. Sullivan.
~ Mr. SrerLer. I would like to speak on that briefly. Then I would
like to ask Dr. Van Riper to comment. I think that in considering
a proposal of this type the committee should take cognizance of the
good which obviously comes from the use of baby aspirin. I think in
this connection you would be interested in the attitudes of medical
groups such as the American Academy of Pediatrics, the AMA, the
Academy of General Practice, and the Food and Drug Administration
itself, I think all of these are on record in favor of the continued use
of baby aspirin. t :

Through the use of this product you insure the proper ingestion by
children of aspirins. It alf:avia.t-es a great deal of suffering and pain
and is curative. I think that good value and the testimonials in favor
of baby aspirin have to be weighed against the occasional bad effects
and bad results.

I think also the committee would have to look very carefully at the
statistics that have been quoted with respeet to aspirins and determi-
nation whether they refer to aspirins, salicylic acid, and other types
of products; what the deaths are actually caused from; and to get a
very specific breakdown on just which of these products are the culprit.

I would like to have Dr. Van Riper comment on that.

Dr. Vax Riper. Mr. Chairman, as a physician and a parent I
would agree with the Congresswoman from Missouri that it is possible
to crush an aspirin and give it to a child. At the same time it can
be a serious struggle, I assure you. \

Aspirin of itself is bitter and, irrespective of how you may mix it
with jelly, or preserves, or what not, it is difficult to give to a well
child L:t ‘alone one who is feverish and irritable and difficult to handle.

I have recently been in communication with those of the Academy
of Pediatrics and the Pediatrics Research Group who, as a committee,
are in favor of the continuation of the availability of flavored aspirin
for pediatric usage.
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Mr. RoaEers of Florida. As I understand it, Mrs. Sullivan doesn’t
suggest that there not be dosages of baby aspirin; simply that they
not be candy-flavored. That is what I understand is her proposal.

Mr. SteTLER. I think our comments would relate themsel? to the
flavored aspirin specifically.

Mr. Rocers of Florida. Dr. Goddard, who testified at the last
hearing, said:

In 1965, for example, where the type of aspirin involved in accidental ingestion
was reported, 90 percent of the cases involved children’s aspirin.

In other words, there were approximately 12,500 cases where a differentiation
could be made in the dosage form ingested. ~ Of these 12,000 cases where there was
knowledge of the dosage form, 10,854 involved the children’s aspirin.

I notice that you stated that there was no hearing required in the
labeling provisions, I believe, of section 4(b). Do you presently have
hearings in these situations?

Mr. SteTLER. As a matter of fact, under section 2, 3, or 4(b) there
is no provision for hearings, as provided in section 701(e) of the Food,
Drug, and Cosmetic Act. At the present time there are opportunities
for hearings under 701(e) for interested parties concerning many parts
of the Food, Drug, and Cosmetic Act.

We think this is a very appropriate provision. We think it should
apply. We should bave that opportunity whenever anything as
broad as this, in the way of regulatory authority, is proposed for a
Federal agency, including FDA.

One instance I noticed in the FDA, June 24 testimony. The
comment was made with respect to the ({u‘uper quantity of children’s
aspirin in & container that a provision had not been made for a hearing
under 701(e) because it was a scientific matter and that under the
closure provision it was not provided for because it was a practical
matter.

I suppose everything falls within a scientific or a practical category.
If that argument is a good one it could apply I suppose to most any-
thing under the Food, Drug, and Cosmetic Act.

Mr. Rogers of Florida. Does this change the present law in relation
to these hearings or similar matters?

Mr. SterneEr. No, it would not specifically, but it provides FDA
with a greatly expanded authority for labeling on all drugs without
hearing. By virtue of this new provision, which would, i presume,
supersede the present provisions of the Food and Drug Act, the FDA
would be given greater authority without the necessity for pro-
viding a 701(e) hearing.

Mr. Rocers of Florida. Under present authority you are entitled
to a hearing under the labeling provisions?

Mr. StETLER. That is correct.

Mr. Rogers of Florida. And under the Hazardous Substances
Labeling Act as well? :

Mr. Sterier. That is right, it is provided for in the Hazardous
Substances Labeling Act by specific reference to 701(e).

Mr. Rogers of Florida. Do you have any objection to putting
instructions for first aid treatment on drugs where it would affect a
substantial number of people, along with the directions that they go
ahead and see a doctor, of course call a doctor immediately, but in
the meantime until the doctor arrives give some first aid treatment?

What would be your feeling on that?
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Mr. SteTLER. Let me say first of all that in our testimony today we
are directing our comments to prescription drugs, to drugs that are
provided in accordance with a doctor’s order, a doctor’s prescription.

The type of drugs we are talking about are not susceptible to having
their labeling include antidotal or first-aid instructions. This infor-
mation for prescription drugs depends on the age, the sex, the condi-
tion of the Eeahh of the individual. Thus the proposal wouldn’t be
proper even if you were trying to direct it to a substantial number of
people.

Even if it was conceivably possible that you could put this kind of
labeling on a prescription drug produet, it would not come to the atten-
tion of the consumer.

You asked one very specific thing and that is, is there someplace
for a warning even to the extent that in the event of misuse or overuse
see your physician.

We think that would be about the only type of appropriate, cau-
tionary provision that could be put on a preseription drug product.

Mr. Rocers of Florida. What about those tEat are not preserip-
tion drugs, such as aspirin.

Mr. Sterier. I think at the present time, and T am not fully con-
versant with this, that there is a requirement by virtue of a previous
food and drug policy provision that there be a cautionary warning
statement regarding children, on all aspirin produects.

Is that correct?

Mr. Munsey. Yes.

Mr. Rocers of Florida. I am not saying warning. [ am saying
first-aid treatment, along with the requirement that you say a doctor
should be called and advised immediately.

Why would it be bad to have a first-aid treatment set forth on the
label there?

For instance, if you have a child and he takes too many aspirin,
say, or some other drug that you buy over the ecounter and you can’t
get the doctor there for a while. Maybe you are in a place where you
can’t even get him to a hospital. I would think it would be helpful
to the parent to have some idea of how to proceed to give first aid
if it were to affect a substantial number of people.

I can understand you can’t do it for every mmdividual situation where
there may be an allergy involved or something like this, but for an
overdosage or for some reason like this. What about that?

Dr. Vax Riper. Mr. Chairman, I think first of all it would probably
be difficult to get an adequate statement on even the average package
of, let us say, children’s aspirin.

Let us also consider that it is not always the well child that consumes
aspirin accidentally. It may be the sick child, and I would venture a
guess that there are more children who die of aspiration pneumonia as
a result of vomiting and of emesis than are actually killed by over-
dosages of children’s aspirin. This is always a danger.

We have throughout the United States today poison control centers
of which the public, I think, are becoming more and more aware so
that every health office, every hospital in every community, has a
list of drugs and can immediately advise the caller as to the treatment
in event of overdosage or suspected overdosage.

Drugs are strange things and what one might give for the treatment
of overdosage of a particular product might be contraindicated in
another. I think sometimes a little knowledge is a dangerous thing.
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Mr. Rocers of Florida. T would agree to that and I understand
that, but now on hazardous substances you put this, don’t you?

Dr. Van RipEr. Yes.

Mr. Rogers of Florida. How can you do it on that when you
couldn’t do it on a drug?

Dr. Vax Riper. Mr. Chairman, those are usually very much
larger containers.

Mr. Rocers of Florida. I don’t think it takes that much printing,
does it? As I have seen on some of them, they just say give warm
water or milk or something to vomit, or something like this.

Dr. Vax Riper. I don’t think that warm milk

Mr. Roaers of Florida. I don’t know what it is.

Dr. Vax Riper. We are going to have to do something that pro-
duces nausea to make the child vomit.

Mr. Rogers of Florida. Mustard water or milk, but the point I
I am trying to make is that you put it on hazardous substances, don’t
you, and I don’t think it takes up that much of the label, as I can
recall.

We can inspect them, but, as I recall, it doesn’t take up that much
area.

Mr. StrerLer. Mr. Chairman.

Mr.Rocers of Florida. Yes.

Mr. SrerLer. I don’t think we would like to take a strenuous posi-
tion on the illustration you gave. We have directed our comments
on this really to preseription drugs, which present an entirely different
situation.

I think that one of the future witnesses scheduled to testify repre-
sents the Proprietary Association and this type of product is exactly
what they are concerned with. I think possibly they may be in a
position to reflect their views on that more particularly or specifically
than we are.

Mr. Rocers of Florida. Thank you very much.

Any questions?

Mr. SatreErFiELD. No questions.

Mr. SprinGER. Mr. Stetler, I would like to analyze this bill a little
bit because everybody on this committee is not a lawyer.

Let us begin with title I on page 2. Do you have a copy of the bill?

Mr. STETLER. Yes, sir.

Mr. SPRINGER. Section 2, as I understand it, would be a limitation
on the number of aspirin in a package. Is that substantially correct?

Mr. STETLER. Yes.

Mr. SPrINGER. Let us go now to section 3. This has to do with
safety closures and the authority of the Administrator to fix the size
of the closures that go on the bottle?

Mr. SteTLER. That is right.

Mr. Sprincer. Is that true?

Mr. SteTLER. That is right.

Mr. SpriNGER. What does section 4 do? I want to take (n) first,
403(n) in section 4.

Mr. SterLer. That deals strietly with——

Mr. Springer. Gaseous propellant.

_ Mr. Srerier. That is right. We haven’t commented on that,
incidentally.

Mr. Springer. All right. Have you any objection to that?
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Mr. SrerLER. Tt doesn’t affect us particularly. We haven’t
objected to it.

Mr. Seringer. Now, let us go on then to 502(f). This has to do
with a labeling and this is rather complicated, but it says “Unless its
labeling bears (1) adequate directions for use.” Now “such adequate
warnings against use in those pathological conditions or by children
where its use may be dangerous to health.” That is one.

Second, “against unsafe dosage or methods or duration of adminis-
tration or application.”

Third, “or against a substantial and reasonably foreseeable risk of
causing accidental injury, in such manner or form, as are necessary for
the protection of users, including instructions for first aid treatment.”

Now, over on page 4 I would continue that as a fourth where it says
“and (3) such other information relating to the foregoing matters and
to side effects, contraindications, effectiveness, and other matters as
may be required by or pursuant to regulations (applicable to the
labeling of such drug) prescribed by the Secretary.”

Now, that would be four instances as I count them where he would
give what they call adequate directions. Is that true?

Mr. SteETLER. Yes, sir; and if I may just comment on that for one
moment. This section does provide for an amendment to section
502(f) of the act. It should be pointed out that some of the wording
that is repeated is currently in the Food and Drug Act. This is not
all new authority.

In other words, starting with lines 18, 19, 20, 21, and 22 up to where
you start “or against a substantial and reasonably foreseeable risk
of causing accidental injury,” that language is currently in the Food

and Drug Act.
Mr. SerinGer. Beginning then with the words “or against unsafe
219

dosage’?

Mr. Sterrer. That is in the act already.

Mr. Seringer. All that then, down to the bottom of the page?

Mr. SrerueEr. What is that?

Mr. SpriNGER, Starting with the words “or against unsafe dosage”
is what is in the act?

Mr. SterLer. Noj starting with line 18. All of that is in the act.
The new verbiage starts on fine 22 with the words “or against a sub-
stantial and reasonably foreseeable risk of causing accidental injury.”

There are then some more words that are in the act. All of
the language under (3) on page 4 is new. Everything under (3)
there is new, from line 1 down to line 14 beginning with the word
“Provided.” Then it picks up the present section of the Food and
Drug Act.

\ﬁ SerinGer. All right. That is new.

Mr. StrerLer. That is all new.

Mr. SpriNGER. Your only objection to this is that this is without
hearing?

Mr. SteTLER. That plus the fact that it would require a manufac-
turer to include in his labeling some information and material which
we think is impossible or impractical. Even if language could be
devised it would lay him open to product liability vulnerability, and
extend the food and drug authority into an area where there is no
need for it, no cause for it, would give that agency the authority to
state with specificity what can and cannot be in labeling. At the
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present time the manufacturer has some discretion in that regard
and has some leeway to negotiate or confer with Food and Drug
in this matter. To require labeling against “reasonably foreseeable
risks” and the inclusion of antidotal or first aid information is not
in our opinion necessary or appropriate.

Mr. SpriNGER. Let us;go on to (¢) then on line 20. Now, there
is a new paragraph.

Mr. SteTLEr. | might say, sir, that we comment on nothing further
in the bill. In other words, our comments really stop with line 19
on page 4. Anything else in the bill we have not directed any of
our attention to and have no objection to these other provisions.

Mr. SerinGeR. All right. You say you have no objection from
there on.

Mr. Srerrer. That is right. Our comments relate strictly to the
items ending on line 19, page 4 of the bill.

Mr. Seringer. All right.

Now, I would like to come if I may while I am on it to this beginning
at line 22 and extending through line 19 on page 4.

Would you have any objection to this language as used if you had
hearings?

Mr. SteTLER. Yes, sir; we still would for the reasons that I men-
tioned. Even if a hearing were provided, I doubt that that would
make it any easier for a manufacturer to anficipate or predict some
untoward result that might come from the misuse of a prescription
drug product and to be able adequately to identify that risk in a way
which would be helpful or available to a consumer.

Also with respect to the first aid information, as we have said before,
even with a hearing I doubt that we would be able to perfect language
which would be adequate.

Mr. SpriNGER. I want to be sure the committee understands what
you are talking about.

Beginning with line 22 on page 3 let us see if we can find out from a
legal point what this means—‘or against a substantial and reasonably
foreseeable risk of causing accidental injury, in such manner and form,
as are necessary for the protection of users, including instructions for
first aid treatment when necessary or appropriate; and (3) such other
information relating to * * * side effects, contraindications, effec-
tiveness, and other matters as may be required by or pursuant to
regulations.”

Are you saying in essence that that language is so indefinite that
you couldn’t abide by the Secretary’s regulations? That is in essence
what you are saying. Is that correct?

Mr. SterLER. That is the main thing, yes, sir.

Mr. SpriNGER. I just want to be sure we understand what your
objection is.

Mr, SterLER. Yes, that is the main point, and, secondarily, if he
were to promulgate regulations, even though they are vague and
difficult of compliance, merely by virtue of this provision being in the
law our product liability vulnerability would be substantially increased.

Mr. SpriNGER. I want to pin this down even closer.

“Against a substantial.” That is one.

Mr. SrerLer. Right.

Mr. SpriNGER. Second, “and reasonably foresseable risk of causing
accidental injury.” Those are really the meat of what you are telking
about there, 1sn’t that right?
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Mr. SreTLER. That is right.

Mr. SpringER. Those two things, that it first would have to be
substantial, and then the second, it would have to be a reasonably
foreseeable risk on the part of the company? Is that correct?

Mr. SteTLER. That is correct.

Mr. SprinGER. T take it that that would be a question of judg-
ment. I don’t know how the administrator and you are going to get
together on this, but he is talking about, first, that injury would have
to be substantial, and the second, it would have to be reasonably
foreseeable on your part.

Mr. SreTLER. And, as we point out on page 9 of our testimony, this
language at least lends itself to a very llonna decision whereby any
report to a manufacturer of an ontoward incident might be interpreted
as notice of a reasonably foreseeable risk in the future, whether or not
that reported incident was substantiated or not.

Mr. SeringeEr. What you are bothered by here, 1 take it, is the
indefiniteness of this language?

Mr. SrerLer. Right, vague and indefinite.

Mr. SpriNGER. Let us just see if we can contrast this.

What is the present law. Define it in a few words if you can, or
your attorney can do it, simple enough so that this subcommittee can
understand it.

Mr. Munsey. If you are referring, sir, to the wording “against
reasonably foreseeable risk of causing accidental injury” and first aid
there are no provisions directly related to accidental injury except
those that are included as contraindications, side effects, and warnings.

It would depend on which class of drugs

Mr. SpriNGER. I am not trying to find out what the Secretary or the
Administrator say, but what is the law.

Mr. Muxsey. In section 502(f) there is nothine in the carrent
law on this subject. In prescription drug advertising the statute
refers to contraindications, side effects, and warning.

Mr. SpriNGer. But there is no law on this subject presently. Am
I right?

Mr. Muxsey. Yes, sir.

Mr. SprinceEr. Whatever there is, is pursuant to regulation of the
administrator, is that correct, or does he have any regulation on this?

Mr. Muxsey. He has regulations on information regarding warn-
ings, contraindications, and side effects, nothing in regulations covering
generally warnings of this type.

Mr. Rocers of Florida. Will the gentleman yield?

Mr. SpringeEr. Yes. I don’t want to lose my thought though.

Mr. Rogers of Florida. As I understood it, you made the state-
ment that presently in the law there is wording something like “against
a known or reasonably foreseeable injury causing propensity of the
drug in a substantial number of users when the drug is used according
to the directions for use.”

Mr. SrerLEr. That is what we have suggested.

Mr. Roaers of Florida. But that is not in present law?

Mr. SrerLeEr. No, it is not.

Mr. RoGErs of Florida. This is what you suggest.

Mr. SeringeEr. Would you repeat that which you suggest?

Mr. Srerrer. This is on the bottom of page 9. It begins with
the last line on page 9.
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Mr. SeriNGER. What is the suggestion of what T am talking about
here? What is your suggestion?

Mr. SrerLer. It is that the provision be deleted or, in the alter-
native, that it be amended to read: “against a known or reasonably
foreseeable injury causing propensity of the drug in a substantial
number of users when the drug is used according to the directions
for use.”

Mzr. SpriNGer. Let me ask you this.

Suppose on page 3, line 24, we were to add the words “based on
actual experience records.” Would you still object?

Mr. Srerier. Actual experience records could be a single case,
I presume.

Mr. SeriNGER. ““Records’” isn’t one.

Mr. SrerLer. Well, depending on how that is interpreted. I think
we would be much safer and I really think it would be more appro-
priate if it related itself to a situation where there was a substantial
number of eases documented and where it is not an overt or an
obvious misuse of the drug.

Mr. SpriNGer. Let me ask you this.

You are using language here and I want to see if we can pin it down
so that the committee can get an idea. You use the words “against
a known or reasonably foreseeable injury causing propensity of the
drug in a substantial number of users when the drug is used according
to the directions for use.”

Let us ask this. We had 125 young children, under 5, die last year.
Is that substantial?

Mr. SreTieEr. Of course that statistic relates to aspirin, but just
using the same statistic, I suppose it would be substantial depending
upon the extent of the usage of the drug product that we are concerning
ourself with.

Mr. SpriNGER. Suppose that it was used—I don’t know—say 5
million times. Is that a substantial number?

Mr. SterLER. It could be interpreted to be substantial, yes.

Mr. SPRINGER. It seems to me that 125 deaths would be substantial,
but I am just thinking as a judge, which I was once. I would be
inclined to believe that 125 was a substantial number of deaths
regardless of what drug you used. If you had 125 people die it would
be substantial. Anyway, I think I got what you are talking about.

Now, if I may just run very rapidly through the rest, the exemptions
provided from lines 14 through 19 are in the present law; is that right?

Mr. SterLEr. This is on page 3.

Mr. SerinGer. Page 4, line 14 through 19.

Mr. SteTLeEr. That is correet.

Mr. Seringer. That is correct; so there is no change in that?

Mr. SteTLEr. No; that is starting with “provided” on line 14.

Mr. SerinGER. Let me ask you this. T know you are thinking in
terms here of his power to suspend immediately any drug that he so
saw fit todo. Thisis one of your problems that bothers you, isn'tit?

Mr. StETLER. Yes, sir.

Mr. SeriNnGER. And without a hearing. I don't know whether this
is comparable or not, but we had thalidomide here & few years ago and
I guess that had not already been marketed in this country. It had
been marketed in a good many other countries, but had not been
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marketed in this country. Suppose it had been marketed. Are you
objecting to taking it off the market without a hearing?

Mr. SterLER. No; he has the authority under present law in that
situation.

Mr. SpriNGER. In that situation already to take it off?

Mr. SterLeEr. That is right.

Mr. SerinGeER. You are talking about these instances where you
have an accepted drug, an accepted drug, and removing it without a
hearing.

Is that your point?

Mr. SteTLER. That is right, because of deficiencies in labeling which
would now be required by this verbiage.

Mr. SeriNGER. Let me ask you this, and this has always bothered
this committee.

Any time you get anybody off in a hearing we think due process
operates someplace. We have to make up our minds when does due
process begin and when we deal with these drugs this is a touchy
matter on what is your right.

Suppose that we had a provision here that you must suspend for 30
days, Eut at the end of the 30th day he must grant you a hearing
within 5 days.

Mr. SteTLER. That we must do what?

Mr. SprINGER. I am trying to get something here where due process
begins. You are objecting to suspension. I am talking about
suspension, giving an order to suspend, and that is what you think he
can do under this section 502(f). Right? You think he can suspend
immediately, don’t you, without hearing?

Mr. SrerLer. He can effectively stop us from marketing our
produet under this provision.

Mr. SprINGER. Suppose we had language at that point that he
could suspend for 30 days, but that he must give you a hearing within
5 days thereafter?

Mr. SterLER, No, sir; I don’t think that would take care of the
problem. Having once been suspended, the damage may have been
done and such a procedure would not really be adequate in our opinion.

Mr. SeringeEr. Well, T am trying to get something here, and if you
have a dangerous situation and he sees it, that you can keep on
marketing this

Mr. SterLer. If there is really a dangerous situation, in other
words, if there is a product on the market which is really causing
death or harm he has the authority at the present time to proceed
against that product and to effectively take it off the market.

We are reallly talking about here

Mr., SerinGeERr, The labeling.

Mr, SteTLER. The labeling; that is right, a much less serious
situation.

Mr. SpriNGER. Can you in the next few days see if you can think
of something here whereby justice can be done and yet we can protect
the public interest if you feel that your rights are being infringed sub-
stantially, that we can come up with some language which preserves

due process?

Wl; have very great hesitancy in this committee about cutting off
anybody from due process and you feel in this instance they are cut-
ting off due process because immediately you are being suspended
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without a hearing and nothing further is said except what the bureau-
crat concludes ought to be done at this very moment.

1 would suggest, if possible, you come up with some kind of language
here by which he does have some authonty in this labeling field, but
he doesn’t cut off your due process, and you are saying here he ought
not to have it at all. He has to have a policy. !

Think about that for a few days and see if you can come up with
language or a suggestion or amendment whereby both of these shall
be met?

Mr. SterLER. We will be glad to do that.

(The information requested, when supplied, will be found in the
committee files.)

Mr. SeringeEr. Thank you, Mr, Chairman,

Mr. Rogers of Florida. Mr. Mackay.

Mr. Mackay. Thank you, Mr. Chairman.

I would like to point to page 4 of your testimony where you say:

As indicated by earlier festimony, scientific opinion is apparently available
to establish the quantity of aspirin or salicylic acid which is likely to cause death
or serious injury to children of tender age. Thus we believe the limitation, as
established by scientific evidence, should be written into the statute rather than
left to the regulatory discretion of the Secretary of Health, Education, and
Welfare.

Do you have a recommendation?

Mr. StETLER. As to the exact number?

Mr, Mackay. Statutory language.

Mr. SterLer, No, sir; we do not. There is some difference of
opinion obviously and I am sure it will be expressed before this com-
mittee the next few days in these hearings, but I think in the final
analysis when you listen to that scientific evidence and opinion it
will relate itself to a specific number.

We at PMA are not recommending a specific number. When we
referred to previous testimony, frankly we were referring to the
testimony of Dr. Palmisano when he appeared with Dr. Goddard
when they talked rather specifically about numbers. I think others
will be very specific on that too, but we would like to see it in the
statute because if it is susceptible to determination, and finalized
in the statute, we are not subjected to changes in the regulations
from day to day.

Mr. Mackay. If it can be determined I would certainly like to see
it in the statute, but we need some help. You have a lot of profes-
sional competence in your association and I think it is reasonable to
ask you to give us something.

Mr. SterLer. I might only say that we have not commented
specifically on this because we know there is going to be substantial
testimony on this point from other witnesses that will follow.

Mr. Mackay. With reference to the safety closure on retail drug
containers, we have just had some extensive hearings concerning
automobile safety and methods of arriving at standards. Certainly
we want to achieve the maximum measure of safety in these closures
that we can get.

Can you see any procedures that might be defined by statute
which would serve the purpose of achieving such safety standards
and at the same time protecting your industry from what you sug-
gested might be a frivolous application of the law by the Adminis-
trator?




104 CHILD SAFETY ACT AND PERSONNEL TRAINING

Mr. SterLer. Very frankly, if we saw a development where there
was a safety closure which w ‘ould be effective to do what we know is
intended by this section of the bill we would have no objection to
that authority being given to Food and Drug Administration. How-
ever, for the last 5 to 10 years there have been some very intensive
efforts by packaging institutes, pn(]\nglnrr il‘wﬂi]&llﬂl]ﬁ bv the PMA
Production and Engineering Section, by our mmpmues 301:111\' and
individually, and a teully effective device in our opinion is not avail-
able.

We would like to see therefore some more study on this in a joint
effort before authority is given to Food and Drug to have them desig-
nate something which in “their opinion is an adoquate safety closure
but probably would not be, at least at the current stage of develop-
ment.

Mr. Mackay. Having raised two children of my own, I don’t
believe anybody has the ingenuity to provide a package that can’t be
cracked open by a deter mined child.

Mr. SteTLER. We are willing to admit some failure on that score.

Mr. Mackay. With reference to No. 3, drug labeling regulation,
here again I would think it would be the duty of Congress to proteet
you from unreasonable and arbitrary requirements. On the other
hand, you certainly can’t write into a statute a great deal of the detail,
but you can set up procedures.

I ‘take it that you really just don’t favor any legislation in this
area beyond what is on the books now. Isn’t that twll:’

Mr. SterLER. Actually, there is rather broad .-mthmm. on the
books right now. To our knowledge there hasn’t been any problem
or any “identifiable inadequacy because of insufficient regulatory
authority at the moment. ( ‘ertainly the authority of the Food and
Drug Administration is broad in this area. We don’t think it needs
to be broadened, and certainly not in the specifics that are referred to
in section 4(b) of this bill.

Mr. Mackay. Can you tell me whether the Food, Drug, and Cos-
metic Act provides for a Council to be appointed by the Administra-
tion? y

Mr. STETLER. Sorry, sir.

Mr. Mackay. Whether the present procedure calls for an Advisory
Couneil?

Mr. StETLER. Are there provisions in the Food and Drug Act for
Advisory Council?

Mr. Mackay. Yes.

Mr. SrerLEr. There is an overall Advisory Couneil that is provided
for :md has been appointed. To my know ledge that gr oup has met
three times. I don’t think it has gotten down to qwtlhv issues of
this type. Food and Drug in addition has called in scientific advisers
where they have a spec ific problem with respect to a certain drug or
classification of drugs, but to my knowledge there has been no Ad-
visory Couneil authorized or employed in this kind of an area.

Mr. Mackay. Wouldn’t you think the appointment or addition of
such C uunul would ("l(‘ll.lh' strengthen this bill and protect your
industry?

Mr. Srerier. I think frankly as far as 4(b) is concerned there are
basic defects which would not be taken care of either by an Advisory
Council or by a hearing procedure.
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Mr. MackAy. In the Traffic Safety Act, Mr. Rogers of Florida set
up a fine Adyisory Council representative of various industries that
are interested, and the public similarly. The law requires the Secre-
tary before fixing any standards to meet with this Council and really
use that Council as & sounding board.

Mr. SteTLER. 1 should say [ don’t want my remarks interpreted as
being agninst advisory councils. As a matter of fact, we have ap-
proached Food and Drug on various occasions with specifics where
we thought this would be quite proper. I only mention with respeet
to 4(b) that there are some pretty basic defects that I think would be
hard fo cure in that manner, but I am not opposed to the theory or
the idea of an Advisory Council.

Mr. MackAY. You have suggested one amendment to the bill
there on page 4.

Mr. STETLER. Yes, Sir.

Mr. Mackay. You have suggested that if we limit by statute the
quantity of aspirin that would strengthen the bill,

Mr. SteTLER. With respect to that section 2 on limitations on
children’s aspirin, we have suggested two things, one, that the lan-
ouage be focused strictly on children’s aspirin, that is, the flavored
aspirin, and not apply to all aspirin or aspirin-containing products;
secondarily, that the quantity limitations be specified in the statute.

Mr. Mackay. Is it the assumption that if you didn’t put a limita-
tion on the large and family size a child wouldn’t get very far into
that because it tasted so badly?

Mr. SterLER. Actually looking at the identified problem it ap-
yarently is the children’s aspirin, so there is no need to put package
imitations on a lot of other products. Also, if you get to the 5-grain
aspirin tablets you would soon have such a small number of tablets in
each package that you would increase the cost and limit the availa-
bility of these products to the general consuming public.

Mr. Mackay. Finally, your feeling about the safety closures and
the labeling is that this is just not good legislation, isn’t that right?

Mr. SteTLER. Certainly not appropriate on the safety closures at
this time; too broad as far as 4(b) is concerned; yes, sir.

Mr. Mackay., Thank you very mueh.

No further questions, Mr. Chairman.

Mr. RoGers of Florida. Dr. Carter?

Mr. Carter. 1 have been extremely interested in this bill since I
have seen many, many cases of poisoning from drugs. Certainly I
favor legislation that will be fair to industry and also will protect
the people.

Safety closures, as you say, have not been developed at the present
time. You have none which would be effective. About how many
children’s aspirin do you think you would want to market in a con-
tainer or would you feel you would be willing to market according to
the law which may be passed?

Mr. STETLER. As I say, we are not making a specific recommenda-
tion. I gather that some of the testimony presented will indicate a
figure between 25 and 35 and there is a slight variance of opinion as to
what is a dangerous dosage as far as a child is concerned that consumes
a whole package. I think the recommended quantity by the people
who actually are producing this product will be something like 30 or 35
with the realization that it could go down to 25 and still be sensible.
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Mr. CarTER. And these are tablets containing 1% grains, isn’t that
true?

Mr. SteTLER. That is correct.

Mr. Carrer. Many, many times these children get drugs which
have been prescribed for their parents. Do you think the present
bill would require labeling of such drugs prescribed for older people or
with precautions on what to do in case t-{)m child ingests such pills?

Mr. SreTLER. Actually the 4(b) labeling provision would apply to
all drugs, not just aspirin or children’s aspirin, and it would require
first aid instructions and identification of possibly foreseeable risks,
a rather vague and indefinite area and one in which, as far as pre-
seription drugs are concerned, it is very difficult to indicate on the
package what should be done except to refer the patient to a doctor.

Also the other point is that with respect to prescription drugs—that
is what you are talking about—this labeling would probably not be in
the hands of the family because the patient would have the container
that is used by the pharmacist to provide the prescription product.

Mr. CarTeER. Yes, sir.

Mr. SteTLER. So it would be lost in the distribution system.

Mr. CarrEr. And you think that perhaps medication by the
parents in many cases might cause great difficulty, for instance, if they
tried to purge their child or if they tried to cause him to vomit by
giving him mustard water or such things as that.

Mr. SterLer. We think this has to be decided by the doctor in
each case,

Mr. CarteEr. One alarming thing that T have noticed about children
is that so many times they eat or drink almost anything that is avail-
able. The commonest thing in my area, which happens to be back
in the rural area, in the country, is ingestion of kerosene or almost any
available solvent. They are not particular about what they take.
That constitutes a great problem.

We see aspirin ingested commonly, too.

Thank you very kindly.

Mr. SterLer. Thank you.

Mr. Rocers of Florida. Mr. Stetler, would vou furnish fcr the
record, if you can, what the medically recognized first aid treatment
would be for an excessive dose of aspirin taken by a child. 1f there
are different ones depending on age or other factors you may supply
that, too.

Mr. SteTLER. Yes sir; we will supply such languagce.

(The information referred to, when supplied, will be found in the
committee files.)

Mr. RoGers of Florida. Let me ask you one last question.

Hasn't the industry pretty much decided, on a vcluntary basis,
the number of aspirins in a baby bottle of aspirin?

Mr. Sterrer. | believe at the present time this is packaged in a
box of 50, ard this was based on a discussion or decision of several
years ago, by doctors, industiy, and Goverr ment.

Apparently the thinkirg on that has changed scmewhat.

Mr. Rocers of Florida. Thark you very much. The committee
appreciates the Lenefit of your testimony.

Mr. SrerLER. Thavk you, sir.
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Mr. Rocers of Florida. Our next witness is Mr. Richard Fisher,
Director of Public Affairs of the Glass Container Manufacturers
Institute.

Mr. Fisher, the committee will be pleased to have your testimony.

STATEMENT OF RICHARD E. FISHER, DIRECTOR OF PUBLIC
AFFAIRS, GLASS CONTAINER MANUFACTURERS INSTITUTE;
ACCOMPANIED BY RICHARD C. PILSBURY, VICE PRESIDENT,
GLASS CONTAINER DIVISION, MANAGER, MARKETING PLAN-
NING, OWENS-ILLINOIS GLASS CO.; ALBERT S. JOHNSON, JR.,
SALES MANAGER, PLASTICS, GLASS CONTAINER DIVISION,
OWENS-ILLINOIS GLASS CO.; AND GERALD B. RILEY, GENERAL
COUNSEL, GLASS CONTAINER MANUFACTURERS INSTITUTE

Mr. Fisaer. Thank you, Mr. Chairman.

I would like to introduce myself. My name is Richard E. Fisher.
I am director of public affairs for the Glass Container Manufacturers
Institute, Ine., of New York City, N.Y.

I would like to also, if I may, sir, introduce my associates who are
with me at the table: Mr. Richard C. Pilsbury right here, vice presi-
dent of the glass container division, manager of marketing planning of
Owens-Illinois, Toledo, Ohio, and on my left is Mr. Albert S. Johnson,
Jr., sales manager, plastics, glass container division, also of Owens-
Nlinois. Further, sir, I would like to introduce legal counsel who is
Mr. Gerald B. Riley. He is a partner of Fuller, Seney, Henry &
Hodge, general counsel for GCMI or Glass Container Manufacturers
Institute, from Toledo, Ohio, also.

Mr. Rocers of Florida. Fine. Thank you very much.

Mr. Fisaer. Thank vou, sir.

Mr. Chairman, as spokesman for the Glass Container Manu-
facturers Institute may I first express our appreciation to you and the
members of your subcommittee for this opportunity to share with
you our interest in and concern about that part of H.R. 13886 which
will vitally affect both the consuming public and the members of our
institute.

Our presence here today is prompted by the fact that collectively
our members manufacture more than 90 percent of the glass containers
and most of the closures which are used in packaging aspirin and other
drugs covered by the bill.

Our comments will be limited to that portion of H.R. 13886 which
relates to safety closures, and specifically to those amendments which
would permit the Secretary to hold a drug or device adulterated if he
has by regulation‘required the retail container to be secured by a
safety closure, unless such container is so secured in conformity with
such regulation.”

By passing on to this subcommittee knowledge accumulated over a
period of many years relating to the manufacture of safety closures
we hope to point out the importance of the contemplated legislations
being written in a liberal and workable manner.

The safety of children is everybody’s business, but nowhere has it
been given greater priority than in our industry. One of the largest
markets for our products is found in the packaging of baby foods,
where the union of the closure with the container in such a manner

68-985—60- S
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as to prevent contamination or deterioration of the product is a vital
consideration.

Since the turn of the century we have been manufacturing containers
and closures for the packaging of drugs and have been concerned with
the problem of developing proper safety closures. Our efforts in this
field have been accelerated since the middle 1950's.

In 1955, through the combined efforts of the Food and Drug Ad-
ministration, the American Medical Association, the American
Academy of Pediatrics, members of the proprietary drug industry,
and others, certain guidelines were established for the protection of
the American public, and especially children, against incidents of
illness and death due to the consumption of overdoses of aspirin and
other drugs.

From surveys conducted it was determined that the prime problem
was the education of the American people as to the need for safety
in the handling of the drugs. While the child’s ability to remove the
closure of a package would appear from the records to have contributed
to only a small portion of these unfortunate incidents, we have worked
diligently to perfect better safety closures.

Every new safety concept developed by or presented to our mem-
bers has been thoroughly evaluated and tested. Public surveys have
been carried out by individual members of our institute. We bring
to this subcommittee a record of which we feel we can be justly proud.

We have attached to our statement, marked as “ Exhibit A, (p. 114)
a pictorial representation of some of the safety closures considered and
developed since the early 1920’s. From the packages shown in that
picture a number have been selected which we have with us for the
purpose of illustrating some of the problems which must be considered
in determining whether the safety closure involved meets the many
requirements of the consuming public.

A great variety of excellent safety closures have been developed.
Some of these are included in the samples which we have brought with
us. However, we have intentionally included a number on which
extensive work was done but which were not put into commereial use
because of their failure to meet, in one respect or another, the various
requirements of an effective safety closure.

Our purpose in discussing these is to provide the subcommittee with
concrete illustrations of the many, complex problems which are
involved in developing an effective safety closure. Notwithstanding
our emphasis upon these probleins, we wish to assure you that adequate
safety closures have been developed and are on the market today.

Each closure before you here has a built-in safety feature of sufficient
merit to warrant evaluation, yet no one closure provides a complete
answer for all drug produects nor for all segments of the consuming
public under all possible conditions.

Therefore, to meet the varying requirements of different products
and of different classes of consumers, a variety of safety closures, made
of a variety of materials and incorporating different safety features,
has been developed.

Mr. Chairman, at this time we should be very happy to make these
exhibits available to you and the members of the committee if you
should so desire to look at them as I proceed to describe each of them.

Mr. Rocers of Florida. That will be all right.

Mr. Fisger. Thank you.
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Exhibit 1 is a closure with a combination lock concept. The con-
struction of the closure and the container finish require that unique-
shaped wires be affixed in a multiple manner on the internal part of
the closure. The finish of a container is that portion of the container
including the opening and other projections to which the closure
attaches. Should these locking wires be moved or disturbed or
damaged when the closure is off, the closure eannot be properly re-
applied and thus the safety feature is lost.

Exhibit 2 has an intricate closure which would defy the attempt of a
small child to removeit. An adult of limited intelligence and dexterity
might have equal difficulty in orienting the multiple parts in the
manner necessary to remove and reapply the cap. The ability of this
type of closure to seal the package in such a manner as to prevent
contamination and deterioration of the quality of the me({icntion
must be given careful consideration.

Exhibit 3 again involves multiple parts. In any such closure the
possibility of malfunction of any component part after repeated
removal and reseal must be thoughtfully appraised.

Mr. Jounson. Mr. Chairman, this particular closure does have a
malfunction. Unfortunately, I cannot remove it to demonstrate it
to the committee. I am sorry.

Mr. Fisugr. Exhibit 4 has a two-piece assembly with an outer shell
spinning freely over the inner threaded part until a plastic locking key
is fitted into the appropriate position. Manufacturing and handling
problems in the packaging must be carefully checked. The problem
for the consumer lies in the possibility of his losing or not having the
locking key available when the need for the medication is urgent.

Exhibit. 5 would appear to be very functional and adequate. It is
composed of two parts: a continuous thread or serew-on cap and a
detached safety ring containing grooves into which noteches on the
cap must be seated. A young child would have difficulty in removing
the closure, yet if an impatient parent should discard the safety ring,
which can be easily done, the safety feature is lose and the closure
becomes a conventional cap with no safety feature whatsoever.

Exhibit 6 represents a continuous thread safety closure utilizing the
advantages available in flexible materials by incorporating a spring
action between the two-piece construction so that top pressure must
be applied to lock the parts together before removal or reapplication
of the closure.

The closure on exhibit 7 is removed by pressing it downward and
then turning it to disengage the lug on the closure from the locking
bead. The cap construction and corresponding container finish lend
themselves well to a plastic vial-type package.

Exhibit 8 also requires downward pressure and has a similar locking
feature coupled with a screw type thread.

Exhibits 9, 10, and 11 were market tested and used in the early
1050’s. All were found acceptable by the public.

Mr. Piussury. Exhibit 9 has a revolving rim or shell which must
be pulled up to engage the upper cap and then it can be removed.
Exhibit 10 has a similar outer shell which must be pushed down to
engage it and then backed off. And exhibit 11 is a plastic snap cap
which can be thumbed off when the thumb is pushed up between an
interrupted bead just underneath the top of the container and snapped
back on. It could only be removed if the thumb is in the right
position.
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Mr. Fisaer. And a consumer preference was shown very definitely
for that one, exhibit 11.

Exhibit No. 12 features a plastic continuous thread closure with a
built-in lug which must be fitted into flat areas in the locking bead
before removal or reseal.

Exhibits 13 and 18 are improvements of the basic concept of exhibit
11.  Asimproved, the cap must be oriented to the flat in the glass bead
before thumb pressure is applied. The top of the closure is contoured
to minimize the possibility of removal by a child with his teeth.

Mr. Prussury. The same thing here, a small tab which must be
oriented to the flat side of the container and then it can be thumbed up
and off.

Mr. Frsaer. Exhibit No. 14 is a one-piece continuous thread closure
with a locking tab and corresponding cam action glass bead stop.
To remove, the locking tab is ]ili!'md with the thumb over the glass
bead stop while at the same time turning the closure counterclockwise.

Exhibits 15 and 17 are opened by placing the top of the closure down
in the palm of the hand, applying pressure and turning the containsr
simultaneously. Problems n_the areas of manufacturing, packaging,
and product protection must be given special attention.

Exhibit 16 has a safety dispenser which permits the removal of only
one tablet at a time. Some children, intrigued by the mechanical
functioning of the closure, conceivably might treat it as a toy and
dispense one tablet after another.

Exhibit 19, which is the last one we have, requires the application
of pressure to the center of the closure, which causes the sides to
flare open and permit its removal. You heard it snap. To reapply,
pressure must Ee exerted around the edge of the top of the closure.

Mr. Chairman, if the subcommittee members would like to examine
any of these here in this hearing we would be very pleased to submit
them.

Mr. RoGers of Florida. The demonstration is sufficient.

Mr. Frsaer. Thank you.

The subcommittee has probably noted that many of the closures
considered have a continuous thread of screw-type feature as one of its
component parts. Applied tightly, only an adult ean remove it.

A reverse thread on a screwcap has been tested. It was found that
a child of tender years does not realize that the normal way to remove
a closure is to turn it counterclockwise, and the very closure which
might provide difficulty for the adult is easily removed by the child.

We {mve told only a small part of the story of the development of
safety closures from the 1920’s to the present. The purpose of this
limited discussion was to illustrate the many problems which arise
and the many tests which must be applied to determine whether a
closure will, in the hands of the public, achieve the desired results.

When the tests have proven the product to be adequate it has been
marketed. When the closure has not met the standards it has been
shelved. There are excellent safety closures available on the market
today which meet the varying needs of the consumer.

Up to this point we have either completely ignored or touched with
a light brush the manufacturing problems involved in the making of
the closure and the container and the problems of the packer of the
drugs on his filling line. These problems cannot be ignored.
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A closure safe in the hands of the adult and the child must still
be capable of being handled in commercially available automatic
equipment. It must be adaptable to quality control testing proce-
dures. It must lend itself to good manufacturing practices to insure
proper standards of cleanliness and sterility. Its design must be com-
patible with packaging problems, and its specifications and tolerances
must conform to the container finish to insure product protection and
safety function.

In short, it must be possible for our industry to manufacture the
closure and container, and for the packaging industry to use our
product on its assembly and filling Enes.

The conclusions drawn from this history of research, development,
testing, and improvement of safety closures are these: No one safety
closure has been perfected which is suitable for all products and whic
will be absolutely foolproof in the hands of the different segments of
the consuming public.

A number of different closures are needed to meet their varying
requirements. That closure which is satisfactory for the arthritic
erandparent caring for the 2-year-old child might leave something to
be desired for the protection of an inquisitive, energetic 5-year-old.

A closure with a two-part safety feature effective in the hands of
parents with average or high intelligence might be left on the shelf by
other parents, the safety lock and seal unused—a safety closure lying
beside an open bottle. The benefits of the closure safe in design which
does not lend itself to the requirements of manufacturing or packaging
will never reach the consuming public.

During our materials and methods research and engineering de-
velopment over a period of years certain guidelines have become
clearly evident and must continue to be applied as tests of an effective
safety closure.

We wish to share this information with you. Time and space pre-
vent a full-blown discussion of these guidelines, and no attempt has
been made to list them in the order of their importance. Those
guidelines may be summarized as follows:

1. Consumer educational program: The closure construction con-
cept must be such that all consumers can be educated to accept and
know how to use and reuse the safety feature.

2. Closure construction should not require unusual strength or
dexterity, either to remove or reapply the closure.

3. Closures should be easily replaceable in such & manner as to re-
establish the original safety feature.

4. Product protection: Closures should seal properly to retain the
strength and purity in the container. They should effectively pre-
vent contamination and loss of potency of the medication. 7The re-

uirements of the various types of medicines necessitate differing
closure qualities. For example, the sealing requirements for a dry
product, such as a tablet, differ from those for nqliquid type medicine.

5. The safety feature should not, in and of itself, appear to be a toy
that would stimulate an enthusiastic youngster’s interest.

6. Consumer economic interest: The cost of medicines and drugs
to the marginal income group is of great concern to this Congress and
to our industry. We need a safe closure at a nonprohibitive cost.
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7. The closures should not be so involved in design that consumers
would be encouraged to discard the closures or their safety component
at the time of the original removal.

8. The closures should be capable of being handled in ecommercially
available automatic equipment.

9. The closures must be adaptable to quality control testing
procedures.

10. The closures should be adaptable to normal cleaning and
maintenance in accordance with good manufacturing practices to
insure proper standards of cleanliness and sterility to avoid contami-
nation.

11. The closures should be designed to permit the utilization of
sometimes necessary packing such as cotton inserts.

12. Multiple components to the safety feature should be avoided
if at all possible. Closures should be of a design simple enough to
permit positive, uniform assembly for 100 percent safety function.
The components required for proper function must be within com-
mercial manufacturing tolerances. In other words, the complexity
of the device must be consistent with possible packaging, manufae-
turing, and assembly standards to insure 100 percent function in the
hands of the consumer.

13. Design of the closures and containers should be such as to avoid
any possibility of fracture of either component during assembly or
capping operations.

14. The closures must be made of a material that can be handled
with known converting equipment.

i15. The closures must be of a design which lends itself to known
mold or tooling designs which will allow for release from those molds
or toolings in the converting operation.

16. The safety closures must be manufactured of a material that
will retain original dimensional stability after conversion.

17. Closure specifications and tolerances must be compatible with
the specifications and tolerances of the container finish to insure both
product protection and safety funetion.

18. To insure proper use by the adult the closure must have con-
venience appeal to the adult designed into the construction concept.
It must be used as intended to be effective.

Commissioner Goddard and his ecounsel Mr. Goodrich, during their
appearance before this subcommittee on June 24, 1966, expressed the
opinion that no hearings would be required in connection with the
issuance of regulations under the proposed legislation.

It was their view that the issue of whether a practical safety closure
is available is simply “a practical matter that involves inspection and
tests which have never really been subject to hearing procedures and
which have been under the history of the Administrative Procedure
Act thus exempt from hearings.”

We would agree that the selection of a proper safety closure is a
practical matter; we have learned from experience that it does not
follow that it is a simple matter—to the contrary, it is a complex one.
We believe that Commissioner Goddard, after due reflection, would
join with us in our thinking.
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The foregoing guidelines do not tell the complete story of all that
must be considered in passing upon the acceptability of safety closures,
nor do they contemplate the additional requirements which may pre-
sent themselves in tEe future.

We believe the members of this subcommittee will well understand
our objections to H.R. 13886 as presently drafted. Implied in the
provisions of that bill is the right of the Secretary to define a safety
closure and to determine which closure or closures will be used for a
particular drug.

As interpreted by Commissioner Goddard and his counsel, Mr.
Goodrich, no hearings would be required under the bill as proposed,
and rules and regulations would be promulgated accepting or rejecting
safety closures now on the market or developed in the future under the
provisions of the Administrative Procedure Act.

Interested persons would be given a limited opportunity to object
to the rules as announced. Public hearings and the right to present
evidence would not be required if in the opinion of the Secretary they
were not warranted. Judicial appeal from the regulations would be
available only on very limited grounds.

Both the general public and the members of our institute have a
great stake in the decisions which might be made relating to safety
closures. We earnestly recommend that if the powers contemplated
are delegated to the Commissioner, to Dr. Goddard, relevant sections
of the Food, Drug, and Cosmetic Act, subsections (e), (f), and (g)
of section 701, be written into the bill, thus insuring any interested or
affected party the right to make timely objections, to participate in
public hearings, to offer evidence, and, if deemed necessary, to test
the final order by judicial process.

We trust you will not infer from the foregoing that we agree that
the provisions of the proposed act pertaining to safety closures are
necessary or proper in any legislation to be enacted at this time.

To the contrary, it is our deep conviction that such action is at the
least premature. We recommend that that portion of the bill be
deferred until this subcommittee or its agents, working in partnership
with the industries involved, have had an opportunity to make a full
study of the problem. We pledge our full cooperation to this sub-
committee. Our knowledge and the personnel of our members are
entirely at yvour disposal.

We believe the record demonstrates that the members of our
institute are and have been fully aware of the problem which this
legislation seeks to resolve and through dedicated effort have provided
a variety of safety closures which meet the varying needs of the public.
We have no intention, of course, to rest on our laurels, but will con-
tinue in the future, as we have in the past, to devote our energies and
resources to the continuing improvement of safety closures.

In closing, I would like to thank vou, Mr. Chairman, and the
members of yvour subcommittee for permitting us to appear and
testify. We trust that the views expressed will be helpful in your
consideration of this important legislation.

(Exhibit A referred to follows:)
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ExHIBIT A

PICTORIAL REPRESENTATION OF SAFETY CLOSURES CONSIDERED AND DEVELOPED
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Mr. Rogers of Florida. Thank you very much, Mr. Fisher.

We appreciate the testimony you and your associates have given
us and the demonstration which has been helpful.

As I understand, under present law the Secretary does not have
this authority to set the regulations for safety closure. Is that
correct.

Mr. Fisaer. That is what I understand; yes, sir.

Mr. Rogers of Florida. So that if such an authority were to be
conferred upon the Secretary you would want the hearing provisions
as now included in the Food and Drug law included in this act?

Mr. Fisaer. Yes, we would.

Mr. Rogers of Florida. Any questions?

Mr. SarrErRFIELD. No questions.

Mr. Rocers of Florida. Dr. Carter?

Mr. Carrer. I have some questions.

How expensive would the safety closures be on the affected class of
medicine?

Mr. Fisuer. Your question was how expensive would they be?

Mr. Carter. How expensive in relation. Well, of course that is.
relevant, but is it possible that the safety closure in many cases may
cost as much as the medicine itself? Isn’t that true? For instance,
in the case of children.

Mr. Fisuer. That may be quite true. The economics of this of
course are merely something that I would simply have to guess at.

Mr. CarTER. Yes, sir.

Mr. Fisaer. Because I am not familiar with the cost of any given
amount of medicine unless of eourse we know what it is.

Mr. Carrer. You are certainly familiar with the cost of your
product, I am sure.

Mr. Fisuer. Of what, sir?

Mr. Carrer. Of the cost of your product.

Mr. Fisaer. Oh, yes, indeed.

Mr. Carter. What would be the price of one of those, any one of
them which you have there, of your safety caps?

Mr. Fisuer. I believe that this would have to be based on an
estimate which would involve the gross and the closure and the con-
tainer combined, and this would be very difficult to arrive at as a
guesstimate right here. We could, of course, provide this informa-
tion for you.

Mr. CarTeEr. You couldn’t give the cost of any one of those con-
tainers with the safety cap that you have there?

Mr. Fisuer. One of these by itself? Could we possibly work this
out?

Mr. Prssury. We could give you a range, Doctor, if that would
be helpful.

Mr. CarTeR. Yes, sir. I believe one gentleman agreed that per-
haps the container with the cap would, possibly, in some cases cost
more than the medicine which it contained.

All right, sir.

Mr. Prssury. You will encounter a wide variation in closure and
container costs, depending on the complexity of the closure that is
involved.

Mr. RoGers of Florida. Perhaps you could furnish for the record
some figures showing the various bottles with the various enclosures.
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Mr. Piussury. Be very ba:F by to do that.
(The information requeste

ollows:

SUPPLEMENTAL STATEMENT OF RicHARD E. Fisuer, DiRECTOR OF PUBLIC AFFAIRS,
Grass CoNTAINER MANUFACTURERS INSTITUTE

Mr. Chairman, on August 15, 1966, I appeared before this Subcommittee as
spokesman for the Glass Container Manufacturers Institute to express the views
and concern of our members as to that portion of H.R. 13886 which relates to
safety closures. It is not our purpose in this supplemental statement to review
the complexity of the many problems involved in the development, manufacture
and use of safety closures; instead, we offer additional information sought and
requested by members of the Subcommittee which we trust will be helpful during
their deliberation of the proposed legislation, especially that section which would
dlclegate carte blanche power to the Secretary to define and regulate safety
closures,

On August 15 we brought to the hearing room 19 safety closures and containers,
explained the nature and funection of each closure and demonstrated its application
and removal and the problems involved in its manufacture and use.

Some of the exhibits were prototypes; others had been sold upon the market in
limited quantities; some are being sold commereially today in varying quantities.

Members of this Subcommittee inquired as to the cost of producing the units
exhibited and expressed a concern that the increased cost of the packaging if the
more complicated and expensive closures were used might result in the doubling of
the cost of the medication to the general public. We were requested to prepare a
supplemental report on the actual or estimated costs of the exhibits presented

h{lslijcxdfg at the hearing and shown on the picture attached to our statement as
ixhibit AL

Cost studies have been made as to closures not now being commercially manu-
factured. We have assumed optimum conditions of manufacture and sale in
order to arrive at the lowest possible price which the consuming public would be
required to absorb. The cost figures arrived at and the assumptions on which
those figures are predicated are set forth in Exhibit B attached hereto.

This Subeommittee’s concern that the proposed legislation would result in
substantially increased cost to the public is well supported in fact. If the number
of children's aspirin per container is cut in half, two containers and two closures
are required. Packaging and transportation costs will be increased. If there is
superimposed upon these items a complicated, expensive elosure which requires
special handling and fundamental ehanges in production and packaging lines, it is
well within the realm of probability that the cost of the container and closure
could exceed the cost of the medication.

At the hearing on August 15 we were also requested to consider and report our
views on the desirability of having a study commission or panel appointed with
powers and duties similar to those of the National Motor Vehicle Safety Advisory
Council.

We have carefully studied the information developed in the hearings before
this Subcommittee. We are impressed by the accomplishments of the govern-
ment-medical-industry panel set up in 1955 under direction of the Food and Drug
Administration to study this same problem. Every recommendation developed
as a result of those conferences was adopted by industry without legislation. We
are concerned that a similar pattern was not followed in 1966 and that both this
Subcommittee and the many industries involved have been precipitated into a
position where we are asked to pass judgment on legislation which may or may not
be necessary and proper in the form proposed and which if passed could well
result in great and unnecessary damage to both industry and the public. We have
noted that during the hearings members of this Subcommittee have asked perti-
nent questions to which answers are not presently available. For example, only
a perfunctory study has been made of the circumstances and eauses of incidents
of illness and death from over-ingestion of aspirin. To what extent, if any, were
safety closures involved?

We believe one coneclusion is inescapable. Further study of the problems
involved, both by agents of government and industry, working together, is
mandatory before this Subcommittee should be required to sit in judgment on the
provisions of H.R. 13886, especially those pertaining to safety closures.

Upon further study and reflection our conclusions are these:

1. No legislation on safety closures should be enacted until further study of the
problem has been made and reported back to this Subcommittee.
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2. Consideration of the appointment of an advisory subcommittee with similar
gcuwors and duties to those set forth in the
1Y

National Traffic and Motor Vehicle

fety Act should be deferred until a panel or study group composed of repre-
sentatives of government and industry has attempted to resolve the problems
posed, following the procedures carried out o effectively in 1955.

3. This Subcommittee should take affirmative action by appointing such a
panel or committee to include among its membership the following interested
parties:
(a) One or more Congressmen from this Subecommittee;

(b) Two or more representatives from the Food and Drug Administration;

(e) Representation from the American Medical Association;

(d) Representation from the American Academy of Pediatrics;

(e) Representation from the membership of the Proprietary Association;

(f) Representation from the membership of the Pharmaceutical Manu-
facturers Association;

(g) Representation from the Glass Container Manufacturers Institute
(both elosure and container fields);

(h) Representation from the National Association of Retail Druggists
and the American Pharmaceutical Association.

We trust that the foregoing information and recommendations requested by
this Subcommittee will be helpful in its deliberation.

Exuipir B

Bstimatep Costs oF CLOSURES AND CONTAINERS PRESENTED AS ExHIBITE ON
Avaust 15, 1966

The figures given herein are estimates only and are qualified as follows:
1. The designs or shapes have not been blueprinted or engineered; caleulations
have been made from visual examination.
9. Assembly costs have been estimated and included in the closure prices.
Any unusual special handling costs are not included in the closure prices.
3. Quantity is based upon annual requirements of a minimum of 10 million,
making and shipping 500 M pieces at one time.
4. Costs are based f.o.b. plant of manufacture.
5. Cost of production molds and assembly tooling is included in the closure
price on the basis of amortization over a one-year period.
6. Size of molds is based upon the optimum requirement of 10 million annually.
7. No consideration has been given to possible cost of patent rights.
With the foregoing qualifications the costs of the exhibits are estimated in
approximate figures as follows:
Exhibit 1: $46.00 per M.
Exhibit 2: $38.50 per M.
Exhibit 3: $59.00 to $104. per M (cost experts are not in agreement).
Exhibit 4: $36.00 per M.
Exhibit 5: $32.00 per M.
Ixhibit 6: $47.50 per M.
Exhibit 7: $32.50 to $40.00 per M.
Exhibit 8: $21.00 per M.
Exhibit 9: $23.50 per M.
Exhibit 10: .50 per M.
Exhibit 11: $18.00 per M.
Exhibit 12: $19.00 per M.
Exhibit 13: $18.00 per M.
Exhibit 14: $21.50 per M.
Exhibit 15: $21.50 per M.
Exhibit 16: $66.00 per M.
Exhibit 17: $15.00 per M.
Exhibit 18: $18.00 per M.
Exhibit 19: Report on closure costs not available at this time.

Mr. Carrer. That is all.

Mr. Rocers of Florida. Mr. Mackay.

Mr. Mackay. Thank vou, Mr. Chairman.

Mr. Fisher, this presentation has been very helpful.

I understand you to say that you do not faver any legislation at
this time, but if legislation is adopted that the statute provide safe-
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guards that will give you notice and an opportunity to react to what-
ever standards are set.

Mr. Fisaer. Yes, sir.

Mr. Mackay. On page 12 you mention certain subsections, (3),
(f), and (g) of section 701. Do I understand this to mean that these
provisions afford you the protection that you would want?

Mr. Fisaer. Yes, sir, I believe they would.

Mr. Mackay. If on any further consideration you see the need of
alddit.ional protection it would be helpful to have your suggestion on
that.

As I said, we were breaking some new ground on auto safety stand-
ards and Mr. Rogers came up with an advisory council approach that
seemed to make a lot of sense and would afford the interested parties
a full opportunity to discuss standards before they were actually
adopted, and I would be interested to have you review the sections
to be sure that they contain the kind of safeguards you would want.

Mr. Fisaer. We will do that, sir.

Mr. Mackay. Is it possible to gather any accurate statistics about
the effectiveness of the safety cap? It seems to me it is a hard thing
to get at in an evidentiary way, about the effectiveness even of this
tyRe of safety cap, as to whether or not a child can get in the package.

Ir. Fisaer. Perhaps Mr. Johnson can answer that.

Mr. Jonnson. Consumer surveys were conducted on the exhibits:
9, 10, and 11 and a consumer preference was shown for No. 11. Tt
seems that the real answer to the safety closure is its built-in conven-
ience to the consumer.

In other words, regardless of the construction and the safety con-
cept, if it is too involyed to use by the consumer then all the safety
features are lost. This has been one of the very strong guidelines we
have tried to follow.

Mr. Mackay. Thank you, Mr, Chairman.

Mr. Rogers of Florida. Thank you very much, gentlemen. Your
testimony has been most helpful.

Mr. Fisagr. Thank you, sir.

Mr. Rocers of Florida. It is now almost 12 o’clock. The House
will be in session and we had hoped to be able to cover more witnesses
today. We have a number of witnesses. Unfortunately, we cannot
meet this afternoon, but further meetings will be announced by the
chairman.

If there are any persons present who would like to file statements
for the consideration of the committee we would be pleased to receive
those statements at this time, although there will be further additional
time for testimony.

The committee will adjourn subject to the call of the Chair.

(Whereupon, at 12 noon, the hearing was recessed subject to the
call of the Chair,)
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MONDAY, AUGUST 29, 1966

House oF REPRESENTATIVES,
SuscommrrreEE oN PuBric HEarutH AND WELFARE
oF THE CoMMITTEE ON INTERSTATE AND FoREIGN COMMERCE,
Washington, D.C.

The subecommittee met at 10 a.m., pursuant to recess, in room 2218,
Rayburn House Office Building, Hon. John Jarman (chairman of the
subcommittee) presiding.

Mr. Jarman. The subecommittee will come to order, please.

As is the custom, we will hear first from Members of Congress who
wish to present testimony. Our first witness will be our colleague
from Wisconsin, the Honorable Liynn Stalbaum. You may proceed
Mr. Stalbaum.

STATEMENT OF HON. LYNN E. STALBAUM, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF WISCONSIN

Mr. Starsavsm. Mr. Chairman, 2 weeks ago I submitted a supvortr-

ing statement during this committee’s consideration of truth-in-
packaging legislation. My testimony today is an appeal for approval
of the Child Safety Act, which together with truth in packaging,
truth in lending, and the Drug Safety Act composes the Consumer
Protection Aet I infroduced on May 25.

In my view, this comprehensive legislation affords the most effective
approach toward eliminating the practices which prey on the con-
sumer’s trust, health, and pocketbook. Admiltedlly, this is a large
order, but it is one that must be filled.

If I were forced to single out one feature of the Consumer Protection
Act for immediate action, its child safety provisions would be the
obvious choice. For, as President Johnson stated in his message on
consumer interests, “Children must be our first concern. They are
our hope and our future.”

We are powerless to guard our children against many of the hazards
of 20th-century life. However, thousands of young victims of
aspirin poisoning would be alive today if the quantity of aspirin in
each container did not constitute a lethal dosage, or if drug containers
were secured by safety closures. These are the simple and essential
precautions which will spare thousands of families needless grief if the
Child Safety Act is passed.

Mr. Chairman, consideration of consumer measures often provokes
the “let the consumer beware’’ line of reasoning. It is apparent to all
but the most callous that this philosophy has no validity whatsoever
when applied to children.

119
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The Child Safety Act can seal up the gaping loopholes in the Food,
Drug, and Cosmetic Act which rob countless families of our most
precious national resource. I urge this committee to approve it with-
out reservation,

Mr. Jarman. Thank you for your views, Mr. Stalbaum.

Mr. StaLBaum. Thank you for the opportunity, Mr. Chairman.

Mr. Jarmanx, We will hear next from the Honorable Richard
MeCarthy of New York.

STATEMENT OF HON. RICHARD D. McCARTHY, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF NEW YORK

Mr. McCarray., My name is Richard D. McCarthy, and I am the
Representative of the 39th Congressional District of New York.

The Child Safety Act of 1966, which I cosponsored, is one of several
consumer protection bills referred to this committee. While several
of the other bills have incurred a great deal of controversy from many
sources, 1 believe that it is paramount that Congress act favorably
on the Child Safety Act. There should be no controversy as to
whether or not Congress should enact legislation to protect children
from death or serious illness caused by accidentally swallowing poisons,
drugs, or other harmful substances.

The Child Safety Act would amend the Federal Food, Drug, and
Cosmetic Act and the Federal Hazardous Substances Labeling Act.

Even though most drug manufacturers have acted responsibly in
providing appropriate warnings on labels, thousands of tragic acci-
dents have occurred which could have been avoided by adequate
labeling and packaging of dangerous substances. The Child Safety
Act would fill the gaps in laws by requiring that drugs such as aspirin
intended for children must be packaged in quantities established by
the Secretary to be a nonlethal dose so that if accidentally swallowed
could not result in serious illness or death.

Second, this bill would require that all drugs packaged in a retail
container, including preseription drugs, regardless of whether or not.
they are intended for children must be secured by a safety closure.
I believe that this is one of the most important provisions of the bill.
Too often accidents oceur because drugs of all types are easily opened
by children. By requiring that all drugs be secured by safety closures,
a child who happens to get hold of a drug container will not be able
to open it,

Another section of the child safety bill stipulates that cautionary
labels must be clearly and reasonably affixed to pressurized dispensers
containing gaseous and other posonous substances. Cautionary
labeling would pertain to handling, storage, or use, intentional or
otherwise. This is a significant provision because too often if these
substances are swallowed accidentally there are not any first aid
directions for immediate counteraction. This legislation adequately
provides that cautionary labeling must include first aid directions as
are necessary for the 1Prum(-.tinn of users.

Another provision of the child safety bill is to bring all unpackaged
substances under the safeguard of the Federal Hazardous Substances
Labeling Act. Also included are articles bearing or containing

pesticides.




CHILD SAFETY ACT AND PERSONNEL TRAINING 121

This amendment requires that unpackaged hazardous substances
must be labeled clearly and adequately so as to inform the consumer
of dangers that might emanate from articles such as toys or other
articles intended for use by children. There are many toys which are
decorated by such {hmtm as jequirity beans which are used as eves
on stuffed animal toys. A child who swallows or chews one bean
could die. While this is a severe case, there are many cases of inade-
quate labeling which causes illness attributable to allergies because
toys or other articles for children are either not labeled at all or are
not labeled sufficiently enough to warn consumers of the possible
dangers to children. In addition, hazardous substances rightfully
include other packaged substances intended for use by children or in
the household which fail to bear a label.

And finally, the child safety bill bans from interstate commerce
toys and other articles for children which contain hazardous substances
so dangerous that cautionary labeling would be inadequate. The
Secretary is authorized to determine banned hazardous substances,
with the exception of chemical sets which are intended for use by
children of sufficient maturity to read and heed the directions and
\\aunmg in the labeling.

I do not believe, Mr. Chairman, that the child safety bill would
place heavy and costly burdens on the manufacturers of drugs, toys,
cosmetics, and other products as it amends the Federal Food, Dill“‘ and
Cosmetic Act and the Federal Hazardous Substances I;uhelmtr Act.
The responsibility that we as legislators have to do all in our power to
protect our children from senseless and needless injury, serious
illness, and death caused by accidentally swallowing drugs and poisons
far outweighs any argument against alleged stringent standards and
eriterion for ll(l(‘(llla!fl" and cautionary labeling and packaging.

Mr. Chairman, I urge this committee to report the child safety
bill without amendments as soon as possible. I believe that it is a
must bill before adjournment of the 89th Congress.

Thank you, Mr. Chairman, and other members of this committee,
for the opportunity to testify before you in behalf of what I consider
necessary and vital legislation for the protection of our children.

Mr. JArmaN. Thank you, Mr. McCarthy.

Our next witness this morning as we continue hearings on these
bills is Mr. Edward J. Breck, pmsldont of the Toilet Goods Asso-
ciation. Our colleague, Congressman Boland, of Massachusetts is
here with us and will introduce Mr. Breck.

STATEMENT OF HON. EDWARD P. BOLAND, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF MASSACHUSETTS

Mr. Boraxp. Mr. Chairman, I am grateful for the opportunity
of being per mmed to introduce Mr. Breck. He is one of our most
d1.-nnmnﬁmd citizens in Springfield. I appreciate that you are putting
him on first. I understand what the problems are with all these
gentlemen here. But he does come from a considerable distance,
and I have arranged for other appointments with agencies this after-
noon, and because of that, would like for him to appear first.

I am grateful to you for extending this courtesy. As I have in-
dicated, he is a (l‘lhhnﬂlllhlled citizen of our community, he is one of the
lea(lmg citizens in this particular association, he is pI‘EHldEllt of the
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Toilet Goods Association of the United States, and at one time, was
the president of the Breck Toilet Goods Co., which is one of the
reatest and most famed of the world, so it is a pleasure for me to
mtroduce Mr. Edward J. Breck, president of the Toilet Goods
Association of America.
Mr. JarmaN. Thank you.

STATEMENT OF EDWARD J. BRECK, PRESIDENT, TOILET GOODS
ASSOCIATION; ACCOMPANIED BY FULLER HOLLOWAY, COUNSEL

Mr. BreEck. Thank you, Mr. Chairman. I am accompanied by
Mr. Fuller Holloway who is counsel of the Toilet Goods Association.

Mr. Jarman, All right, we will be glad to hear him.

Mr. Breck. The Toilet Goods Association, Inc., is a trade associa-
tion composed of manufacturers of perfumes, cosmetics, and other
toilet preparations which in aggregate manufacture more than 90
percent by volume of all such products sold in the United States.

I also wish to call to your attention that the National Beauty &
Barber Manufacturers Association, representing manufacturers and
distributors in the beauty salon and barbershop field, has authorized
me to advise your committee that it fully supports the views I will
express in this statement.

Ne wish to comment only on subsection 4(c)(1) of H.R. 13886,
which subsection amends section 602 of the Food, Drug, and Cosmetic
Act, the misbranding section, to include a new paragraph (f) providing
for eautionary labeling as follows:

(f) If because of its nature, composition, or packaging it involves a substantial
risk of causing injury to health during or as the result of any foreseeable handling,
storage, or use by any individuals, whether intentional or otherwise, unless in either
ease it bears (in addition to any other preseribed labeling) (1) such cautionary
labeling as is necessary for the protection of such individuals and (2), where neces-
sary or appropriate, instructions for first aid treatment, Whenever the secretary
finds any cosmetic or class of cosmetics is subjeet to the provisions of this para-
graph and in his judgment a declaration to that effect will promote the objectives
of this paragraph by avoiding or resolving uncertainty as to its application, he
may by regulation declare any such cosmetic or class of cosmetics to be, and it
shall during the effectiveness of such regulation be deemed to be, subject to such
provisions. Nothing in this paragraph shall be construed to exempt any article
otherwise subject to the requirements of this paragraph from such requirements
by reason of the absence of such a regulation.

Cosmetics are created and produced for application to the human
body and are not injurious to health under normal circumstances.
The Food, Drug, and Cosmetic Act bans a cosmetic from sale if it
bears or contains any poisonous or deleterious substance which may
render it injurious to users under the conditions of use prescribed in the
labeling thereof, or under such conditions of use as are customary or
usual (sec. 601(a) of the Food, Drug and Cosmetic Act). There
is no hazard to the user in the normal use of cosmetics.

Normal use of cosmetics does not, of eourse, include ingestion by
children, who may, because of lack of experience, expect every sub-
stance is for tasting. It is for this unintended use, we understand,
that the proposed legislation is intended to guard against.

A survey has been made within the past 2 weeks of a substantial
number of cosmetic producers in order to determine the magnitude of
incidents of injury to children because of accidental exposure to cos-
metic products. Complaint files of these cosmetic companies revealed
that reported incidents of injury are extremely rare.
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It may be that such reported incidents are sparse simply because
any external injury to those children who have experimented with
cosmetics is highly ‘unlikely and any injury from ingestion is not likely
to be of a serious nature.

The Department of Health, Education, and Wellare, in a recent
bulletin, indicated (table 2, p. 125) that there were 3,271 reported
accidental ingestions, of cosmetics, in 1965 among children under 5
years of age, 620 of them received some treatment, and 20 of them
were h(lhpltdll/(.‘l_l for a short duration (table 5, p. 125). The bulletin
(p. 3) explains with respect to all types of substances:

Tasre 5. Table 5 provides some rough indications as to the seriousness of the
acecidents. Approximately 20 percent of the reported cases are hospitalized.
However, a great many of these may have been admitted to a hospital simply for
observation; on the other hand, petroleum produets do have a greater hospitali-
zation rate and for a significantly greater time. Cosmetics conversely have less
hospitalization and for shorter lengths of time relative to other types of ingestions.

Sound judgment must be exercised in order to avoid overlabeling
with respect to relatively innocuous substances and thus tending to
defeat Ilm purposes of cautionary labeling—the prevention of or
alleviation of injury because of exposure to toxic substances.

As stated above, cosmetics are deliberately and carefully made for
application to the human body. Cosmetics are not made for ingestion
(although many cosmetic ingredients are also food additives). There
is also some incidental ingestion by adults of cosmetics; for example,
lipstick. Such cosmetics are carefully compounded of materials which
are safe for the indicated use, considering incidental ingestion.

Because of the nature of the product and the relatively remote
potential of injury inherent there is grave doubt that there is any
need for coverage of cosmetics under any cautionary labeling require-
ments. In any event, to be most effective, any cautionary statement
should be directed precisely at the potential for harm; that is, acei-
dental child exposure.

Some cosmetics are sold in pressurized containers, and hence, such
containers should bear a warning with respect to the hazard involved.
Such warnings are already customarily p}m ed on such containers.

We propose that section 4(c)(1) of the Child Safety Act nnwnd
section 602 of the Food, Drug, and Cosmetic Act to read as follows
[Sec. 602. A cosmetic shall be deemed to be misbranded—]

(f) (1) If because of its nature, compeosition or packaging it involves a substan-
tial risk of causing substantial injury to health during or as a proximate result of
any reasonably foreseeable handling or ingestion by children unless its labeling
bears in addition to any other prescribed labeling, either in conjunction with
directions for use, if any, or on other labeling, the cautionary statement: “Keep
out of reach of children.”

The balance of the clause will be exactly the same.

Whenever the Secretary finds that any cosmetic or class of cosmetics
is subject to the provisions of this paragraph and in his judgment a
declaration to that effect will promote the objectives of this paragraph
by avoiding or resolving uncertainty as to its application, he may by
regulation declare, with appropriate exemption provisions for packages
of small quantities, any such cosmetic or class of cosmetics o be, and
it shall during the oileul\one“ of such regulations be deemed to be,
subject to suc ch provisions. Nothing in this paragraph shall be con-
strued to exempt any article otherwise subject to the requirements of

68-985—06——9
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this paragraph from such regulations by reason of the absence of such
a regulation;

(2) If it is contained in a dispenser pressurized by a gaseous propellant unless
it bears such cautionary labeling with respect to handling, storage, and use of
such container as is necessary to prevent, if complied with, the eausing of injury
to the health of any user or other individual during, or as the result of, reasonably
foreseeable handling, storage, or use thereof.

Under such provisions the maximum protection is available and
directed at the potential injuries—handling or ingestion by children
and the hazards of a pressurized container. At the same time, a
cautionary statement should not be required on produets which can
cause only an inconsequential injury or illness, such as regurgitation
of the product after swallowing.

It would defeat the purpose of the act to require overlabeling with
respect to products which could cause only insignificant or negligible
illness or injury.

In summary, because of the nature of cosmetic products and their
deliberate compounding for use on the human body, their remote
potential for any substantial injury, and because overlabeling should
be avoided, it does not really appear necessary to require cautionary
labeling on cosmetic products.

The one potential, though remote in terms of any substantial injury,
is the possibility of unintended use by way of ingestion by children.

Even here, the undesirable effect of overlabeling must be weighed
against the potential for relatively inconsequential injury. Pressuri-
zation of containers is a container problem, not a cosmetic problem,
and appropriate cautionary warning should appear on all such con-
tainers. Weighing all factors, any cautionary lul)oling requirements
should be directed as above suggested.

In addition, it seems to us that any amendments which you pass
ought to be uniformly applicable in all of the States. If you do
decide to enact any part of the proposed legislation, we urge that
you also provide for preemption in that particular area.

Variations in requirements between the Federal law and the various
States can only create chaotic conditions.

Thank you, Mr. Chairman.

(The tables referred to follow:)
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TABLE 2.—Accidental ingestions among children under & years of age, type of sub-
stance by year of report, reported by poison conirol centers,! 1962-65

Type of substance

1065 | 1064 1962
|
1

Num- | Per- | Num- | Per- | N Num- | Per-
ber cent ber cent ber
|
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Mr. Jarman. Thank you, Mr. Breck, for your contribution to this
hearing. Mr. Satterfield?

Mr. SarrerrFiELp. No questions, Mr. Chairman.

Mr. Jarman. Mr. Nelsen?

Mr. Nersen. Isn’t it true that as far as ingestion is concerned, that
even in the instance of salt, or any other food item, if it is taken in
sufficient quantities, would create some problem? I presume that
in the instance of cosmetics you feel that this product is so nearly
safe in all instances that the effects of its ingestion would be no
different than would, say, salt or some other product, which in gross
amounts would be harmful to some degree.

Mr. Breck. That is right, yes.

Mzr. Neusen, Thank you.

Mr. JarmaN, Mr. Breck, one thing certainly is helpful in your
testimony, in our consideration of these bills, and that is, where you
do object, or oppose part or parts it is certainly helpful to have the
recommended language that you feel would cover in the particular
field of your own knowledge, and we appreciate that.

Mr. Breck. Yes, sir, thank you.

Mr. JArMAN. Mr. Mackay.

Mr. Mackay. No questions.

Mr. Jarman. Thank you very much.

Mr. HoLLoway. Mr. Chairman, may I?

Mr. Jarmaxn. Yes, Mr. Holloway.

Mr. Horuoway. I have reviewed the testimony of Dr. Goddard,
while he was up here, and I have the highest respect for Dr. Goddard.
I think he is one of the finest officials in the Government, and 1 am
quite certain that he would like for me to, or someone to, perhaps cor-
rect the record, in one part of his testimony.

And Dr. Goddard is a very busy man, and I don’t know who wrote
his statement, but he had stated in referring to the Poison Control
Center clearance bulletin, which was published this spring, that there
were 3,058 reported cases of accidental poisoning of children under 5
by cosmetics. I think if we look on table 2 of that—

Mr. Jarman. That was for 1964?

Mr. HoLLoway. 1964. If we look at table 2, attached to Mr.
Breck’s statement, we find the figure under “1964,” and opposite
“Qosmetics,” of 3,058, which is the same figure Dr. Goddard’s state-
ment uses, but that table says it is accidental ingestion, among children
under 5 years of age, by types of substances. It does not say anything
about those children being poisoned by the cosmetic. And if we look
over to table 5, you will find that under “Cosmetics,” opposite the cosmetic
line, there were 620 cases of treatments after accident: I ingestion, and
that of those 620 there were 579 of them had no days in hospitul, or no
hospitalization whatsoever, and I understand from some siight research
that the usual treatment would have been the prescribing of a glass
of milk, or something of that sort, just to cilute whatever might heve
gotten into the child’s stomach. and consequently, we did want Dr.
Goddard’s statement to be checked against the record.

In the statement he also suggests that there had been a problem with
respect to nail hardeners, which has caused numberous injuries.

Mr. Mackay. Mr. Chairman, excuse me. If I could interrupt the
witness there, I would like to really get clear in my own mind about the
definition of the word “poison.” ‘What do you think Dr. Goddard
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meant when he said they had been poisoned? Does the word poison
arry with it mortality?

Mr. Houroway. Well, Mr. Mackay, I think, insofar as Dr. God-
dard’s statement was concerned, that whoever wrote it simply made
an error in the use of that term here.

Mr. Mackay. But is the word “poison” a scientific term? Does it
really mean something?

Mr. Horroway. As I understand the term as used by pharmacol-
ogists—they don’t like the use of the word “poison,” they like the
use of the word ““toxic,” because there are variations, and a thing
may be toxic at one level and create some problems, and at another
level, no injury whatsoever.

Mr. Mackay. For example, I think we need to know what this table
really means here, when it says accidental ingestions. I could see
where there could be many accidental ingestions that would have so
bad effect on the person.

Mr. Horrnoway. I think that is apparent. That with over 3,000
ingestions, and only 620 the doctor or who ever attended the matter
prescribed anything.

Mr. Mackay. But the fact that this appears here means that it
came to the attention of the Clearinghouse, the Poison Control
Center, because someone was concerned enough about it to take the
child to a physician.

Mr. HoLroway. Yes; that is right.

Mr. Mackay. They really did not know what had happened, and
they thought they had better get some medical advice.

Mr. HoLroway. There was an abundance of caution, which is the
richt thing to do.

Mr. Mackay. Do these tables tell you to what extent, well, for
instance, whether there was any permanent injury, death or per-
manent injury?

Mr. Horroway. Congressman Mackay, they don’t really but I
went over to the Poison Control Clearinghouse Center of the Depart-
ment of Health, Education, and Welfare, which is located over in
Arlington, to check on the raw data they have, the control sheets
that come into that Center, and what I am about to say, of course,
is completely hearsay, but looking over that record, I found in the case
of cosmetics for the year 1965 that we were checking on that there
was no indicated injury to any child, other than one in the whole year.

Now the Center apparently did not have the record of what it was,
but I suspect it was some kind of a hair preparation, and in that,
had some chemical which burned the child’s mouth.

Otherwise, there was nothing there that would indicate that there
was any indicated injury of any sort to children. - Now there may
have been, had not the Control Center or the doctor come in and
taken care of it, and I would respectfully urge the committee to some
way get the Poison Control Center people to come over here, and
tell you what the situation is, because they have better information
than anyone else, I would think.

Mr. Mackay., Mr. Chairman, that was really the next point that
I wanted to make. T hope we can get the compiler of this information
over before the committee to see if there is some hard data here.
You know, the popular charges that this bill is just good politics, to
have a child safety bill, and, of course, I don’t think the Congress
functions that way.
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1 don’t think we want to legislate unless there is some hard data to
support the legislation. Mr. Chairman, T do hope before we conclude
these hearings, that we can hear from the leaders of the poison control
centers, to interpret these charts to us, so that we can know whether
we are dealing with a really large problem or one that looks large on
this particular arrangement of the figures.

Thank you. Excuse me for interrupting.

Mr. Jarvan. We will make every effort to get that information.

Mr. Horroway. Thank you, Mr. Chairman. I did want to
straighten the record.

Mr. JARMAN. Yes.

Mr. Rogers.

Mr. Rogers of Florida. I am sorry I was late, and did not hear
your statement. I will read it. Is the point you are making that
aspirin or poisoning is not of a sufficient problem to legislate against?

Mr. Breck. Only in cosmetics.

Mr. Rocers of Florida. Just in cosmetics. You feel there is no
problem there?

Mr. Breck. Some 3,000 ingestions by children under 5 in 1965,
and when you realize that the retail dollar yolume of the industry,
in 1965 was practically $3 billion, and the number of units are certainly
in that category in the contents of a package brings that up, it 1s
really a very fine record.

Mr. Rocers of Florida. Fine. Thank you.

Mr. Jarman. Thank you, Mr. Holloway.

Mr. Breck. Thank you.

Mr. Jarman. Our next witness this morning is Mr. John L. Harvey,

Washington counsel, Drug & Allied Products Guild.

Mr. Harvey, until his recent retirement, served as Deputy Com-
missioner of Food and Drugs, We are pleased to have you with us
this morning.

STATEMENT OF JOHN L. HARVEY, COUNSEL, DRUG & ALLIED
PRODUCTS GUILD

Mr. Harvey. Mr. Chairman and members of the committee, my
name is John L. Harvey. The guild is an association of 130 smaller
manufacturers of pharmaceutical products, antibioties, and allied
products. Nearly every State in the Union is represented in the
membership.

We are stanch believers in and supporters of the laws regulating
drug manufacture and distribution. We admire and respect the Food
and Drug Administration and its officers. We support and endorse
the purpose of H.R. 13886 to provide greater safety to children and
adults alike in the use of hazardous substances.

We do, however, wish to voice a strong objection to the procedural
provisions of the bill, or some of them.

Section 2, in amending section 501(a) of the existing law, will re-
quire the Secretary of Health, Education, and Welfare or in fact any
member of the department that he may designate to set a limit on the
quantity of aspirin or other salicylic drug, intended for children,
which may be packed in a single container for retail sale.

The limit fixed will have the full force and effect of law but no provi-
sion is made for notice so adversely affected parties for the taking of
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evidence or for any opportunity to be heard or for the development of
any record or opportunity for judicial review. .

The maximum amount of aspirin or similar drug that a child can
safely ingest must be derived primarily from the accumulated experi-
ence of many physicians throughout the world who have dealt with
accidental poisonings. Establishment of such limits inevitably will
cause serious economic loss in change of machinery, package design,
and equipment.

The questions involved are grave ones and there is no apparent
reason why we should shortcut the making of a rule which is intended
to have the force of law by authorizing executive fiat.

Again in amending the same section the Secretary is required to
make a law without notice, hearing, record, or review. This provides
that all drugs which the Secretary thinks may be hazardous to children
must, when packed in retail containers, be secured by a safety closure.

This allows the Secretary to decide what drugs should be so classified
and what kinds and types of closures are safety closures. The public,
drug manufacturers and sellers, physicians and scientists have an
important concern over the decisions to be made to implement this
section,

It is important that an opportunity for hearing and making a record
be provided. The determination of the kinds and types of safety
closures regarded as acceptable by the Department has the effect of
granting license to some and denying it to others.

In section 4, provision is made whereby the Secretary must make
determinations classifying drugs and preseribing labeling for such
drugs, indicating matters to be included in or omitted from such
labeling and with respect to manner and form of such statements.

Again no provision is made for notice, for hearing, for record, or
for judicial review. Yet the decisions of the Secretary can have the
most profound influence upon the public welfare as well as upon those
who manufacture and distribute drugs.

Attention is called to the fact that in section 4(2) of the bill pro-
vision is made for due process including notice, hearing and review
when the Secretary undertakes to classify cosmetics. Again in sec-
tion 202(2) when the Secretary makes rules regarding hazardous
substances, the provisions of section 701 (e), (f), (g) apply and provide
for notice, hearing record, and review.

It is difficult to see why full opportunity for hearing and review
is afforded on some types of hazardous substances and on cosmetics
but denied on drugs.

There appears to be no relief in the application of the administra-
tive procedure act since in the absence of a provision in specific stat-
ute, the administrative procedure act does not compel provisions for
hearing and review.

We submit that the bill should elearly and unequivocably deal with
the rulemaking power granted to the Secretary in a manner consistent
with giving force of law to the rules he makes.

We suggest the amendment in the bill of section 4(2) on page 5
of the bill at line 20, by striking all the matter in line 20 and insert-
ing “501(a), 502(d), 502(f), or 502(h) or the second sentence of section
602(1).”

With such changes we recommend that the bill be passed.

Mr. JarmaN. Thank you, Mr., Harvey.
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Do T understand that the basie position, then, that your organization
takes is that if hearing and judicial review is provided for, that you
would be in favor of passing 138867

Mr. Harvey. That is correct, with proper implementation of the
provisions.

Mr. Jarman. Mr. Rogers.

Mr. Rocers of Florida. Thank you, Mr. Chairman. It is good
to see you, Mr. Harvey.

Mr. Harvey. Thank you, Mr. Rogers.

Mr. Rogers of Florida. Whut products, other than drugs, does your
group produce?

Mr. Harvey. A few household chemicals,

Mr. Rocers of Florida. 1 see. Would they, any of those, be
subject to labeling as “hazardous substances’?

Mr. Harvey. Some of them are; ves.

Mr. RoGers of Florida. Now, what use is the present law in regard
to these situations? Does the law generally provide for hearings?

Mr. Harvey. Yes. Yes, this procedure of giving notice by
publication in the Federal Register, and inviting comment from
adversely affected parties, considering the comment and determining
whether the objections to the proposals warrant a hearing, the holding
of a hearing of record, if necessary, and the publication of a final order,
with an opportunity for adversely affected parties to take the matter
to the court of appeals, for determination of whether the rule that has
been made is supported by substantial evidence in the whole record.

This is the regular administrative procedure, for extension of the
congressional lawmaking power, so that it is surrounded by the safe-
guards of a review, and we don’t have this problem of collateral attack,
or attempted collateral attack, and the question of trying to determine
whether there was eaprice, or unreasonableness, when yvou have no
record to base it on.

Mr. Jarman. Would the gentleman yield?

Mr. Rocers of Florida. Yes.

Mr. Jarman. Would this have to be on a case-by-case basis?

Mr. Harvey. No, I think it would be on a seetion-by-section
basis in the act. The Secretary is authorized to determine the
amount of aspirin that can go in a package for children. This is is
one thing. This would be determined once and for all, unless new
evidence justified a change.

Mr. Jarman. But on the subject of closures, again.

Mr. Harvey. No.

Mr. Jarman. It would have to be on a case-by-case basis?

Mr. Harvey. No, I think he would afford interested parties an
opportunity to supply him all the information that he could get on
the devices for closures, and he would have to determine, subject to
review, what he thinks a safety closure is, what types of thing would
come in that category, and, second, he would have to determine what
produets it applied to.

You see, the closure rule doesn’t apply just to aspirin for children.
It applies to any drug that the Secretary thinks, intended either for
children or adults, may be a hazard to children, unless it is stoppered
in such a way that child ean’t get into it.

Mr. Rocers of Florida. How do we presently handle hazardous
substances? Is a hearing afforded?
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Mr. Harvey. Rulemaking on hazardous substances borrows from
the Food, Drug, and Comestic Act itself, by applying the regulations
of 701 (e), (), and (g): that is, notice, hearing, and review.

Mr. Rocers of Florida. So far as you can see, there is no reason
why it should not apply here?

Mr. Harvey. Not in this very bill, Mr. Rogers, when we extend
the Hazardous Substances Labeling Aet, to Hazardous Substances
Regulation Act because we got hooked a little bit by confining it to
labeling, we continue the provisions for hazardous substances that we
adopted before, after due consideration of hearing review, and so
forth, we do that in here. We do that for the cosmetic classification,
but we do not do it for the drugs.

[ see no reason why we should shorteut. These things are very
important—not only important to manufacturers, important to the
public. This question of investigating the maximum quantity of
aspirin that a child can safely ingest, I am glad the new management
has to decide that, not me. I would want not only all the advice, but
[ would want all the reviewing consideration I could get on a problem
of that kind.

Mr. Roaurs of Florida. Thank you.

Thank you, Mr. Chairman.

Mr. Jarman. Mr. Nelsen?

Mr. NeLsen. I notice on page 2, the second paragraph, the last
sentence:

The questions involved are grave ones, and there is no apparent reason why
we should shorteut the making of a rule which is intended to have the force of
law by authorizing executive fiat.

Mr. Harvey. That is right.

Mr. Neusen. Now, do | understand that under the provisions of
this bill, the normal procedure of establishing a rule, where there are
hearings, will be shorteut so that the Secretary by his own decision
will determine whether or not the proper procedures are followed?

Mr. Harvey. That is my view, and the view of most other lawyers
I have talked to, as to what it means.

Mr. NeLseN, Yes, sir.

Now you mentioned children’s aspirin. Am I to understand that
we will have a bottle that is marked for children, and one that will be
marked for adults?

Mr. Harvey. Yes.

Mr. Nersen. What prevents the child from going to the medicine
cabinet, and taking momma’s bottle, and taking its contents? They
are not going to read whether it says child’s aspirin bottle or adult,
are they?

Mr. Harvey. No, I think the Congressman’s position is well
taken, but I understood that it was the intent here to confine it to
the product that is intended for children. These are smaller tablets,
and they are flavored, and so forth, that would particularly appeal to
a child, and the child becomes familiar with it, doubtless, from his
mother giving it to him, so the hazard would be greater, I think.

Mr. NeLsex. Now in the event that a manufacturer would proceed,
and if in the judgment of the Secretary of Health, Education, and
Welfare, or of the Food and Drug Administration, they are in violation,
would he then be guilty until he proves he is innocent?
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Mr. Harvey. If the Secretary has made a rule, and it is not com-
plied with, they stand in violation of the law, yes.

Mr. NeLseN. I would like to point out that in our proposed legisla-
tion on truth in packaging, by virtue of authority in that bill, cease-
and-desist orders may be issuned in the case of a food product which
is not hazardous to health, and then you are permitted to come into
court to prove that you are innocent, but you are guilty until you
prove you are innocent. It seems to me almost all of the bills that we
get to indicate a very dangerous direction in which we are moving.
Certainly, none of us here want to put any product on the market that
will be harmful to the health of a child, but at the same time, I think
there is some danger in moving too far in the direction of giving an
individual authority to make all the decisions without hearings.

Thank you, Mr. Chairman.

Mr. Harvey. Thank you.

Mr. Jarman, Mr. Satterfield?

Mr. SarrErrieLp. No questions.

Mr. Jarman. Thank you very much, Mr. Harvey, for contributing
to our hearings.

Mr. Harvey. Thank you, gentlemen.

Mr. Jarman. We are pleased so have with us this morning our
colleague from Tennessee, Congressman Grider, who will introduce
our next witness.

STATEMENT OF HON. GEORGE W. GRIDER, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF TENNESSEE

Mr. GriveEr. Thank you.

Mr. Chairman, I would like to introduce Mr. Harry Solmson, and
Mr. Charles Sullivan, of Plough, Inc., they are the largest manufac-
turers of aspirin for children in the industry, St. Joseph’s aspirin.

I have followed this industry very closely for a number of years.
Their testimony will show that there has never been a substantiated
case of poisoning. The number of tablets that they put in the bottle
is at the suggestion of the Food and Drug people, and their closures
are just as ingenious as the mind of man can devise.

I am very proud to introduce these gentlemen to this committee.

Mr. Jarman, Thank you very much.

Mr. GripEr. And I thank the committee for hearing them.

Mr. Sormson. Thank you, Congressman. Thank you very much,
Congressman, Thank you, Mr. Chairman.

Mr. JarmaN, Mr. Solmson.

STATEMENT OF HARRY B. SOLMSON, EXECUTIVE VICE PRESI-
DENT, PLOUGH, INC., MEMPHIS, TENN.; ACCOMPANIED BY
CHARLES SULLIVAN, PLOUGH, INC.

Mr. SoLmsoN. My name is Harry B. Solmson, and I appear on
behalf of Plough, Inec., of Memphis, Tenn. It has been in business
over 58 years, and has manufactured and distributed over these
years a number of proprietary drug items.

Our net sales in 1965 were $64 million, which puts us in the classifi-
cation of being in our industry a medium-sized company.
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We have approximately 12,000 shareholders scattered over the
United States, and approximately 1,800 employees

The records of the Food and Drug Administration, the Federal
Trade Commission, Securities and Exchange Commission, Internal
Revenue Service, and other branches of the Federal Government
will reflect that never in the history of this company have we been
accused of any misdeeds or violations of the law, nor has our history
been one of being a controversial noncooperative company with any
branch of Federal, State, or city governments with whom we have
come in contact during our over 50-year business life.

We therefore respectfully submit that our record is not only respect-
able and responsible, but also reflects affirmative cooperation with the
various branches of Government. Certainly we are not in the busi-
ness of seeking to profit from the production and sale of a dangerous
product.

In 1947, Plough, Inc., introduced the first flavored aspirin tablet
in a specialized dosage form for children. The product was intro-
duced as St. Joseph Aspirin for Children and is today, so far as we
know, the largest selling pediatric aspirin for children on the American
market.

In the belief that it will be of interest, we shall relate why St. Joseph
Aspirin for Children tablets contain 1% grains of aspirin and why
each package contains 50 tablets. Prior to our introduction of a
specialized aspirin tablet for children, we consulted with a number of
widely respected practicing pediatricians concerning proper dosage
per tablet and number of ht])]t:!s per bottle.

Based upon the advice received, we packaged, beginning in 1947,
fifty 1%-grain tablets per bottle. Our judgment in this regard was
confirmed in a meeting called in Washington, D.C., by FDA on
February 14, 1955. This was termed “Meeting of Medical Advisory
Panel on the Accidental Ingestion and Misuse of Salicylate Prepara~-
tions by Children” and was sponsored by the Division of Medicine,
U.S. Food and Drug Administration.

[ attended the meeting as a representative of Plough, Inc. The
meeting was presided over at the request of FDA by Dr. Charles
MecKhann, who was at that time professor of pediatrics, Jefferson
Medical College, Philadelphia.

Official representatives of the American Academy of Pediatrics, the
American Medical Association, the American Public Health Associa-
tion, the Division of Medicine of the Food and Drug Administration,
and the drug industry were present.

The American Academy of Pediatrics was represented by Dr. Jay
M. Arena, professor of pediatrics of Duke University School of Medi-
cine and Dr, George M. Wheatley, who was chairman of the Accident
Prevention Committee; the American Medical Association was
Represented by Dr. Torald Sollmann, Western Reserve University;
The American Public Health Association was represented by Dr.
Edward Press, and the Food and Drug Administration was represented
by its Commissioner, Mr. George Larrick; its medical director, Dr.
Albert H. Holland, Jr.; Dr. McKhann and approximately 10 other
officials from its technical and administrative staff.

The deliberations of this meeting resulted in a FDA recommendation
that all pediatric aspirin tablets be 1% grains in dosage; that not more
than 50 tablets be packaged in 1 retail container; that a caution to




134 CHILD SAFETY ACT AND PERSONNEL TRAINING

keep out of the reach of children be printed in a prominent position
upon each package; and that all manufacturers do all possible to
develop the most effective and practical safety elosure.

This is why a package of St. Joseph Aspirin for Children contains
50 tablets of 1} grains (one-fourth the strength of an adult aspirin
tablet); has repeated warnings “Keep out of children’s reach”; and
has the best presently available safety cap, which our company was
the first to develop and use.

When this question of proper total dosage per package was recently
again raised by FDA, we stated to the Commissioner our opposition
to H.R. 13886 as written, but indicated our willingness to be coopera-
tive with FDA and the Clongress in legislation to achieve the purpose
of the bill. '

We, however, received no notice of the hearing held before your
subcommittee on June 24, 1966, having first learned of the hearing
about 1 hour after it was over.

We respectfully submit, in spite of our desire and willingness to be
cooperative, that the bill as drawn goes far beyond simply being a
bill to enable FDA to properly regulate aspirin for children for child
safety.

As written, we respectfully submit that this bill is & highly contro-
versial bill containing broad new regulatory powers (without the
requirement of even a hearing), is not clear, and can easily be the
subject of unnecessary misunderstanding.

Its aspirin provision alone goes far beyond a mere limitation upon
the number of tablets in a bottle of flavored aspirin for children. It
covers all aspirin and acetylsalicylic acid econtaining products. Pack-
ages of these products all include—as they are required to do—dosage
units for ehildren.

For example, directions for regular adult aspirin must include the
breaking of tablets for children, and the bill applies to such dosage
form.

Further, by way of putting this matter in proper perspective, so far
as aspirin for children is concerned, we would estimate that today
approximately 50 million packages of aspirin for children are sold in
the United States every year.

We have literally thousands of written communications from pedia-
tricians, general practitioners, and mothers expressing approval and
complimenting us for first making available to the doctors and mothers
of America a form of medication that is convenient to use; that en-
ables an exact dosage to be given; and one that is palatable so that a
sick and fretful child does not have to be unpleasantly forced to take
1t.

We respectfully contrast the position of the administering physician
or mother today to their position prior to the introduction of a special-
ized aspirin for children, when perhaps in the middle of the night they
had to take a razor blade and cut a 5-grain tablet into four parts, or
in half, in order to obtain an approximately correct dosage, and then
were faced with forcing a fretful child to swallow an unpalatable
medicine.

These are the reasons for the success of the product; for its wide
recommendation for use by most pediatricians and general practi-
tioners in the United States, and we have been able to successfully
market this product at a price under 1 cent per tablet at the retail
purchase level.
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We apologize for the length of this statement, but in the belief that
the subcommittee desires the facts we shall, as briefly as possible,
further comment upon the bill itself. Although we do not feel the
present dosage per package to be lethal, which as explained above
was confirmed by FDA, this aspect should properly be presented to
you by recognized medical experts, and it is my understanding that
1t will be. = L

We, however, emphasize that available official statistics involve
“aspirin and other salicylates.” o

Many drugs contain aspirin which are not called aspirin.  Many
forms of salicylate-containing products arve not aspirin. Yet, all
deaths from salicylate-containing products (adult 5-grain aspirin,
aspirin compounds, methyl salicylate (oil of wintergreen), many other
salicylate-containing drugs, and aspirin for children) are reported
under one category “aspirin and other salicylates.”

Accidental deaths in children from many household chemicals (such
as petroleum produets, lead and its compounds, aleohol, and so forth)
are specifically reported in the official records, but we know of no
official figures reflecting deaths of children from accidental ingestion
of aspirin for children alone.

Now at this point, Mr. Chairman, with your permission I would
like to just briefly digress from my prepared statement to cover one
point, sir.

Mr. Jarmaxn. Very good.

Mr. Sorumson. Testimony has been given this committee, and I
quote, “every 3 days, a child dies from an overdose of children’s
aspirin.”’

That is a very positive statement, one that concerns us very much,
and an inquiry has been made of FDA to determine the basis for this
statement.

We are advised that the statement emanates from figures accumu-
lated by the National Clearinghouse for Poison Control Centers, and
issued by the U.S. Department of Health, Education, and Welfare.

These figures reflect the number of deaths due to accidental poison-
ing in children under 5 years of age for each of the years 1960 t]m'lugh
1964. The figures reflect 19 different general types of substances,
and the latest year, 1964, does reflect a total of 125 children as having
died from poisoning due to “aspirin and salicylates.”

We know that three times 125 approximately equals the number of
days in the year, but we feel it to be a grave injustice to the manu-
facturers of aspirin for children for this entire figure of 125 deaths to be
equated solely with children’s aspirin as a basis for saying that a child
dies every third day from children’s aspirin. As I have previously
indicated, there are many drugs that contain aspirin that are not called
aspirin, and there are many salicylates that are lethal in nature that
are not aspirin.

These take the form of preseription as well as nonprescription drugs.
For example, salicylates of different types are routinely prescribed in
rheumatic and arthritic situations. The category aspirin and
salicylates, is therefore a broad one that contains many, many prod-
uets, and of the whole scope of produets in this category, although I
am not a medical man, it is my understanding that the 1%-grain
aspirin tablet for children is the least toxic, and the least dangerous.

Ve have diligently sought to obtain a breakdown of deaths due to
poisoning in children by specific product rather than by general
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categories of products. The only figures of an official governmental
nature that we have been able to find were recently published by the
Illinois Department of Public Health. | ]

This report was prepared by Dr. Norman Rose, chief of the Bureaun
of Hazardous Substances and Poison Control of the State of Illinois,
is a matter of public record, and reflects a total of 45 deaths, in the
State of Illinois, in 1965, in children 12 years of age and under, as
having been caused by poisoning from wvarious substances. The
record reflects that of the total 45 deaths, 12 were caused by different.
types of salicylates, but only 1 of these was caused by “children’s
aspirin.

There are over 10 million people in the State of Illinois, over 5
percent of our population, and if this a fair sample, it would follow
that it is unfair to say that 125 deaths from aspirin and salicylates
resulted solely from aspirin for children.

It is interesting to note that there were more deaths of children in
Illinois in 1965 from the overingestion of furniture polish, than from
aspirin for children. There were more deaths from roach poisoning.
Many other common household chemicals and drugs were culprits.

Of the total 45 deaths, 19 resulted from drinking paint. A]]llmu;:h

one death from whatever accidental cause is a tragedy, and we will
probably never achieve perfection, we respectfully submit that a
grave injustice is being done by the statement that has been made
before this committee and the resulting publicity.

Before coming here to testify, I checked our files. We have been
manufacturing and distributing over 20 million bottles of St. Joseph
Aspirin for Children each year for many years, and have yet to

receive a single communication from a physician or a parent or from
any other source attributing the death of a child to St. Joseph Aspirin
for Children.

In the last 7 years, we have received a total of 38 letters concerning
accidental ingestions of St. Joseph Aspirin for Children, but during
the same period, we have received many letters from druggists and
mothers complaining that where a house has three or four sick children,
barely a day’s supply exists in the present bottle, and urging a package
containing more tablets.

We, of course, are not here to argue in favor of more tablets. As a
matter of fact, if in the considered judgment of this committee fewer
tablets than 50 should be included, we will respectfully accept that
judgment.

We feel it is proper to point out, however, that although St. Joseph
Aspirin for (.‘-hirth'en and one other brand have approximately 85 per-
cent of the total aspirin for children market, there are other brands of
aspirin for children sold, and some of these are today packaged 100
1%-grain tablets to a bottle.

We have an affirmative attitude toward cooperating with FDA but
we respectfully point out that this bill would make it the prerogative
of the individual who happens to then be the Commissioner to set
the number of tablets to be contained in one package.

If, in the opinion of Congress legislation must be adopted, unless a
definitive total grainage or number of tablets is spelled out in the bill,
industry and the mother will be put in a difficult position since in order
to retail these tablets at a nominal price, they must be packaged on
high speed, close tolerance, fully automatic equipment.
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A packaging line consists of a machine to put the bottle on the line;
a bottle cleaner; a filling machine which fills approximately 15,000
tablets per minute; a machine to stuff the cotton in the bottle to keep
the tablets from breaking in shipment; a capper; a labeler; a machine
to put the bottle in the carton; a cellophane wrapper; a bundler; and
a shipping case sealer. This series of machines bought from different
nnumllm-.turers is synchronized in a packaging line to feed each other
at approximately 300 bottles per minute.

I might interpose here, gentlemen, to say that in 1947, our price for
St. Joseph Aspirin for Children was 39 cents, and it has remained the
same since then, which we have been able to do in spite of rising costs
of all types, of which you are aware, by virtue of increased volume and
this automatic equipment that we obtained a few years ago.

One does not have to be an engineer to understand the ramifications
of frequent or even infrequent changes in package size and the result-
ing effect upon the manufacturers and the purchase price to be paid
by the mothers of America.

Further the doctor and mother prefer a standardized package, so
that when the mother has one, two or more children ill and she is
told by her doctor to use aspirin for children (or if she is not told by
her doctor) she can know by past experience the number of tablets
she is getting in a package.

Where one Commissioner may honestly conclude that z tablets is
the correct number, his successor may think y tablets would be cor-
rect and his suceessor might think z tablets is the correct number.

It would appear that with this simple product (and aspirin is the
most widely used medication in America) having been on the market
for many years and so widely used, competent medical advice could
presently determine the proper number of tablets per package and
this could be written into the bill itself rather than left to the FDA.

Based upon our experience and constant study, covering a period of
many years, we have thought that the packaging of children’s flavored
aspirin in containers of fifty 1}4-grain tablets did not present undue
hazards.

This was the conclusion of FDA in 1955. However, we are agree-
able to further limiting the number of tablets provided the limitation
is practical in the light of realities in production processes and con-
venience aspects to the mother and physician and provided the limita-
tion is written into the law itself rather than preseribed from time to
time by regulation.

We must assume that your subcommittee is interested in the factor
of convenience to the mother who often has several sick children and
the problem of having adequate dosage handy in the middle of the
night or at any other time.

Further, from an economic standpoint, only minute cost reductions
can result from a smaller bottle with fewer tablets since it will require
the same number of people on the packaging line; the same number of
people in the quality control laboratory, the same shipping, freight,
recordkeeping, and the other expenses of doing business.

We respectfully and strongly urge that less than 24 to 25 tablets
per package would be extremely difficult in mass-production processes
and would constitute a constant source of frustration and nuisance to
the mother with several sick children.
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The labeling requirements of H.R. 13886, so far as section 502(f) of
the Federal Food, Drug, and Cosmetic Act is concerned, duplicates
the wording in H.R. 13885, are infricate, serious and highly contro-
versial and we respectfully urge that this section as it 1111)110». to sec-
tion 502(f) be deleted.

As regards the safety-cap provision of the bill, we could write a book
on safety closures as we have spent many thousands of dollars and
countless hours of many people investigating many, many safety
closures both from technical and practical usage standpoints.

We are continuing to do this and are presently market testing a new
bottle and cap that is proving to be a considerably improved safety
closure, but it must be remembered that the perfect safety elosure is
one that nobody can open. I understand expert testimony is to be
presented on this section of the bill.

Well, in this—this was written before the gentlemen from the Glass
Institute presented theirs. T might say at this point, as a matter of
interest to you gentlemen, this is the present package of St. Joseph
aspirin for children. And this closure is removed from the bottle,
not by turning, but by pressing up at a break in the neck ring on the
bottle.

We are presently testing incidentally, in the State of Florida, Mr.
Rogers, what we feel to be an improv onwnt on this, in that you can’t
get “that cap off at the break in the neck ring, and you first tum, in
order to get that little obtrusion there in the right spot, and then you
can ]m~l1 it off.

Of course these safety closures present a lot of problems. Now here
is one that we happen to have a patent on, and we have agreed to make
it available to anybody in the event it becomes practical, but in order
to get any aspirin tablets out of this particular bottle, you have to turn
it upwidt\ down, and take the cap off upside down, and then the tablet
is lying in the closure.

That is the only way the tablet ean be gotten out, but our problem
is twofold. No. 1, we have got to figure some way to get cotton in
the bottle, because it we don’t, the aspirin tablets will break in ship-
ment and the other one is the big question of whether we can educste
the public, when they remove a closure, to keep it upside down, but
this is just a typical example of what we have been going through.

Incidentally, on our present closure, I would like to e all attention
to an article in the Journal of the American Medical Association of
March 14, 1959, on this particular safety closure, that we are now
using. This article in the Journal of the American Medical Associa-
tion was written by Dr. J. Arena, of Duke University, and in it, he
reflects some figures that we obtained through an independent survey
in 1,600 homes, where there were children 5 years of age and under,
that reflect that in 93 percent of the cases, the children 5 years of age
and ilmlm could h'nnl\ open this at all, but if they could open it,
against 7 percent that could open that closure, 44 percent could npen
an ordinary screw cap.

I think one of the gentlemen asked a question about that at the
last hearing, is the reason I bring it up.

In closing, we must comment on the time allowed to comply with
any act that pertains to aspirin for children. We normally keep a
3-month inventory of packaging materials and supplies and a 3-
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month inventory of finished goods in order to properly service the
many outlets for aspirin for children.

Substantial stocks are also normally retained at wholesale and
retail levels. This is particularly true with a product of this kind since
an outbreak of any children’s disease that is accompanied by fever or
an outbreak of any form of influenza in a particular area of the country
brings about an immediate, heavy demand for a product of this kind;
hence it is normal for people in the industry—manufacturers, whole-
salers, and retailers—to maintain a relatively heavy inventory of
aspirins for children.

Further any change in package size requires a new bottle mold, cap
mold, and production time for our suppliers. In addition, we would
require again new equipment and/or substantial change parts for
existing packaging equipment.

Under present conditions it takes from 6 to 10 months to obtain
delivery of equipment plus the time of getting the bugs out of a new
production line. We respectfully ask for 15 months after any legisla-
tion before the manufacture of any new package size may be required.

in conclusion if in the opinion of the Congress, it becomes necessary
to enact legislation to meet the purposes of H.R. 13886, we respectfully
request that such legislation be limited to aspirin for children; that
not less than 24 or 25 114-grain tablets be specified as the maximum
number per package, unless in the opinion of the FDA it becomes safe
due to future improved packaging concepts to permit more than said
specified tablet maximum; that the labeling provisions of H.R. 13886
be considered at the time of the scheduled hearing on H.R. 13885;
that a realistic viewpoint be taken concerning the practical aspects
of the safety closure problem with administrative hearings provided
for; and that industry be given at least 15 months after the enactment
of any legislation as a minimumn time within which to change over to
the manufacture of a new package size should this be required.

Thank you.

Mr. Jarman. Thank you, Mr. Solmson.

Now, am I eorrect, Mr. Solmson in understanding that children’s
aspirin is also packaged in liquid form?

Mr. SoLmson. It is not aspirin per se Congressman. It is a some-
what different salicylate from aspirin. This is ecalled salicylamide.
It is a salicylate, but it is not acetyl salicylic acid or aspirin.

Mr. Jarman. Does your company manufacture that?

Mr. SoLmson. No, sir.

Mr. Jarman. Mr. Rogers.

Mr. Rogers of Florida. Thank youn, Mr. Chairman.

As T recall the testimony of Dr. Goddard, he stated that the facts
pertaining to children’s aspirin were such that out of 12,000, I believe,
cases of poisoning, 10,000 were directly attributable to children’s
aspirin.

Now he used the term children’s aspirin.

Mr. Sonmson. Well that gets back to the question, Congressman,
that I believe Mr. Mackay asked of one of the previous witnesses this
morning, on this word poisoning, and I would respectfully like to call
to your attention, and there has been filed, as I understand it, a state-
ment with this committee by Dr. Sunshine of Cleveland. (See p. 305.)

Dr. Sunshine is the technical director of the Academy of Medicine
of the Cleveland Poison Information Center, and is president of the

65-985—86——10
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American Association of Poison Control Centers, and in his statement
on this question of poison, he says in part this:

Accidental ingestions of foreign substances is potentially harmful, or poisoning,
but this is not always so for many different reasons. Too frequently, those who
quote the national clearinghouse data equate accidental ingestions with poisoning,
Table 5 of the 1965 Clearinghouse Report illustrates that not all ingestions have
harmful effects, that is, are poisonings. It gives the data on the days of hospitali-
zation required for therapy following accidental ingestions. About half of the
cases reported to the clearinghouse were treated, and of these, ten percent, 2,828,
required one or more days of hospitalization.

This last group represents those that were poisoned. The others were exposed
to a hazard but were not poisoned, for one reason or another. Our experience
showed that approximately ninety percent of those who ingested salicylates had
no symptoms and no ill effects.

In other words, according to this gentleman, about 10 percent of
the accidental ingestions of salicylates as a group might properly be
called a poisoning, or might be termed somewhat serious.

Mr. RocErs of Florida. Where they had to have hospitalization?

Mr. SoLmson. Yes, sir, of course, what happens I think Congress-
man, as a matter of practice, & mother finds that her child has in-
gested accidentally a number of tablets, and she of course, naturally
1s upset and calls the local poison control center, and they list that
as one of the ingestion cases, when actually, it probably amounts
to nothing, and apparently, from Dr. Sunshine, in 90 percent of the
cases.

Mr. Rocers of Florida. Yes. What is the first aid treatment?

Mr. Sonmson. Well there will be a doctor to follow me on that
that can doubtless comment on it better, but as I understand it,
it 1s to cause the child to vomit.

Mr. Rogers of Florida. How do they do that? Do you know
the normal procedure?

Mr. SoLmsoN. As I understand it, they do it readily through the
use of ipecac, or some other way that might be available to the mother,

Mr. Rocers of Florida. What about the provision in the bill that
would require you to put a first-aid treatment on your label?

Mr. Sormson. Well, I respectfully would like to say that I would
prefer one of the doctors, who will testify later, to comment on that.
The problem from our standpoint has legal connotations, which you
can appreciate, as well as medical connotations. And I understand
that both of those aspects of the label will be treated by a later witness.

Mr. Rogers of Florida. All right. Now there has been proposed
to the committee that we should abolish in interstate commerce
any candy-flavored aspirin for children, on the theory that if it is not
attractive to children, then they would not be as likely to take an
overdose of aspirin. In other words, if you made a child’s aspirin,
but not put the flavoring in it. What would be your reaction to that?

Mr. Somson. Twofold, sir. In the first place we are told that
until a child gets somewhere between 2 and 3 years of age, it does
not have any sense of taste anyway, which would seem to be brought
out by the official figures of the number of children that drink paint
and insecticide, and kerosene, as Congressman Carter commented
on a couple of weeks ago.

So I don’t know that the flavoring has too much to do with it, but
the reason that the flavored aspirin was an instantaneous success with
the pediatrician and the general practitioner as well as the mother
was that where you have a sick and fretful child, they seem to find it
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easier to administer, because the child was used to taking orange juice,
and this is flavored with a pure extract of orange, and I think that is
the reason for the success of the product, and the reason that about
50 million bottles a vear are sold.

Mr. Rocers of Florida. I believe that is about all the questions
I have. I think it might be well to note that it is a good idea that
whenever there is legislation before the Congress, that is, in which
your company is interested, it is a wise idea to leave a letter to be
notified with the clerk, because normally, the clerk would not know
which companies in America are involved.

Mr. SoLumsox. Yes, sir; thank you, sir. This is a new experience
for us.

Mr. Rocers of Florida. Thank you. Thank you, Mr. Chairman.

Mr. Jarman. I understand that St. Joseph packages only in the
fifty 1%-grain bottles?

Mr. SorLmsoxn. Yes, sir.

Mr. Jarman. Does any other company in the country package
in smaller quantities?

Mr. Sormson. Not to my knowledge. The other leading seller in
the country is Bayer aspirin for children and they have the same
sized tablets and the same number of tablets to the ﬁot.t.!e.

As I remarked, we are aware of some companies that do package
a hundred, one and a quarter grains to a bottle.

Mr. Jarman. If we followed your recommendations and whether
it be by legislation or by regulation, do you think that the limitation
chould be in terms of the number of tablets or should be in terms of
the grains?

Mr. Sormson. Congressman, I don’t think it makes any difference.
The reason I say that is that for medical reasons all of the pediatri-
cians that we have conferred with or talked to or heard from, all
want one and a quarter grains per tablet.

They seem to tie it in, that particular orainage seems to tie into
a formula that they utilize as regards the weight and age of the child,
in saying how many tablets should be used. So I don’t know of any
aspirin for children on the market today that is other than one and
a quarter grains.

Now when this matter came up in the FDA meeting in 1955, 62
and one-half grains was discussed along with the fifty-one and a quar-
ter grain tablets. It just happened to figure out that way.

I would say from our standpoint it would not make any difference.
Of course, from the standpoint of the costs of production, the more
tablets there are in the bottle, the less we would have to charge per
tablet, in which, of course, you are getting down to fractions of a
penny, but from the standpoint of economy to the consumer, we could
do better by them if we had 36 than if we had 24 or 25, because you
have certain fixed costs that just don’t change.

Mr. Jarman, Thank you.

Mr. Nelsen.

Mr. NeLsex. Thank you, Mr. Chairman.

You referred in earlier testimony to the term “poisoning.” Would
the term ‘‘ingestions” be more accurate than “poisoning” as far as
the report is concerned?

Mr. Sonmson. Yes, sir. Very much so.
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Mr. NeLsen. Now, on the 50-tablet container, do I understand that
this is a standard that has been adopted after hearings by the Food
and Drug Administration? Do all manufacturers of children’s
aspirin follow the 50-tablet standard?

Mr. SoLmson. When this matter came up in 1955, Congressman,
Mr. Larrick, who was then the Chairman of the Food and Drug
Administration, and Dr. Jerry Holland, who was the Chief of the
Medical Staff, took the viewpoint that at that time—and whether
they are right or not, I don’t know—but they took the viewpoint
that FDA did not have the authority to say, “You can only put 50
1Y-grain tablets in a bottle.”” But as I indicated in my statement, the
result of the meeting was an affirmative recommendation to that effect,
which was based on AMA and Pediatric Academy advice.

So there is no law or regulation limiting the bottle to 50 tablets.

I would say that of all the aspirin for children sold in the United
States, that approximately 90 to 95 percent of it is in a bottle con-
taining fifty 1%-grain tablets. There are some few manufacturers, as
I indicated, that still put 100 1%-grain tablets in a bottle, but it is a
decided minority.

Mr. NeLsey. Now, in the event, we will say, that the Food and
Drug Administration is given the authority to set the number of
tablets in a bottle, or, shall we say, if the law is amended so they
could make that a standard, as I understand it, you feel that you
should have the opportunity of hearing and discussion before such an
order were put into effect.

[s that correet?

Mr. Sormson. Well, yes, sir; if they are given that authority, we
certainly feel we should have that opportunity because, in all honesty,
I think we can give them some factual information they would want.

At the same time, if this committee feels that 50 tablets is too
many, we would hope that they would specify the number in the bill,
and the reason for that, as I indicated in my statement, is twofold.

First, it is not an easy thing, when you are operating a production
line, running 15,000 tablets a minute, to change that thing around,
even infrequently, to adjust from 25 to 36, or 36 to 25, or whatnot.

That is one reason, and the second is that this is a very widely used
produet, as you gentlemen probably know. I would imagine that
most mothers in America use this produet for simple aches and pains,
for if a child has got the measles, and he has got fever, it is an anti-
pyretic. It is a simple drug, it rapidly brings down fever, and it is
routinely preseribed, or routinely told by doctors and pediatricians to
mothers to give aspirin for children.

Today, a mother knows that if she goes into a drugstore and asks
for a bottle of St. Joseph aspirin for children, or Bayer's aspirin for
children, or whatever it might be, she is going to get 50 tablets.

The pediatrician knows that if he tells the mother to get a bottle of
aspirin for children, and the mother might have two or three sick
children, he knows how many tablets she is going to get, because it is
a standardized package, and I think from that aspect, it would be a
source of inconvenience to the doctor and the mother, a source of nui-
sance, perhaps, to have the quantity changed from time to time.

Mr. NeLsex. Well, of course you realize that if we were to sit here
and decide how many tablets are to be in a bottle, and likewise with
very many commodities that are on the market, we would be here
forever. We would like to get home sometime in October.
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Mr. Soruson. Excuse me. There will be medical testimony on
that subject.

Mr. NELsen. Yes. I think the thing that we are concerned about
primarily is to be very sure that any rulemaking authority that we
grant to any agency of Government provides for proper hearing.

We like to pass a bill that is practical, and one we can live with.

Thank you, Mr. Chairman.

Mz, JarMaN. Mr. Satterfield?

Mr. SarrermELp. Thank you, Mr, Chairman.

Listening to your testimony, I feel very much like the gentleman
who just questioned you, as to how we are going to make a determina-
tion of the number of pills you ought to put in a bottle,

Do you think it is possible that some limitation insofar as the
total grains of aspirin are contained in one package might be a
proper way to approach it?

Mr. Sormson. Yes, sir; that would be equally proper. Right
now, of course, there are 62% grains of aspirin in St. Joseph aspirin,
and in most other aspirin for children.

The number of grains would be proper. I think it would auto-
matically follow that all manufacturers would use 1% grains, so if
you do establish grainage, we would certainly want it to have some
multiple based on 1.

Mr. SarrErFiELD. Well, that may be or may not be, but the point
that bothers me is, what evidence we would have and what qualifica-
tions we have to make this type of determination.

It seems to me more properly left to people with medical experience.

Mr. SoLmson. Well, there will be medical witnesses to testify, sir.
Of course, we went through this with the American Medical Associa-
tion. and the American Academy of Pediatries and the FDA before in
1955.

Mr. SarrerFieLp. Of course, they have gotten some experience
since then on this type of aspirin, though, haven’t they?

Mr. Sonmsox. Well, it had been on the market 6 years prior to that
meeting.

Mpr. SarrerrieLp, Well, it is a fact——

Mr. Sorusox. Eight vears.

Mr. SATTERFIELD. It is a fact, nevertheless, that the ratio of the
orains of aspirin that might be ingested by a child and whether or not
it is toxic, depends upon his physical condition, and predominantly
his weight. Isn’t that correct?

Mr. Sormson. That is my understanding, although I am not a
medical expert.

Mr. SarrErFiELD. We have had testimony in these hearings pre-
viously, from the FDA, stating that in their considered opinion, any
dose that exceeded 1 grain per pound of body weight was toxic, and
would probably require hospitalization.

Do you disagree with this?

Mr. Soramson. I would really respectfully not comment on it, sir,
because there will be doctors that can give intelligent testimony, and
I don’t think I really could.

Mr. SarrerFIELD. Well, let’s assume, for example, that this might
be true, and that the average weight of a child around 2 years of age
might be 30 pounds.

Tt would seem to me that if there were reasonable limitation placed
upon the number of grains in a package, that rather than put these
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things out at 114 grains per pill, your industry might decide to do it
at three-quarter grains and not have to change your packaging setup
at all.

Mr. SoLmson. Well, T think there will be a pediatrician to testify,
but our experience with the pediatricians is that they want 114 grains.

It seems that, and I certainly emphasize that I am not a medical
expert, but it seems that that has proven to be a desired and convenient
form or dosage form for the tablet, and based upon the age and weight
of the child, as you commented, it is my understanding that based upon
that, the pediatrician will say to the mother, give the child two or three,
or whatever it might be, aspirin for children.

Mr. SarrerrieLp. Well, it seems to me that this is a critical ares.
You mentioned and referred to a table of aspirin and salicylics com-
bined insofar as the total number of deaths in 1960 to 1964 was con-
cerned.

Are you familiar with another table that accompanies the report of
the National Clearinghouse for Poison Control Centers dated May
and June of 1966, that shows a hospitalization incidence of children
under 5 years of age who have ingested medicines of all kinds in-
ternally?

Mr. Sormson. Yes, sir.

Mr. SarrerrieLp. I notice that it shows that the internal ingestion
of children under age 5 is 18, 180; immediately below that, they show
that 11,308 ingested aspirin, and that as a result of this, 9,889 days
in the hospital were spent, as a result of this ingestion.

Did you disagree with these figures?

Mr. Surnnivan. Which table is that, sir?

Mr. Sarrerrienp. Table 5.

As I read that table, if you want me to repeat. It shows that the
internal ingestion of medicines by children under 5 that were reported
by the poison control centers showed a total ingestion or internal
ingestion of 18,180. And 11,308 of these were from aspirin.

Mr. SunLivan. That is right.

Mr. Sarrerrienp. And that of that 11,308, that required

Mr. Svrnnivan. That says “no’” days, that means that 9,889 re-
quired no days of hospitalization; 87.4 percent.

Mr. SarrerrFieLp. [t is not number of days.

Mr. Surnivan, No, sir, that is “no” days. The next one is one,
two, three, and four or more.

Mr. Sonmson. This conforms to Dr. Sunshine’s statement that his
experience as head of the poison control center in Cleveland is that
only 10 percent of the accidental ingestions situations required
hospitalization, or what he would call a poisoning.

That is “no” days. Not number of days.

Mr. Sarrerrienp. You had about 800, then, that required one or
more days in the hospital?

Mr. Sonmson. There is one other factor of this that honestly I
don’t know, Congressman, and that is this: They say, ‘Medicines,
internal. Aspirin, other.” So far as we know, that category also
contains other salicylates. Now the reason that I think 1t does is
that we have been unable to find, to obtain from the source of this
material a breakdown between aspirin and other salicylates. And
as I mentioned before, there are a number of other salicylate contain-
ing drugs that are quite serious drugs.
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Such as methyl salicylate, and sodium salicylate, and there are 16
to 20 different salicylate drugs other than aspirin, and although this
does say “aspirin” so far as we have been able to determine, the same
category of “aspirin and salicylates” is the basis for the figure.

Mr. SarrerFieLp. But this nevertheless includes only those that
took the trouble to report to the poison control centers.

Mr, SoLmsoN. Yes.

Mr. SarrerrieLp. And the point I am getting at is this: If you
agree that a certain amount or a certain number of grains in a bottle
is toxic, it would seem to me that it follows that it would be awfully
wise to put this product in a package that in the greater number of
cases could not be toxic.

And the question is, Who is going to make the decision as to what this
standard should be? It is the one that I understand you object to in
the bill. You think we should make it?

Mr. Sormsox. Well, I would hope that you would, and after hear-
ing the medical testimony.

Mr. SATTERFIELD. But you are not opposed to conforming to what-
ever standard is arrived at?

Mr. Sormsoy. No, we will conform, of course. The only point I
am trying to make, however, sir, is that when you get below 24 or 25
tablets, you are getting into a, well, so far as we know, we can’t get a
bottle we can run on an automatic packaging line, that is the bottle
will be so small that it is presently impractical to run it on a line, and it
is impracticable to put adequate instructions for use on the label if
you get below 25 tablets.

Now I might say that we have tried. We test marketed in Bir-
mingham, Ala., a few years ago, a strip packaging of aspirin for
children. This package here, which is in cellophane strips. Each
tablet is in an individual compartment. And we sent a crew of men
into Birmingham and built displays in drugstores in Birmingham of
this package, alongside our regular package, on the counter, and
each package sold for the same price, and we had little signs made,
over the display, indicating that the purchaser would get the same
number of tablets, and it was the same tablet, at the same price.

And we advertised it in the newspaper. The only trouble was,
nobody would buy it. It seems that the mother wants something
that is a little bit more convenient, and easy to get at. We thought
maybe this might work, but it was really a flop.

Mr. SarrerFieLp. Thank you, sir. 1 have no other questions.

Mr. Mackay. Thank you, Mr. Chairman.

I just remembered that either you or your competitors sent giant-
sizerf bottles of aspirin to all of the freshmen Congressmen right after
we got elected. [Laughter.] That was a brilliant stroke.

Mr. SorLusoxn. I must say that we were not that smart.

Mr. RoGers of Florida. Would the gentleman yield?

Mr. Mackay. Yes, sir. '

Mr. Rocegrs of Florida. I understand they are asking that you send
them back to them now? [Laughter.] d

Mr. Mackay. I wanted to thank you for your testimony, which I
think has been very helpful. This legislation bothers me, because it
seems to me we are moving in the wrong direction, of further legisla-
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tion, when evidently there has been inadequate administration of
existing law.

I have not been able to get into the extent to which the Congress
has required the executive branch to gather useful data, but the most
shocking thing we have found in the traffic safety hearings is that
there is not enough data on which you can make hard judgments.

Now I have reviewed my constituent, Dr. Goddard’s testimony, and
on page 2, he said:

The tragic part of the picture is that in 1965, 16,328 children under 5 were
reported poisoned from the accidental ingestion of aspirin and other salicylates,
Many of these children died.

Well this just leaps out at you as a monstrous situation, if you
accept it at face value.

Mr. SoLmson. That is true. But the only problem with it, as
we——

Mr. Mackay. Well, I say, when you look inside the package, when
you examine what is in the bottle, you come up with a much more
bland situation. For example, do you know how many children
died in 1965 that we know were poisoned as a result of taking aspirin?

Mr. Sormson. No, sir; we don’t.

Mr. Mackay. I mean do we even have an estimate?

Mr. SoLmson. No, sir.

Mr. Mackay. Well, does it not seem reasonable, or appropriate,
for the Public Health Service to be able to give us that figure, rather
explicitly?

Mr. Sormson. I think we would all be in a better position if we
knew where we stood a little better because when you throw all
salicylates in with aspirin, you are mixing watermelons and peas.
When you think of a lot of salicylates that are fairly lethal, and a one
and a quarter grain aspirin tablet, of the whole group of salicylates, I
think—I am sure that any doctor would doubtless say that this is
the least toxic of the whole group, and yet, they are all in that group
of 125, and that is the figure that bothers us.

Mr. Mackay. Now the second thing is, it seems, as I understood
your testimony, the reason you went to the 50-pill bottle was because
of conferences held in 1955, so you have been working cooperatively
with the Government.

Is that right?

Mr. Sormson. Well, we actually, Congressman, went to 50 when
we started, and that was in 1947, and we did that on the best pediatric
advice we could get, and then when the FDA called this conference in
1955, we were, of course, pleased that our judement was confirmed,
at that meeting.

And that has been the package we have had since 1947.

Mr. Mackay. And 1 think Dr. Goddard testified further that 50
aspirin is a lethal dose, if T am not mistaken.

Mr. Soruvson. 1 don’t recall whether he did nor not, but I would
appreciate it if you would ask that question of a doctor when he gets
before this committee.

Mr. Mackay. Well, here on page 3 of Dr. Goddard’s testimony, it
says, it is our belief that a limitation on the quantity of children’s
aspirin in a retail package is needed to do the job.

We do not think it is necessary to forbid the sale of flavored chil-
dren’s aspirin, but since there are many cases where young children
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have eaten as many as 50 baby aspirin at one time, and since that is a
lethal dose for some children, we feel that the hazard can best be
controlled by limiting the bottle contents to less than an amount that
might kill.

The two leading producers of children’s aspirin packaged 50-tablet
bottles. This is well above the toxic dose for a 3-year-old, and you
said there were other f'nmp.-mil‘-: that [!:Ll'k:l‘_’t‘:l more than 50 tablets,
didn’t you?

Mr. SoLmson. Yes, sir; they represent, I would guess, about 4 or 5
percent of the total aspirin for children sold.

Mr. Mackay. Well, if you arrive at a scientific judgment that the
ficure maybe is 40 or 45, or something like that, and it is stated es a
matter of the law, then the whole aspirin industry would know exactly
where it stands, and you don’t have to worry about hearings or
anything.

[sn’t that correct?

Mr. SoLmson. That is right, sir, and that is what we would hope.

Mr. Mackay. What is the total consumption of aspirin a year; have
you any idea?

Mr. Sorason. I think it could be expressed in tons, sir, but I am
not in a position to say.

(The following letter was subsequently submitted by Mr. Solmson:)

ProuecH, Ixc.,
Memphis, Tenn., August 30, 1966.
Hon. JouN JARMAN,
Rayburn House Office Building,
Washington, D.C.

Dear CoNcreEssmMan Jarsman: I am writing to express fo vou my sincere
appreciation and thanks to you and your subcommittee for the courtesies and
time extended to me in behalf of our company in the hearing yesterday morning,

It was my first time to participate in or witness a hearing of this kind, and 1
was most impressed with the sineerity of purpose evidenced by each member of
the subcommittee.

As you recall, I was asked as to the amouni of aspirin consumed by the people
of the U.S. in one year, and I was unable to be exact in my reply, but merely
stated that it would be measured in tons. Aspirin, as you are doubtless aware,
is by far the most widely used drug in the country.

In order to obtain an answer to your question, we telephoned the Dow Chemical
Company of Midland, Michigan today to get their best estimate on the amount
of aspirin used in this country in all types of drugs which would also include APC
tablets, aspirin compounds of every kind, ete. Dow, who are one of the few basic
manufacturers of the drug. gave us their best estimate of 40,000,000 1bs. as being
the annual aspirin consumption in this country.

If in your considerations, there should develop any further guestions upon
which we can possibly furnish factual information, we will certainly be pleased to
seek to do so.

Again, thank you and your subcommittee.

We are respectfully yours.

Sincerely,
H. B. SoLmsoxN,
Executive Vice President.

Mr. Mackay. Well, you could justify a legislative rule here, when
you might not be able to on a produet that was consumed in much
smaller quantity, couldn’t you?

Mr. Soruson. That would be our hope, sir, that medical testimony
that will be presented here would enable you gentlemen to be able to
answer the questions, the question that is obviously in your mind as
to what would be a proper total grainage.
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Mr. Mackay. And is this overdosage of aspirin by children associated
almost exclusively with the flavored aspirin? Does bad taste repel
a child from taking regular aspirin?

Mr. Sonmson. I really don’t know, sir. I have never seen a break-
down on it.

Mr. Mackay. Well, that is a kind of statistic that would be very
helpful to us in arriving at our objective, wouldn’t it?

Mr. SornmsoN. Yes, sir, I am sure it would.

Mr. Mackay. And it could be gotten at, too, couldn’t it?

Mr. SorLmson. Yes, sir, we know that there is a certain amount of
what is called therapeutic overingestion of aspirin, that is a situation
where a parent stupidly—if you will pardon the word—gives the child
just too much aspirin.

We had a situation in Memphis, not too long ago, where a parent
over in Arkansas in the country gave a 2- or 3-month-old baby
two 5-grain aspirin tablets every 3 hours, all day, and then they took
the baby to a hospital in this little town, and the nurse injected aspirin
by rectum, because the child had high fever, and when they brought
the child into the Methodist hospital, in Memphis—and the reason
I happen to know of it is that a close friend of mine, who is one of our
leading pediatricians, happened to be in the hospital, and was called
into the case, the child had salicylate poisoning, and couldn’t be
helped.

Now I don’t say that is a common thing, but it is not an unecommon
thing, either, and we do everything conceivably possible to do, in
our labels and our circulars, and on our cartons, to gnard against that.

It is just those things that happen, like the 19 children that died
from drinking paint in Illinois in 1965. Every oneis a tragic situation.

Mr. Mackay. Do you see where you can improve the safety closure
by giving an administrator power to regulate over the present
situation?

Mr. Sotmsom. Well, T might comment on it this way: If we could
improve that closure, and we have worked and worked for many
years to improve it, and as I remarked a little while ago, T think we
1ave one now that is better, we certainly would do it, because it
would give us a competitive advantage that we would love to have.

Mr. Mackay. Could you say that any of your competitors are
cutting corners by not using as good safety closures as are available,
and thereby, exposing children to hazard?

Mr. Sonmson. Those that T am aware of are using the present
safety closure that we use. Now there may be some that aren’t,
but those that T am aware of do use this closure. And this new closure
that I showed you gentlemen, that is somewhat similar to the closure
we use, but requires one more move in order to open it, that we are
testing in Florida, Mr. Rogers, was developed by our engineers,
together with the engineers of Owens-1llinois Glass Co., and if it
proves to be successful, T would guess it would be used throughout the
mdustry.

We developed the present closure that we use, and it immediately
was adopted throughout the industry.

Mr. Mackay. Fmally, you could be of help to us, if you feel the
executive branch could and should get better data than has been
furnished the Congress. I would appreciate any specific recommenda-
tions that you might have as to how this data could be improved.
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Mr. Sormson. We certainly have the same objective in view, sir.
We would very much like to know more than we know.

As T mentioned, the only specific data that we know where there is
a breakdown of this category, “aspirin and other salicylates,” is the
one that was made by this doctor in Illinois. That is really the only
one of an official nature, of which we know.

Now we have talked to a number of heads of Poison Control
Centers, and there is testimony in the record from a doctor that is the
head of the one in Cleveland I mentioned, on what he has found.
But we know of no—I don’t think you could get today—any national
figures, because of the one problem, and that is, it has been customary,
if a child dies from any form of salicylate poisoning, that the coroner
puts down on the record “salicylate poisoning.”

Now, our people have gone to various cities and have looked at the
coroners’ records in an effort to get this information. And frankly,
we haven’t been able to get it. The only specific thing we can find
is that of the 12 salicylate deaths in Illinois, in 1965, one was from
aspirin for children.

Mr. Mackay. Thank you, Mr. Chairman.

Mr. Sormson. Now if you equate that to the 125, it becomes about
10 or 12 over the Nation. I don’t say it is correct or not. It may be
a fair sample.

Mr. Mackay. Thank you, Mr. Chairman. No further questions.

Mr. JarmAN. Dr. Carter?

Mr. CarTEr. What do you consider a lethal dose of aspirin?

Mr. Sonmson. Dr. Carter, I would not seek to answer that. There
will be medical witnesses to follow me, however, that may be more
helpful to the committee on that point than I have been.

Mr. CarTEr. You represent a big firm, and you sell more children’s
aspirin than any other, and you package them in bottles of 50.

Do you think 50 of those baby aspirin would be lethal?

Mr. SorLuson. We don’t; no, sir. And the reason that we don’t is
that this subject was the subject of considerable thought, discussion,
and consideration upon the part of official representatives of the
American Medical Association, American Academy of Pediatries, and
the Food and Drug Administration, and it was their conclusion that
50 1%-grain tablets was not a lethal dose, and would be proper, as a
standard package.

Mr. Carter. Now you speak of aspirin and salicylates together.
Tsn’t it true that we have a drug labeled aspirin, if it eontains methyl
salicylate or salicylate, as you will, that that medical salicylate should
be labeled on the bottle also?

Mr. Sormgon. T think under the law, it must be, sir.

Mr. Carter. You just don’t put acetalsalicylic acid, plain.

Mr. SoLuson. No, sir.

Mr. CarTer. You have got “methyl,” also.

Mr. Sonmson. I think under the law that that would be required,
sit. We don’t package anything like that.

Mr. Carrer. I have a great respect for the American Medical
Association, of which T am a member, and also of the Pharmaceutical
Association, but T greatly fear that 50 aspirin is too much. I am sure
in my own mind that that contains more than a lethal dose for a
2-year-old child.
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I think that we will have to certainly cut that, the number of
aspirin.

Mr. Soruson. Well, as we have stated, sir, we are not here to-

Mr. CarTER. Yes, sir.

Mr. SormsoN. We are only here to try and give the facts that we
have, and from the medical testimony that will follow, we would hope
that if in the judgment of this committee, less than 50 tablets would
be proper, you would establish a number of tablets.

Mr. Carter. Certainly, that would be hard on the industry, but
at the same time, we have got to be factual, I should think, and for
anyone who has studied medicine and has seen children who have
ingested too many aspirin, you know that 50 is absolutely beyond the
range of the dose which a child should ingest safely.

I think it will have to be cut more than half, I am afraid, to be
entirely safe.

That is all, Mr. Chairman.

Mr. Jarman., Mr. Gilligan?

Mr. Ginuigan. Thank you, Mr. Chairman, no questions.

Mr. Jarman. Thank you, Mr. Sclmson.

Thank you very much, Mr. Solmson.

Mr. Sormson. I appreciate the time, sir.

Mr. Jarmax. I appreciate your contribution to this hearing.

Mr. SoLuson. Thank you.

Mr. JarmaN. Our next witness is Mrs. Fritz R. Kahn, temporary
chairman, Legislative Committee, National Congress of Parents and
Teachers.

STATEMENT OF MRS. FRITZ R. KAHN, TEMPORARY CHAIRMAN,
LEGISLATIVE ACTION COMMITTEE, NATIONAL CONGRESS OF
PARENTS & TEACHERS, ON BEHALF OF MRS. EDWARD RYAN,
CHAIRMAN

Mr. Jarman. Mrs. Kahn, we are very glad to have you.

Mrs. Kann. Thank you.

Mr. Chairman and members of the committee, we appreciate very
much this opportunity to express the concern of the National PTA
for the safety of small children, and our support of this Child Safety
Act of 1966,

This statement is on behalf of Mrs. Edward Ryan, of Manchester,
Mass., who is the chairman for legislation of the National Congress of
Parents & Teachers. She, unfortunately, has been ecalled out of the
country, and I am presenting this statement on her behalf.

I am Mus. Fritz Kahn, of Fairfax, Va.

Long before the National PTA reached its present membership of
more than 11 million, its thousands of PTA’s around the country
were guiding parents to the importance of making homes safe for
young children, and of teaching children habits of safety.

Nevertheless, accidents remain the first cause of death among
children. Substances that may be harmful or even fatal to children
have proliferated in household articles that are in everyday use and
easily available in millions of homes.

The common use of medicines has greatly increased the number of
children who find them unguarded. Every year more than half a
million children are reported to have swallowed poisons accidentally.
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In another area addressed by this bill, it is hard for parents and
relatives to know that even some attractive toys are dangerous gifts
because of hidden poisons or harmful chemicals.

We, therefore, welcome and are glad to support the provisions of the
Child Safety Act of 1966. We believe that packaging of children’s
aspirin in limited quantities, safety closures on drug containers, more
careful labeling, and the ban on articles imminently hazardous to
health, will be a great assistance to parents in rearing children safely
despite the multitude of pressures and distractions of present-day
living. It will undoubtedly mean life itself to many children.

We do ask for your favorable consideration of this bill and thank
yvou for this privilege.

Mr. JarmaN. Thank you very much, Mrs. Kahn.

Mr. Rogers?

Mr. RoGers of Florida. Thank you, Mr. Chairman.

Mrs. Kahn, we appreciate your statement. Thank you for being
here.

Thank you.

Mr. JarmaN. Mr. Nelsen?

Mr. NeLseN. Thank you, Mr. Chairman.

[ noted in your statement that you support the provisions of the
Child Safety Act of 1966, and I think that we might say that all of
us support the objectives of any legislation that would contribute to
greater child safety.

However, I would assume from the language you use that you do
not necessarily take the position that every detail of the bill and the
administration of it and the factfinding of it is necessarily correct in
every detail. However, it is the objectives that you speak to.

Mrs. Kann. That is true, Mr. N(‘IJHL‘.N. and in listening to the hear-
ings, we certainly feel that many of the people who have presented
testimony have presented ideas which will be incorporated into the
final bill, and we would have no objection to these changes.

Mr. NeLsex. I am sure you would not disagree with the observa-
tion that some of us have made that proper procedures should be
followed so that in every case, all the details are brought to public
attention, and nothing 1s overlooked by some arbitrary rulemaking
that could possibly develop. I might, however, say that it is our
experience that Food and Drug Administration has been doing a very
fine job and have performed very well. At the same time, we could
assumne that at some time in the distant future, you might have some-
one who might be inclined to be arbitrary. We feel that we should
cuard against this eventuality. It is the objectives, as you point out,
that we seek to find. I thank the lady for her very fine statement.

Mrs. Kann. No, we certainly would have no objection to any of
the procedural safeguards that have been suggested.

Mr. NeLsen. Thank you.

Mr. JarmaN. Mr. Satterfield?

Mr. SatreErFIELD. No questions, Mr. Chairman.

Mr. Jarman. Dr. Carter?

Mr. Carter. I just want to thank the lady for her statement, and
say that we are glad to see the interest of the parent-teachers’ associa-
tions in areas of this kind. Not only does ingestion of drugs cause
trouble for children, in our section of Kentucky, but ingestion of
kerosene, and things of that nature, often take place.
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It seems that an educational program by the PTA would be ex-
tremely helpful to educate the parents as well as the children, if that
is possible. It would be extremely helpful.

5 congratulate you on your appearance.

Mrs. Kany. Well, this is something that we give constant attention
to, and we certainly agree that the parents have a great job in this,
too, and a great stake.

Dr. Carter. Thank you.

Mr. Jarman. Mr. Mackay?

Mr. Mackay. Mr. Chairman, I have just becomo an ex-PTA
member, but I would nevertheless like to associate myself with the
viewpoint of the association.

Thank you. No questions.

Mr. Jarman. Mr. Gilligan?

Mr. GiLuican. No questions. Thank you, Mrs. Kahn.

Mr. Jarman. Mrs. Kahn, thank you very much.

Our next witness this morning is Mr, James H. Merritt, executive
vice president of the National Association of Chain Drug Stores, Inc.

STATEMENT OF JAMES H. MERRITT, EXECUTIVE VICE PRESIDENT,
NATIONAL ASSOCIATION OF CHAIN DRUG STORES, INC.

Mr. Mgerrrrr. Mr. Chairman, members of the committee, my
name is James H. Merritt. I am executive vice president of the
National Association of Chain Drug Stores, Ine.

[ appear today only with respect to title I of H.R. 13886 as it per-
tains to drugs. Since there is no reason to repeat arguments made
by others this morning I supplement very briefly the statement pro-
vided the committee at the time of your last hearing 2 weeks ago
today.

Many of our members operate retail pharmacies in more than
one State and therefore must comply with State as well as Federal
laws.

Uniformity of State statutes with the Federal requirements is most
important to the owners and operators of chain drugstores just as it
is to manufacturers selling in interstate commerce.

In 1967, 47 State legislatures convene in regular session to consider
proposals on all subjects. Experience shows that many bills intro-
duced at the State level are patterned after Federal proposals.

There is a strong argument for uniformity when Congress has acted
in a particular area of interest. When Clongress has not acted, public-
spirited State legislators introduce their own versions of legislation
considered at the Federal level, usually with provisions differing from
those introduced in Congress. We hope uniformity can be achieved.

(The full statement referred to follows:)

STATEMENT OF THE NATIONAL AssociatioN oF CHAIN DRUG SToRES, PRESENTED
BY James H. MErRITT, EXECUTIVE VICE PRESIDENT

The National Association of Chain Drug Stores, Ine. is an association of 134
drug chains which operate more than 4,000 drug stores in most of the states in
the U.S. The Association was organized in 1933 and is headquartered at 1625
Eye Street, N.W. Washington, D.C., 200086,

This statement is intended to fulfill 3 dual purpose by (1) supporting the prin-
ciple of safety closures on containers of some products intended primarily for
ingestion by children and (2) raising some questions concerning the intent and
possible results of HR 13886.




CHILD SAFETY ACT AND PERSONNEL TRAINING 153

First, the National Association of Chain Drug Stores’ members throughout
the United States support, generally, the principle that products intended pri-
marily for ingestion by children be packaged in a container with a closure of
such a nature that it will deter accidental (which might be intentional in the
case of a child) ingestion of a product which by its nature and active ingredients
eould eause health problems for the child.

After that general statement of support and to keep your record short and
expedite your hearings, we will avoid several specific questions which might be
raised concerning the effect of HR 13886 and mention only a few points.

We support the recommendation that in See, 2, line 11 after the word “intended”
insert “primarily” and delete the word “use” and substitute in lieu thereof the
word “ingestion” so that the text would read “* * * preparation in a dosage
form intended primarily for ingestion by children * * * ;

The pharmaceutical industry has made marvelous strides in the past few years
in both produet and packaging. At the present time there are, for example, on
the market pediatric suppositories which contain acetylsalieylic acid (some are
packaged in foil packs) which do not lend themselves to the safety closure
requirement.

In this same Section the National Association of Chain Drug Stores supports
a specific aggregate quantity limitation in the statute to cut confusion as to what
“the most recent regulation says.”

See. 3 raises two questions for our members,

The language “or (6) if it is a drug packaged in a retail container (including a
container in which such drug is dispensecd on preseription) and the seeretary has,
in the interest of protecting the health and safety of children, by regulation appli-
eable to such drug (whether or not such drug is intended for children) * * %7
indicates to us the granting of broad authority to the secretary to require safety
closures for any or all pharmaceutical products; particularly, those which are
limited to dispensing on preseription. There are prescription products, too,
which because of their nature and long-term, continuous administration have
compelled manufacturers to design special dispensing packages. Contraceptive
tablets is an example—and the need to use a container with a safety closure would
be an unneeessary expense to the publie.

Sec. 3 requires also that the “retail container * * be secured by a safety closure.”
Our question relates to the standards for a “safety closure.” Queries to sup-
pliers get response indicating that while the question of safety closures has been
the subjeet of much research for many years the solution is not so simple. There
are many ideas, some patents, but no standards.

The authority granted by HR 13886 is extremely broad and should be amended
to require that any determinations to earry ouf the intent of this legislation be
made only after due notice and hearing in accordance with Sec. 701 (E) of the
Federal Food Drug and Cosmetic Act.

It is the goal of the members of the National Association of Chain Drug Stores
to get needed medication into the hands of the patient as professionallv, ethically,
quickly and economically as possible. We would hope, therefore, the burden of
complying with the proposed statutory authority would be economical insofar as
pharmacist labor and cost of container closure are concerned and uniform to make
compliance easy saving the pharmacist’s time, partieularly in view of the in-
creased demands on professional service arising as a result of the passage of the
Social Security Act amendments of 1965.

Mr. Megrrrer. Thank you very much.

Mr. Jarman, Thank you very much.

Are there any questions?

Mr. Rocers of Florida. No questions, Mr. Chairman.

Mr. Neusen. No questions.

Mr. SarteErFIELD. No questions.

Mr. Mackay. No questions.

Mr. Jarman, Thank you very much for your contribution. We
are nearing 12 o’clock, and the convening of the House. It is possible
to go on for a few more minutes, perhaps, until a quorum call, but
time is now becoming a factor in our hearing this morning.

The next two witnesses are Mr. Melvin Block and Dr. Maurice L.
Tainter.
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I mention the time element before welcoming you here this morning,
and if either of you is in a position to make a short presentation to
the committee, summarizing your position on the bills, it might be
preferable to call on you, rather than have one of you start on longer
testimony with no possibility, perhaps, of completing.

STATEMENT OF MELVIN BLOCK, ATTORNEY, BROOKLYN, N.Y.

Mr. Brock. Mr, Chairman, T am Melvin Block. I will make a
short statement. A more detailed documented statement with
statistics, reports, and documents is also being given to the reporter
for the record.

(The additional material submitted will be found in the committee’s
files.)

Mr. Jarmax. We are not trying to shut off any testimony before
the committee. There will be another session of the committee on
these bills, but we will be very glad to hear from you, Mr. Block.

Mr. Brock. With your permission, Mr. Chairman, my name is
Melvin Block. I am appearing as an interested private citizen not
associated with any organization or any group. I am a private
attorney, engaged in a private practice of law and formerly a police
judge and prosecuting attorney in the village of Massapequa Park
i New York.

Now I am here due to a moral urgency and conscience, so to speak.
Those of you who are attorneys know that after a certain case,
sometimes there remains the need to do something about material
discovered in the processing of the case and which gaverise to the case,
and the end of the case is not really the true end, especially where a
request is made that the record be impounded.

I am here to support the bill in general, but ask this committee
in their deliberations and in their ultimate decision, to include ade-
quate labeling and design of dynamite blasting caps by the individual
manufacturers of dynamite blasting caps, under the provisions of
the Child Safety Act.

I am happy to say that since contacting this committee, and since
the preparation of my statement, I am informed that Commissioner
Goddard is now of the opinion that a dynamite blasting cap is a
hazardous substance. Hence, I will address myself to the aspect
of the act which deals with the banning of hazardous substances,
where adequate labeling in and of itself is insufficient to protect the
publie.

We have been talking about drugs and pharmaceuticals this morn-
ing; however, a blasting cap is different from these items: a blasting
cap nearly always results in blinding, maiming, or killing of the inno-
cent victim, who finds a shiny object, and does not know what it is,
and as a result thereof, tampers with it, experiments with it, and
plays with it, and ultimately, is rendered without hands to play with
anything else.

I am happy to say that the National Society for the Prevention of
Blindness, pursuant to a suggestion I made, contacted Senator Mag-
nuson, when they had hearings this past Friday on this bill, and they
are in favor of legislation covering the dynamite blasting cap situa-
tion, and a copy of that letter is included in my statement submitted
herewith.
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(The letter referred to follows:)

NATIONAL SOCIETY FOR THE
PrevENTION OF BLINDNESS, INC.,
New York, N.Y., August 28, 1968,
Hon. Warresy G. MAGNUSON,
Chairman, Senate Commerce Commillee,
Washington, D.C.

DeAr SExaTor MasNuson: The National Society for the Prevention of Blind-
ness is deeply concerned about eye injuries caused by dynamite blasting caps.
These tragic accidents are prevenlable causes of blindness.

Proper labeling of dynamite caps emphasizing the dangers involved would offer
some protection.

I respectfully urge that your committee consider an amendment to the present
Federal Hazardous Substances Labeling Act, P.L. 86-613, Sec. 17 to ecover proper
labelling of blasting caps.

Cordially yours,
Joux W, Ferreg, M.D.,
Ezecutive Director.

Mr. Brock. I only have to present a few tragic situations, Con-
gressman Jarman, to illustrate the point and the danger involved.
In an Jowa classroom, an Il~\'eﬂ.1--nl'd boy traded a notebook for a
small object one of his friends had found in a neighboring field.

The object was a shiny metal eylinder, and the boy was anxious to
find out what it contained. About the time school was to be dis-
missed, he took out his pocket knife, and began to investigate.

Suddenly, there was an explosion that rocked the classroom. The
boy was killed. He had traded his notebook and his life for a
dynamite cap.

In Oklahoma, Congressman Jarman, three cousins were blinded in
both eyes—six eyes—with a total loss of vision—after the explosion
of a dynamite blasting cap.

In one of our Southern States, a boy found a blasting cap, bit into
it, and was killed.

In Coram, Long Island, three farm boys found blasting caps which
had been stored on a farm for many years. One of the boys hit one
with a hammer. The 10-year-old boy was killed, the 8-year-old boy
was blinded in both eyes, and the 3-year-old boy was rendered blind
in one eye.

After contacting your committee, I read an AP dispatch in the
New York Times of August 1 of this year which states:

Two boys were killed and three injured yesterday when a box of detonator caps
exploded in a group of boys playing near a refuse dump.

We all know that recently a radium capsule was lost, and there is a
nationwide search on for it. That is only one capsule. I venture to
say that there are hundreds of caps strewn around the country, a
virtual minefield.

I notice that you gentlemen are perusing a placard sent in by the
trade organization nf the manufacturers, the Institute of Makers of
Explosives. The unfortunate part is, kids don’t find the placards.
They find the caps, and the individual manufacturers should have the
responsibility to design and label and distribute their caps safely.
What it stated as lezend on the placard should be legend on the caps,
and the caps should be designed to that it contains an adequate warn-
ing that “this can kill”; “this can blind”; “this can maim”; “c
police”; “do not touch.”

65-985—66——11
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Furthermore the cap should be designed that only an expert can
detonate it, one with a certain expertise in the field, and not a child
who can heat it, scratch it with a nail, drop it.

There are even reported cases of workmen who negligently put it
in the pockets of their shirts, and the body heat sets it off and they are
killed.

I have in my submitted prepared statement statistics running from
1947 to the present time, and here are some of the explosives industries
own reported figures they run from figures of 99 up to 139, 128, and
these are not ingestions of pharmaceuticals that are subsequently
pumped out. How many unreported tragedies are there? How
many near misses? How many over 17 years of age? These sta-
tistics only go to 17.

They are permanent eyes that are lost, they are hands that are
blown off, and they are children who are killed. It is a fait accompli.

The lost, the blown off hands, and the dead child, is final and
irreversible. Now I have in my hand newspaper statistics, and
clippings of individual children killed, blinded, and maimed, and it only
covers a 3-year period, and they were obtained through discovery

roceedings in Federal court, and it is a harrowing story. They are
eing presented for the record.

This item which is inherently dangerous, had no warning whatso-
ever up until 1955. The reason that a warning which says, “danger-
ous, explosive,” was required to be put on in 1955, and I submit that
that warning is still insufficient, because the words “dangerous
explosive” may mean nothing more to a child than a type of explosive
he uses in a cap pistol, or a firecracker, but the reason that came about
in 1955 is that in 1953, in the State of Ohio, a child found a little
shiny object.

He took it home. He showed it to his father. His father did not
know what it was. He showed it to his uncle. His uncle did not
know what it was. He dropped it. Boom, two eyes gone.

The Lions International, which is interested in sight conservation,
obtained for this boy a braille typewriter, and became interested in
this case. They went to the Ohio Legislature and spoke to a very
fine, dedicated, conscientious lawmaker, who had previously been
instrumental in passing antifireworks legislation. Then Ohio passed a
law making it mandatory that every cap sold in that State have the
words “dangerous, explosive’” and prescribed a penalty for failure
to do so.

As to time delay in effective dates of legislation, which certain
industry groups have requested today, this may be of interest to you

entlemen: That though this accident happened in 1953 in Ohio, in
March of 1953, the manufacturers asked the Ohio Legislature to make
it effective January of 1955, in order to exhaust inventory. In the
in_teljm, approximately a hundred kids were maimed, blinded, or
ed.

The individual manufacturers know, from their own placards, from
their own literature, which they send out sporadically, that this is a
dangerous situation, and these placards state:

Don’t touch, these are blasting caps, high explosives. They are not playthings.
Leave alone. It may be the last thing you touch. You may have nothing to
touch with, after this.
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Well, kids don’t find placards, they find blasting caps, which are high
explosives. '

My children have never seen this. I venture to say that many
of you gentlemen may not have known, prior to looking at this placard,
what a blasting cap was.

I venture to say many of your children and grandchildren do not
know what it is, and yet it is a lethal weapon.

The trade association even has a spot filmed by Mickey Mantle or
Willie Mays which is on television once in awhile, which says that a
blasting cap exploded at home plate will have enough power ‘to propel
fragments into center field. But what have the individual man-
ufacturers done? Where is the competition for safety between them?

As to another aspect of the design of this item: One of the children
whom I represented still has metal fragments in his eye, which eannot
be removed because they are not magnetic. There is no reason for
this. Why, knowing that children will find it, foreseeing that blasters
will lose them, foreseeing that they will cache them away instead
of putting them in a magazine, knowing that these are practically
talismanic that kids will ultimately come up with them, why don’t
they design it so that when a child does get injured, he will be able
to have proper medical care, and give the doctors an even chance to
render his full services to the child?

The trade association also puts out a film which has this as its
brief story. A boy, Chuck, 12, and his pal, Tag, 11, find a blasting
cap, while playing in a field. ; i

They plan to toss it into an outdoor grill durine a birthday cele-
bration, and scare Katy, 8, a neighbor’s child. The boys know the
cap will make “a big noise,” but not that it could cause serious
injury to all of them.

The story has a considerable drama and suspense, but the ending
is happy and positive.

Unfortunately, there are many parents and children today who
not in filmdom but in actuality are living the more unhappy ending,
with sightless eyes, missing hands, and a memory of a child at a
certain age.

This has come about, and here, I think, is the essential vice in the
situation, because, by agreement, the safety of this item is left to the
manufacturer’s Institute of Makers of Exp]t.asiv@.-:. their trade associa-
tion, which basically is their legislative and public relations arm and
which shares an office with the Sporting Arms Manufacturers Asso-
ciation in New York, as witness this statement by an institute and
company high official— :

Well, we find it impractical to imprint on the cap itself anything that would
stay and we have never found a s_nitah]l'.'. way to _du it, so we have felt we are doing
a better job in this area by putting our money into advising people that children
and others in the field of the proper use of these instruments, than trying to mark
something that might not stay on the cap.

The public suffers because safety design by the manufacturers is
abdicated to the trade association and there is no competition in
safety for the public’s benefit.

The same source stated that in 1959, approximately $40,000 was
spent by the Institute of Makers of Explosives for its blasting cap
safety campaign. The individual companies should have redesigned

and retooled instead.
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Now, this sum is spent by an industry consisting of some of the
largest chemical and explosive companies in the world, and they con-
tinued to manufacture and design their caps without any warning
and allocating a portion of its trade association budget for safety,
until the tragedy in Ohio in 1963, about which I spoke a bit earlier,
forced legislation.

The Ohio law says now—

No person shall normally sell or distribute any blasting cap or electric blasting
cap after January 1, 1965, unless the words dangerous explosive are legibly
printed thereon.

Though the effective date of this legislation was October 10, 1963,
in March of 1963 the industry requested that the cutoff date be
January 1, 1965, in order to exhaust their inventory. No problem in
retooling, marking, or redesigning was mentioned as previously stated
so I say here that I don’t think there would be any problem in re-
designing if this bill is passed.

’I‘tough the State of Ohio has taken the first step, the wording it
requires is inadequate to describe the true dangerous nature of the
product, or the product itself, labeling of both the cap and the tag with
wording, “This will kill”’; “This will blind, this will maim, do not
touch, call police, dynamite.” There should be a graphic illustration
of a child being injured as appears on one of the placards by the
trade association.

There is a tag on many of these caps, and it is used as a mode of
communications by the manufacturers themselves, because the tag
has on it a numeral which denotes to the blaster the amount of
milliseconds in which the cap will detonate, after the catalyst, after
the electricity is applied, so the manufacturers themselves are using a
tag, as a means of conveying information, and hence, in their own
minds, feel that it will ultimately reach an ultimate person, who must
rely on that information.

As I said

Mr. Nensen. Mr. Chairman, at this point, you say, a tag. Is
this a piece of paper that is used?

Mr. Brock. Well, different manufacturers have different tags,
and they are generally on the electric blasting cap, Congressman.
Some are metallic, almost tinlike tags. Others have—are sort of
laminated cardboard, but I say that is insufficient, too, and only
supplementary.

Y say that something should be embossed, engraved on the cap
itself; and in this concept of embossing, I hope to have the opinion of
the former supervisory blasting inspector of the city of New York,
who says that that can be done, and that should be done to prevent
these horrible tragedies.

The caps should be made longer—you have the placards there—
so that sufficient information should be contained on it. No reason
why the cap can’t be redesigned.

Iyam holding the trade association’s most recent placard, after the

Ohio law. Prior to the Ohio law, you have no legend, “Dangerous
explosive,” on it at all. The electric caps, naturally, are the ones with
the wire, the two top ones. The bottom caps are what are called fuse
caps. A child finding that bottom one, I venture to say, thinks he is
finding a firecracker.

Mr. Nersen. Will this print withstand weathering?
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Mr. Brock. Well, that, I frankly do not know but I venture to say
that the manufacturers in this field, with slogans such as “better
things for better living through chemistry,” certainly can find ade-
quate chemical processes to have adequate design and adequate
labeling for that.

Mr. NeLsen. Don’t most of the accidents involve old caps that
have been carelessly left somewhere, and picked up.

I am wondering about deterioration of any mar{:ing on a cap that
might have been lying around. I can remember that when I was a
little youngster, I found a dynamite cap on the shelf in the granary of
of our farm. It had been there a long time.

Mr. Brocok. Yes, sir.

Mr. Nersex. Fortunately, nothing happened, but it could have
imqpened.

Mr. Brock. Yes, sir.

Mr. NeLsex. I presume there are others like it. I wonder about
the mark on such a cap. Would it endure, lying there for so long?
How could we be sure of it? That is the thing.

Mr. Brock. I personally do not possess the scientific knowledge,
but I have spoken to others who have, and they say it can be done,
both by embossing, tags, and redesign. All I can say is that these
manufacturers certainly have the scientific experts, if anyone. They
advertise permanent paints, they come up with new products by the
score. The institute lists among its members Du Pont, Hercules,
American Cyanamid, Commercial Solvents, Atlas, and others. Also,
the cap should be designed and encased so that only an expert can
use it.

Mr. Carrer. Would you yield?

Mr. NeLsEN. Yes.

Mr. Carter. I have seen quite a few of these accidents, and I
know it is quite a problem.

I have seen children maimed and their eyes blown out. However,
I doubt if labeling the cap is going to do much good. I feel perhaps
that a stricter accounting by the companies which sell them, and to
the people who use them, would probably be more effective. If you
see a little cap there, such as this, it is hard for a child to read on them
anything.

The chances are they won’t read these things. Like the gentleman
from Minnesota, what is labeled on there might wear off. And
children might get hold of them who can’t read or write.

In fact, many of them do. You see 3- and 4-year-old children get
hold of these things. 1 feel that even perhaps that we might be
working at the wrong end and perhaps a stricter accounting of
the caps, stricter control of them, might be more effective.

Thank you, Mr. Chairman.

Mr. Brock. In response to that, if I may, Mr. Chairman, I have
statistics here also obtained from the manufacturer in my case,
broken down into age group, into sex for every year, running from 1957
to the present, and these charts, these statistics show that the majority
of the childrer who are injured are in the age group from 9 to 16, and
hence they can read the elementary words which are what I gave in
my presentation.

Of course, better licensing control of blasters which would have a
better control of the distribution of explosives, and better magazine
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laws and control is helpful, and needed. I mean it transcends this
immediate problem, also. It goes into the other problems, such as
various groups obtaining explosives and using them to dynamite for
their own purposes. But the trade association states in its own
literature that despite the best of care, caps are lost and misplaced.

I am saying at this point that the manufacturers have it within
their control to adequately label and design these items. I don’t
gainsay the idea of having better controls over blasting and better
blasters contributions, and magazine control. They are not mutually
exclusive. Everything helps.

Mr. NEvLsen. Mr. Chairman, I might point out that a number of
years ago, 1 blasted a rock on the farm, and the hardware merchant
asked me how long a fuse 1 wanted.

I told him I wanted one long enough so I could run at least a half
mile. The explosion was very successful, however.

Mr. Brock. You see, Congressman, at least you knew what you
were handling. The child does not. He is literally playing with
d ynamite.

Mr. NeLsen. Very true. Very dangerous.

Mr. Brock. And that, I am saying, may be the rationale for Com-
missioner Goddard’s statement that it 1s a hazardous substance,
because it is used on farms for stump blasting, rock blasting, posting,
and drainage, and all of the other myriad needs.

Mr. Jarman. Mr. Block, the House is now in session, and we are
going to have to terminate shortly.

Mr. Brock. All right, I appreciate the time, Congressman Jarman,
and all I say is at this point, to quote the great Irish playwright,

Sean O’Casey, if you consider as he does that it is against the law of
nature for parents to bury their children, but rather children
should bury their parents, I beseech you to pay heed to my recom-
mendations.

(Mr. Block’s full statement follows:)

SraTEMENT oF MzLvin Brock, Arrorsey, BrooxLyn, N.Y.

Re Adequate labeling and design of dynamite blasting caps under the child
safety bill.

Mr. Chairman, Members of the Committee:

My name is Melvin Block. I am an attorney engaged in the private practice
of latw and formerly was acting Police Judge and Prosecuting Attorney of Massa=
pequa Park, New York.

1 here represent no one but a love of children, a duty to my profession and my
own conscience.

Onece in a while in the hurly-burly of an active practice, after a case is com-
pleted, there still remains a moral urgency so compelling to do something to remedy
a wrong which gave rise to the case, that something should be done and in response
to that moral directive I am here.

I ask that your Committee amend the present Federal Hazardous Substances
Labelling Act, P.L. 86-613, so that dynamite blasting caps are included.

During the course of representing two children against one of the major manu-
facturers in a ease that has been concluded and in the course of processing another
matter against another manufacturer now pending, material and statistics ob-
tained disclose that over the years children are rendered blind, maimed, deaf,
killed and otherwise injured because of lack of proper labelling and warning on
dynamite blasting caps.
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Some examples are as follows:

In an lowa classroom, an eleven year old boy traded a notebook for a
small object one of his friends had found in a neighboring field. The object
was a shiny metal cylinder and the boy was anxious to find out what it
contained, About the time school was to be dismissed, he took out his
pocket knife and began to investigate. Suddenly there was an explosion
that rocked the classroom. The boy was killed. He had traded his note-
book—and his life—for a dynamite eap.

In Oklahoma, three cousins were blinded in both eyes after exploding a
dynamite blasting cap.

ﬁn one of our Southern states a boy found a blasting cap, bit into it and was
killed.

In Coram, Long Island, N.Y., three farm boys found blasting caps which
had been stored on the farm for many years. One of the boys hit one with
a hammer. The 10-year old boy was killed, the 8-year old boy was blinded
in both eyes, and a 3-year old boy was rendered blind in one eye.

After contacting your Committee I read an A.P. dispatch in the New
York Times of August 1, 1966 which states: “Two boys were killed and three
injured yesterday when a box of detonator caps exploded in a group of boys
playing near a refuse dump.”

There is no need to go on with the chronieling of this toll of tragedy. The
statistics and newspaper clippings which I offer as a part of the record are elo-
quent testimony of the havoe worked upon the young and their families.

A prior study of the statisties of the National Association for the Prevention
of Blindness reveals that 11% of traumatic blindness suffered by schoolchildren
is caused by dynamite blasting caps and dynamite.

Your Honorable Committee is here today discussing, among other things, the
regulation of aspirin and other items. 1 respectfully submit to you that there is
no more dangerous product in a child’s hands than when a child is literally—and
we don't need quotes for this—playing with dynamite. The lost eye, the blown-
off hand and the dead child is a fait accompli, final, irreversible.

The annexed statisties and clippings reveal that no section and no child is
jmmune from this hazard. They occur in urban, suburban and rural areas.

All these accidents have a tragic common denominator: The children do not
know what these shiny, innocent looking objects really are and their lethal con-
sequences. 1 venture to say that many members of this Committee, and perhaps
the majority, cannot identify a dynamite blasting cap. Ask vour children and
your grandchildren and see what response you obtain. I venture to say that they
do not know what it looks like.

The amount of mayhem is set forth in the following accident statistics (exhibits
A-C) tabulated by the Institute of Makers of Explosives who obtain their sta-
tistics from a press clipping service and its member companies:
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Thus, within reasonable limits of time, expense, and practicable survey methods,
this statement is presented as the most complete report that can be rendered on
numbers of aceidents involving youth under age 17 suffering injury from a blasting
cap explosion.

Exuaisir B
Blasting cap accidents, 1958-62—Children injured—By Stales in order of frequency
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Exaisir C

Blasting eap accidents, 1963-65— Children injured—By Slaies, in order of frequency
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You will note that the statistics pertain to children up to the age of seventeen.
We do not know how many more involve children over the age of 17 and adults.
It is fair to assume that every accident does not make the newspapers. What
about the many near misses where devastation has been averted in the nick of
time? The majority of reported cases involve children who are able to read.
The average age is 11.

The manufacturers have been dereliet and to blame because since the inception
of the industry they know that blasters would lose, displace, cache away blasting
caps and children would find them with the inevitable end result. They also
know that sometimes children would pilfer these items with the same woeful
ending. Foreseeing all this, they did pothing to label their caps and their tags
with an adequate warning identifying it and stating the harm and injury it
could eause. Adequte and all-encompassing warnings should be on the caps,
but instead it is on placards—children find eaps, not placards.

Here are industry’'s own words on its literature: “Dont touch. These are
blasting caps. They are dangerous. High explosives. They can hurt—blind—
even kill. Blasting caps are used to explode dynamite. They're not playthings.
If you find one, tell a policeman, fireman, sheriff, military unit. Remember—
leave blasting caps alone—don't touch.”

“Hi, kids. This is Mickey Mantle. Here you see me hitting out a few in
batting practice.”” Some sports writers refer to this as blasting.

There's another kind of blasting that’s necessary for America’s progress. It's
the kind you see here.

Dynamite for that big explosion was sef off by little blasting eaps like these.

Sometimes caps are lost around construction jobs, around mines, on farms . . .
other places,

If you see one, don’t touch it. Call a sheriff or a policeman or a fireman and
tell him where it is. Again, don’t touch it—it’s dangerous.

It's so powerful that if one were exploded at home base, it eould hurt someone
standing as far away as center field.

Don’t ever play with a blasting cap. Save your hands and eyes—you need
them.

“More than 100 million blasting caps are used every year in the United States
for construetion and building, for mining and quarrying. Without them, heavy
industry would be impossible, In indusiry, blasting eaps are used only by explo-
give experts—men highly trained to handle these sensitive explosives safely.
Men who see to it that they're stored, handled and transported with the greatest
security and safety possible. But despite their efforts, a few of the 100 million
blasting caps do manage to become lost, strayed or stolen. And when they get
into the wrong hands, the results can be tragic.

When handled improperly, blasting caps can cause serious injury, or even
death. The one and only way for you to avoid this danger is not to handle them.
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This poster shows what blasting caps look like, full-gize. If you see one, don’t
touch it. Call a policeman, fireman or sheriff. He'll contact someone who can
safely and properly dispose of it.

Remember, in untrained hands, blasting eaps can be very dangerous. So if
you find one, don’t touch. You may end up with nothing to touch with.”

“All blasting eaps are dangerous when held by uninformed, untrained, or
careless hands.

Each blasting cap contains a highly sensitive and powerful explosive. This is
required since these little eaps must pack a big enough wallop to set off dynamite
and blasting agents which are necessary in various types of mining and con-
struetion work.

Heat from friction (rubbing), a flame (matehes, eandles, or stove) ean cause a
blasting cap to explode.

A jolt (from dropping on a hard surface) or a blow (from a hammer or shoe
heel), even a light rap, can eause a cap to blow up.

Picking at the cap’s contents (with an ice pick or serew driver or a stick) will
eause it to defonate.

Electrie eurrent from a flashlight battery or household lighting system or any
source will make a cap explode.

These are the most common things children do to make blasting caps “go off”’,
intentionally or accidentally, almost always with tragie results. Boys and girls
must be taught that blasting eaps are not playthings, no matter how shiny and
attractive they may appear to a child’s searching eyes and inquisitive fingers.

What to do when you spot a blasing cap:

Note carefully where it lies—Don’t Touch It! If accompanied by a friend,
send him to report “the find” to a policeman, fireman, sheriff, or other adult.
You stand guard to prevent anyone from disturbing the blasting eap.

If alone when you find a blasting cap, don’t touch it! Mark the spot by drop-
ping your handkerchief, and carefully note features of the nearby area such as
trees, paths, rocks, or bushes that will guide you back to where the cap lies,
Then immediately report it to a law enforcement officer or an adult,

Blasting eaps should only be removed by a competent, informed adult, Don’t
try to move or pick up the cap yourself. Leave it to an expert.

Why “Don't touch it!"?

An ‘exploding blasting cap ecan maim—blind—deafen—even kill. Yes, the
shattering explosion of this little metal tube, a blasting cap, ean do all these
things. When it detonates, a blasting eap may throw hundreds of small frag-
ments in all directions for a distance of several hundred feet with sufficient
foree to cause painful puncture wounds. Held in the hand, an exploding blasting
cap can tear off fingers. Injuries caused by a blasting eap can be tragic beyond
one's imagination. And all such accidents are needless and preventable.

Be smart! Be safe! Don’t touch blasting caps!

“But even the best safety practices eannot eliminate all accident hazards.
That’s because of the ‘human factor.” A thoughtless workman may leave a cap
unaccounted for. Mischievous boys may break into storage magazines and steal
them. More often caps are lost, misplaced, or hidden away presumably out-of-
reach.

“Yot children do find these caps and play with them. The result can be serious
injuries. Some children lose fingers, hands, or toes. Others are blinded. Some
have been killed."

The Institute of Makers of Explosives have a film entitled, *“Blasting Cap—
Danger!”. The following is its description of the safety message mentioned in the
film:

“The safety information is consiructively presented in this episode: Chuck, 12,
and his pal, Tag, 11, find a blasting cap while playing in a field. They plan to
toss it into an outdoor grill during a birthday celebration and scare Kathy, 8, a
neighbor’s child. The boys know the cap will make a ‘big noise’, but not that it
could serionsly injure all ‘of them. The story has considerable drama and sus-
pense, but the ending is happy and positive.”

Unfortunately, there are many parents and children today who, not in filmdom
but in actuality, are living a more unhappy ending, one with sightless eyes, missing
hands, and a memory of a child at a certain age.

This has come about because the individual companies, by agreement, have
abdicated their safety responsibility in the design and labelling of their own indi-
vidual products and shifted the manufacturer's safety responsibility to the Insti-
tute of Makers of Explosives, its legislative and public relations arm, as witness
this statement by an Institute and company official:
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“Well, we find it impraectical to imprint on the cap itself anything that would
stay and we have never found a suitable way to do it, so we have felt we're doing a
better job in this area by putting our money into advising people, the children and
others in the field, of the proper use of these instruments, than trying to mark
something that might not stay on the cap.”

The same source stated that in 1959 approximately $40,000, was spent by the
Institute of Makers of Explosives for its blasting cap safety campaign.

The industry consisting of the largest chemical and explosives companies in the
world, continued to manufacture and design their caps without any warning and
a]lgcating a portion of its trade association budget for safety until some time in
1964.

A tragedy oceurred in the State of Ohio in 1963, when a boy found a shiny object
and asked his father what it was and his father did not know. "~ It was subsequently
set off by some means by the boy resulting in almost total loss of vision of both eyes.
The Lions Clubs of Ohio, an organization interested in sight conservation vigor-
ously pursued the enactment of a dynamite blasting cap labelling law which reads as
follows: Ohio Code Supp. Section 3442.091. ‘“No person shall normally sell or
distribute any blasting cap or electric blasting cap after January 1, 1965 unless
the words ‘Dangerous Explosive’ are legibly printed thereon.”

Though the effective date of this legislation was October 10, 1963, in March of
1963 the industry requested that the cut-off date be Jan. 1, 1965 in order to ex-
haust their inventory. No problem in design or retooling was mentioned.

Though the State of Ohio has taken a first step, the wording it requires is
inadequate to describe the true dangerous nature of the product or the product
itself. Labelling of both the ecap and a tag with wording which states: “This
will kill”—*“This will blind”"—“This will maim”—“Do not touch”—"Call po-
lice”—"Dynamite’ and a graphic display of injured children being blasted is in
order and should be required. An appropriate symbol should be included. The
present wording required by the State of Ohio in and of itself to a child may
mean nothing more in terms of potency than the type of cap children use in a

cap pistol.

kﬂmy of the blasting eaps used in the industry today do have tags with the
manufacturer’s name and a numeral on it to indicate to the blaster the amount of
time involved between the ignition and the explosion. Hence, the industry itself
is using the tag for a means of communication. It should be used to communicate
to the children the true nature of the instrumentality. The entire eap should be
redesigned so as to make it impossible for one not having expert knowledge of the
product to detonate it. Further, one of the chilren whom I represented was
rendered blind in one eye and still has fragments of the cap in his eye. The
fragments cannot be removed because they are non-magnetic. The eap should
be designed so as to prevent this medical problem.

The need for federal regulation in the area (1) to provide a uniform pattern;
(2) to deal with Interstate Commerce; (3) to provide leadership for the States in
this endeavor; is demonstrated by the following letters:

E. I. pu Poxt pE Nemours & Co., Inc,
Exrrosives DEPARTMENT, SaLEs DEVELOPMENT,
Wilmington, Del., September 12, 1963.
Mr. MeLvin Brock, Esq.,
Brooklyn, N.Y.

Dear M. Brock: Your letter to the Du Pont Company requesting information
on labeling blasting caps has been referred to me, and I find that there has been
no successful efforts in the past to label individual blasting eaps with a warn-
ing or description of their dangerous nature, mainly due to the lack of space
on the cap and no reliable material for making a legend readable. Of course,
the boxes in which caps are sold contain appropriate warnings.

There is also room for doubt that any wording adopted would deter either
children or adults from carelessly handling eaps or endeavoring to detonate them,
since experience has shown that aceidents involving caps are usually the result
of intentional efforts to explode them.

Yours very truly,
N. G. Jonunson,
Industry Manager,
Sales Development Section.
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COMMONWEALTH OF PENNSYLVANIA,
DEPARTMENT OF LABOR AND INDUSTRY,
Harrishurg, September 12, 1963,
Mr. MeLviN Brock,
Attorney at Law,
Brooklyn, N.Y.

Dear Srr: This will acknowledge receipt of your letter of August 30, 1963,
addressed to the State of Pennsylvania, Bureau of Mines, and forwarded to this
office for disposition,

The R.(','_'.llllllti(lnﬁ governing manufacturing, sales and the disposition of elec-
tric blasting caps clearly indicate that each explosives package must be labeled
before it can be shipped or transported interstate or intra-state. However, the
Division of Mines, Quarries and Explosives would not be in favor of each indi-
vidual eap being identified by either imprinting or by other means that it is an
explosive article.

Rules and Regulations of the Commonwealth of Pennsylvania fully eover thia
situation by elearly stating and making it mandatory that all explosives used
within the Commonwealth of Pennsylvania must be kept or maintained within
a State approved, licensed and locked magazine,

Very truly yours,
WiLniam P. Young,
Secrelary of Labor and Indusiry.

DEPARTMENT OF THE INTERIOR,
Bureau or Mings,
Washington, D.C., October 2, 1963.
Mr. MeLvin Brock,
Brooklyn, N.Y.

Dear Mi. Brock: Your letter of August 30, 1963 to the Federal Coal Mine
Safety JISrmr(l of Review has been referred to this Agency by Mr. Back, Secretary
of the Board.

I am pleased to report that the manufacturers of blasting caps in this country
are now preparing to alter their manufacturing process to include marking the
shell of every cap. The words ‘“Explosives, Dangerous” will be placed on each
cap in letters as large as possible. They estimate that it will be six months to
a year before their plants will be completely prepared for the new marking
wocedure,

‘ We appreciate your interest in this problem and hope that the new warning
will assist in preventing these deplorable accidents.
Sincerely yours,
Guexy H. Dawmon,
Staff Research Coordinalor—Ezplosive,
Office of the Director—Coal Research.

A bill was introduced in the House in 1955 (84th Congress, 1st Session, H.R.
3721) requiring the labelling of blasting caps. It never got out of Committee.
The statistics submitted are a result in part of the demise of that bill. Who
knows what other bills there were.

Mr. Chairman, members of the committee, if you believe as I do in the sentiment
expressed by the Irish playwright Sean O’Casey that it is against the law of
nature for parents to bury their children; children should bury their parents, then
I beseech you for our own sake to amend the Federal Hazardous Substances
Labelling Aet so as to include the proper design and labelling of blasting caps
as set forth in my statement as a minimum standard.

The item itself may very well be deemed a household item in that it is stored
and used on farms for blasting of stumps and rocks, soil and sub-soil blasting, tree
planting, drainage, foundation and execavation chores, water holes, digging post
and pole holes and splitting logs. The statistics and newspaper clippings sub-
mitted herewith show the frequency of accidents to young farm boys.

In any event, an amendment is needed.

For t-i)n- children’s and God's sake, do somethingl
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Mr. Jarman. Thank you.

Are there any questions?

Mr. Mackay. Mr. Chairman, as a lawyer, I would just like to
commend Mr. Block for coming out of the courtroom into the legisla-
tive hall. I am interested as a former State legislator who partici-
pated in banning fireworks in Georgia, that the Distriet of Columbia
permits the sale of fireworks.

Mr. Brock. I was surprised to see that when I got off the plane,
too. I think it is shocking.

Mr. GiLuican. If the gentleman will yield. I bought $10 worth
of the fireworks in the District of Columbia last year, and did not
get a loud fizzle out of the whole bag. [Laughter.]

Mr. JArMAN. Any other questions?

Mr. SarrerFienp. No questions,

Mr. Jarman. Mr. Block, we appreciate your being with us to
comment on this very serious |)|-..}>L=m.

Mr. NELSEN. A very fine statement.

Mr. Jarman. The House is in session, and the subcommittee will
stand adjourned, subject to the call of the Chair.

(Whereupon, at 12:17 p.m., the subcommittee adjourned, subject
to call of the Chair.)
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MONDAY, SEPTEMBER 12, 1966

House oF REPRESENTATIVES,
SupcoMMITTEE oN Pusric HEaurH AND WELFARE
oF THE COMMITTEE ON INTERSTATE AND FoREIGN COMMERCE,
Washington, D.C.

The subcommittee met at 10 a.m., pursuant to notice, in room 2218,
Rayburn House Office Building, Hon. John Jarman (chairman of the
subcommittee) presiding.

Mr. Jarman. The committee will come to order.

We will continue our hearings today and our first witness this
morning is Dr. Maurice L. Tainter, Sterling Drug, Inc., of New York.

Dr. Tainter, you may proceed.

STATEMENT OF DR. MAURICE L. TAINTER, VICE PRESIDENT,
STERLING DRUG, INC., AND VICE CHAIRMAN, STERLING RE-
SEARCH BOARD; ACCOMPANIED BY JAMES L. LUTHER, VICE
PRESIDENT, LEGAL AFFAIRS, STERLING DRUG, INC.

Dr. Tarxter. Mr. Chairman, may I introduce my associate, Mr.
James Luther, who is an attorney for Sterling Drug.

Also, I have a written statement prepared here, but I will deviate
from that at a number of places because 1 have charts to show, and I
would like to request with your permission, to have my statement
spread on the record so that we can get complete coverage.

Mr. JArMAN. Without objection, it may be done.

(The prepared statement of Dr. Tainter, with accompanying
curriculum vitae, follows:)

SraTEMENT oF DR. MAURICE L. TAINTER, VIcE PRESIDENT OF STERLING DrUG
INc., AND VicE CHAIRMAN OF THE SteruNG RusEarcH Boarp

This statement of Dr. Maurice L. Tainter for Sterling Drug Ine. is submitted to
aid the Subcommittee on Public Health and Welfare of the House Committee on
Interstate and Foreign Commerce in its consideration of Section 2.of H.R. 13886.
The eurriculum vitae of Dr. Tainter is attached hereto for the information of the
subcommittee.

Section 2 would impose a quantity limitation on aspirin and salicylate-containing
products intended for use by children. Literally, it would also apply to adult
aspirin and all products containing aspirin or any other salicylate if their labeling
contained directions for use by children. We understand that such a broad
coverage of products was not intended by the bill’s proponents. Rather, we are
advised that this section is intended to cover only the children’s aspirin in 114
grain tablets and ot her salicylate-containing products primarily intended for use
by children. The test imony in support of the bill presented on June 24 makes it
quite clear and specific that the alleged problem sought to be solved by this
quantity limit involves only the children’s products, and not the adult ones.
We assume, therefore, that a c]:ml_'ymg :um-mi:]wm will be adopted at the ap-
propriate time. The balance of this statement is based on that assumption.

169




170 CHILD SAFETY ACT AND PERSONNEL TRAINING

Under this Section FDA would be authorized to issue regulations limiting the
total quantity of children’s aspirin or other forms of salicylie acid contained in a
retail package to an amount to be determined arbitrarily by FDA which will not
be “likely to cause deaths or serious injury if ingested by a child of tender age at
one time'', Failure to eomply with such a regulation would render the product
legally adulterated and, therefore, subject to multiple seizures,

Sterling Drug Inc. does not oppose appropriate limitations on the quantity of
aspirin in packages of children's products. We nevertheless question the need
to handle this matter by legislation. As was done in 1955, so today, problems of
this type can best be handled through voluntary cooperation among the FDA,
the medical profession and industry. This method is more flexible and will
permit taking prompt advantage of new packaging technigues and encourage the
development of new knowledge about the phenomenon of children’s accidental
ingestions of foreign substances., Up to 289, of children involved in accidental
ingestions are “repeaters”, i.e. they have been ‘“poisoned” one or more times
previously. See: Wehrle, P. F. et al.: The Repeater Problem in Accidental
Poisoning, Pediat. 27:614, Apr. 1961; Sobel, R. et al.: Repelitive Poisoning in
Children: A Psychosocial Study, Pediat. 35:641, Apr. 1965. This certainly
suggests that the problem is much more complex than simply the availability of a
potentially harmful substance. Research is currently going on designed to obtain
greater scientific understanding of the entire phenomenon and all its aspeets.
Notwithstanding, Sterling Drug Inec. does not oppose legislation in this area if
such is deemed necessary. We do earnestly urge, however, that such legislation
be based upon complete information and firmly established facts and that due
consideration be given to the amounts of children’s aspirin that doctors and
mothers need to treat childhood diseases,

For many years Sterling Drug Ine. has manufactured Bayer Aspirin for Chil-
dren—one of this country's leading children’s aspirin produets. In fact, and in
order to put a dimension on this subject, Sterling Drug Ine. itself has distributed
eight billion six hundred and thirty-nine million (8,639,000,000) tablets of Bayer
Aspirin for Children in the ten year period 1955-1965. You will recall that Mr.
Solmson estiinated a yearly use of 50,000,000 bottles or 2,500,000,000 tablets.

Our marketing policies and practices (including the limitation to 50 14 grain
tablets per package) have conformed strictly to the 1955 recommendations of the
FDA sponsored 1'DA-profession-industry conference on children’s aspirin. We
regret that the FDA has not reconvened this conference instead of asking for the
present farreaching legislation. We stand ready to follow the recommendations
of such a conference today.

In testimony before this Subecommittee on June 24th it was stated that the pur-
pose of this Bill was to save the lives and health of infants and young children who
ingest an overdosage of children's aspirin—the 114 grain tablets. It is doubtful
that further limiting the amount of children’s aspirin in a single bottle will ae-
complish this worthy end, for reasons which are set forth below. What is certain
is that such a limitation will seriously interfere with the proper medical use of
children’s aspirin. What is also certain is that such a limitation will not lessen,
but will probably increase, the number of eases of accidental ingestion of chil-
dren’s aspirin.  Until the real eause of this problem—adult negligence and care-
lessness—is attacked head-on no significant inerease in “Child Safety” should be
anticipated from legislation of this type.

A. CHILDREN'S ASPIRIN—THERAPEUTIC REQUIREMENTS

Why is children’s aspirin packaged in bottles of 50 1}{ grain tablets? The
answer is simple. This was agreed to by all interested experts, including the
FDA, to be the right size of bottle, as I will explain in more detail below. rge
amounts of children’s aspirin are needed by mothers and preseribed by doctors
in treating childhood diseases. For example, according to Nelson’s Textbook of
Pediatrics (S8th Ed. W. B. Saunders Co., Phil., London, 1964) (see fig. 1) the
children’s aspirin dosage that doctors initially preseribe for acute rheumatie
fever is from 10 14 grain tablets per day for a two year old to 28 tablets per day
for a five year old. Within the same age spread, the preseribed dosage of chil-
dren’s aspirin for rheumatoid arthritis ranges from 16 to 23 tablets per day; for
pyrexia (fever) the range for the two to five year old is from 10 to 24 tablets per
day. For children over five years of age, the preseribed dosage is correspondingly
higher. Even the safe home medication dosage of children’s aspirin given on
the label ranges between 5 tablets per day for a three year old to 15 such tablets
per day for a seven year old. Tt might also be pointed out that in families where
more than one youngster is ill, as when a winter cold goes through the family, the
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daily children’s aspirin requirement is multiplied several times. It is apparent
that a bottle containing only 25 tablets would last only one day under many
eircumstances. A mother would therefore be compelled in an ordinary illness
either to buy a new bottle every day or to purchase a number of them at one time.

Since doetors, especially pediatricians, preseribe children’s aspirin in reliance
on its being in the home in adequate quantities, one thing is certain: Mother
will find a way to follow the doctor’s orders where her children’s health is concerned.

B. STATISTICS OF ACCIDENTAL INGESTIONS ARE UNRELIABLE AND MISLEADING

The statisties of child mortality due to accidental ingestion of aspirin are
confusing and misleading, even to the experts, becanse national figures quoted
in these hearings do not differentiate among baby aspirin, adult aspirin, combi-
nation products containing aspirin, other forms of salieylic acid, or even the highly
toxie oil of wintergreen (methylsalieylate). In other words, they are all lumped
together into one statistic under the International Classification System of
Diseases heading of “Aspirin & Salicylates'”. (See fig. 2.) The best data avail-
able shows that about one-half of all the deaths aseribed to salievlates are due to
oil of wintergreen and not due to-aspirin at all.  (See fig. 3.)

A great information gap apparently exists concerning these statisties. On
June 24, the following statement was made to this Subcommittee in support of
Section 2:

“The statisties (the latest report of the Division of Vital Statisties, Publie
Health Service) lead us to one ineseapable conclusion—every three days a
child dies from an oversdose of children’s aspirin”. (Report of Proceedings,
3. 6.)

Hillnu- this conelusion was stated to be based on reports from the Public Health
Service, a search was made of the appropriate publications of the Division of
Vital Statisties, Publie Health Service, U.S. Department of Health, Education,
and Welfare. Our search confirmed our statement above that no official pub-
lished report, ineluding the latest one of the Division of Vital Statistics, broke
down the reports of salicyvlate deaths into the specific salicylates or dosage forms
allegedly involved. Then written inquiry was made of this Division to determine
if this information were available aithough unpublished. The response dated
July 19 was “no” and the explanation follows:

“With respect to the questions contained in your letter of July 13, the
mortality tables contained in the chart (the basis for the June 24 Statement)
were taken from data tabulated by the Division of Vital Statistics. They ob-
tain their information from death certificates supplied to them on a confidential
basis. They tabulate in terms of chemicals or products causing fatality, not
in terms of size of dosage. A death due to phenobarbital would be tabulated
as a barbiturate death whether it was a 30 mg. or 60 mg. tablet. Also, “in
some cases, the strength of the tablet may not be shown. Therefore, we can-
not supply dala on the number of deaths that were caused by children's aspirin or
adult aspirin . . . (Emphasis supplied.)

Following are several typical examples of other aspects of this “information
gap.” Here is an experience that actually oceurred in the home of one of Sterling
Drug Inc.’s exeeutives. A maid who brought her young child to her employer's
home one day suddenly noticed the youngster playing with an empty bottle that
had contained 100 medicinal tablets. The maid, frightened, shouted to the house-
wife that the child had swallowed the tablets. Since the child showed no symp-
toms, after mediecal consultation no immediate action was taken except to keep
the child under strict observation. A week Iater the maid found all of the tablets
behind one of the cushions on the sofa on which her child had played.

If this incident had been reported to a Poison Control Center or a hospital, it
would have been recorded and forever inseribed in the statistics of “‘accidental
poisonings”. How many other such incidents are reflected in the statistics of
“accidental poisonings”? No one knows, because these reports, including reports
of fatalities, are rarely investigated.

Another example is the Mavo Clinic's experience with patients allegedly
suffering from salieylate intoxications during the 10 year period of 1953 through
1962. Their observations were reported in the August 16, 1965 (page 85) Journal
of the American Medical Association. The anthors stated that during this 10-
year period 308 children nunder seven vears of age were seen at the Mavo Clinie
because of “‘salicylate ingestion.'” The records of the Clinic show that not one
of these children actually showed any symptoms of salievlate intoxication. In
that entire period the Mayo Clinie had only one record of a fatality from salieylate
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intoxication and that was of an 18 month old child who had swallowed an unde-
terminated amount of oil of wintergreen, which iz methylsalicylate.

The problem of obtaining accurate information on this problem is complicated
by the fact that inaccurate terminology is frequently (though unintentionally, of
course) used by those who compile or refer to this information. For instance, as
exemplified by the testimony already given in support of this bill on June 24, the
phase “accidental poisonings” is regularly used to refer to what are really “acci-
dental ingestions” and/or therapeutic overdosages. As an example, on line 14,

. 5 of the June 24 Report of Proceedings, the following appears *. . . in 1965,
16,328 children under five were rn.-IL)url-c(l poisoned from the accidental ingestion of
aspirin and other salicylates.”” This number apparently c¢ame from Table 2 of
the May-June 1966 Bulletin of the National Clearing House for Poison Control
Centers which is entitled ‘‘Accidental I'ngestions Among Children Under 5 Years
of Age.” Thus the very emotional label of “poisoning’ is applied to all reports
of actual or suspected accidental ingestions of aspirin even though the child
involved has no symptoms or, in fact, has actually swallowed only a therapeutic
dose or even less. About 909, of the reported aceidental ingestions cause no symp-
toms so that poisoning is definitely not present in them.

Another reason why the reliability of statistics on this subjeet must be questioned
arises from a very human and understandable frailty. Most of these reports are
necessarily based upon a mother’s hasty information given at a time of high emo-
tion and perhaps colored by her own remorse for having been negligent in adminis-
tering or safeguarding the medicine involved. Experienced people know well the
unreliability of information obtained under such circumstances from even the
best-intentioned persons.

C. RECORDS OF DOCUMENTED FATILITIES

Our company, Sterling Drug Inc., one of the leading manufaeturers of children’s
aspirin, does not have a single documented record in its files of a child fatality from
its product. Additionally, in a recent study at one of the leading Poison Control
Centers in which all available information on salicylate fatalities in several cities
of the United States during periods of up to thirteen years was reviewed, only four
reported cases of death following overdosage of children's aspirin were found.
Furthermore, the eircumstances associated with these fatalities, and the dosages,
are not known. You will also recall that in the detailed data cited by Mr. Solmson
for Illinois in 1965 there were 45 children’s deaths from poisoning of which 12
were aseribed to salicylates, but only one of these was children’s aspirin,

D. BAFETY OF CHILDREN'S ASPIRIN

The medical literature contains reports of children three years and younger
who are supposed to have taken the eclluiva.lent of as many as 278 tablets of

children’s size aspirin without injury. In fact, there is an even more fantastic
report that a three year old and a one year old between them consumed the
equivalent of 667 1} grain tablets without injury to either one.! Some do not
helieve that these children consumed the amounts reported but the report does
exist and, if nothing else, it exemplifies the unreliability of much published data
on this problem.

To give another example, the National Clearing House for Poison Control
Centers reports that in 1965 there were 16,328 cases of ingestion of aspirin-con-
taining tablets by children under five years of age. Records regarding hospitali-
zation were available for 11,308 of the children. Of these, 9,380—or 87.4%—
were not hospitalized for even one day.? This is consistent with other reports to
the effect that about 909 of reported cases of supposed aspirin poisoning had no
symptoms from ingestion of the tablets.

On June 24, Dr. Palmisano, Acting Deputy Director of the FDA’s Bureau of
Medicine, advised this Subcommittee that the toxic dose (not the lethal dose)
for an average two year old—from two to four years are the ages in whica almost
all accidental ingestions occur—was “‘about 22”7 1% grain flavored aspirin tablets
and that, therefore, “Somewhere in the neighborhood of 29 to 25 tablets of 1%
grain aspirin “flavored would seem to be the place where you have to cut it
off * * *" (Report of Proceedings, p. 38). Dr. Palmisano arrived at this estimate
(20 to 25 tablets) by applying the age-weight method of dosage ealeulation. This
method is undoubtedly safe and very conservative but it is not universally ac-

! Winters, R. W., White, J, 8., Hughes, M. C. and Ordway, N. K.: Pediat. 25:260, Feb. 1059,

2 Table §, May-June 1966 Bulletin, National Clearing House for Poison Control Centers, U.S. Dept. of
HEW, Public Health Service.
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cepted. For instance, Dr. Harry C. Shirkey, Director of the Children’s Hospital
in Birmingham, Alabama and a recognized authority in this field has stated in

1965:

“From careful clinical observation it has been repeatedly noted that dosage
based on weight is not a reliable method of dosage determination. This is
especially true in the infant. If an infant is dosed proportionately using the
adult dosage as standard, the infant is underdosed (based on weight).”

# ® * * * * *

He also says:

“Dosage based on age shows great limitations when one considers the vari-
ability of weight in even the normal children of a given age.”

* * * B * * *

Finally:

“The surface area of the body has become a valuable basis for deter-
mining drug dosage and fluid requirements not only for children but for the
entire post-infantile periods of life (adults as well).” ([talic is author’s).
Shirkey, H. C.: Dosage-Posology Handbook, American Pharmaceutical Assn.,
pp- 6, 7 (1965).

By application of the Surface Area method the toxie dose of aspirin for an
average two year old would be 47 grains for 38 1% grain tablets, which emphasizes
that the 20-25 tablets limit suggested by Dr. Palmisano is probably lower than
necessary or desirable?®

Rather than relying on the somewhat indefinite opinions of those who may not
have had much personal experience with the toxicology of aspirin, we have gone
to the published literature to survey and summarize for this Hearing the actual
facts as they are established by the weight of the published scientifie articles on
this subject. We have brought together here the data on all published individual
cases between 2 and 5 years of age in which the dosage and age were definitely
given. We reviewed over 200 medical articles for this purpose covering the years
1947, when this product was first used, to the present. In these articles 123 cases
of aspirin ingestion in 2 to 5 year old children were described.

The amount of aspirin swallowed is marked on this chart (see fig. 4) for each
case according to the age. The deaths are marked by crosses and the survivals
by circles. Also marked on the chart are the amounts of aspirin that would be
contained in 25 and 35 tablet bottles as well as the present 50—1% grain size.
You can see that there is only 1 fatality which comes within even the 50 tablet
line.

In the 214 year old child there was a very serious blood disease resent so that
the child was in critical condition before the aspirin was taken. The other fatal
cases received aspirin doses greater than that of even a full bottle of 50 of the pres-
ent tablets,

The table also shows how large the doses are that children this age can take and
yet recover. It might also be pointed out that aspirin is different from many other
drugs or hazardous substances in that it does not damage the vital organs in such
a way as to leave any significant permanent injury after overdosage. Recovery
from overdosage is therefore usually prompt and complete.

Based on these data, and the total weight of the medical evidence, it is clear that
the lethal dose of aspirin for a 2 year old child is above 78 grains or 62 124 grain
tablets (400 mg. per kg. body weight), and the toxic dose for such a child is well
above the 47 grains or 38 tablets suggested by the surface area dosage formula.

We believe therefore that the present bottle of 50 tablets is very safe, particu-
larly when you take into account the 50,000,000 bottles a year being used with a
mortality rate, I estimate, of only ten to twelve per year from both accidental
ingestions and therapeutic overdosage of these children’s aspirin tablets, If it is
felt that legislation on this matter is needed, then a 35 tablet size would widen the
margin of safety by about one-third, A 25 tablet bottle referred to earlier in these
hearings would go still further. However, as I have already indieated, as you
decrease the size of the bottle below the amounts required for ordinary use, you
create the need for multiple bottles to be kept on hand and thus increase the op-
portunity for aceidental ingestion and reduce the safety.

kit S e
3 The formula for using surface area is as follows for o 2 year old:

Surfnce area of child’s body J
e o L, -
S Tiace area of adolt’s bo db_x adult dose (toxic) =child’s dose (toxic)

%x 140 gr. =47 grains or 38 1}{ tablets
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E. CAUSE OF THE ACCIDENTS—ADULT NEGLIGENCE

There is no sct attern in how a child comes to get an excessive number of
aspirin tablets. However, published studies show that in about two-thirds of
cases it is because the bottle was not in the medicine chest—in other words,
through adult carelessness. (See fig. 5.) Very astonishing is the published data
that about 259, of the cases are in children with previous history of accidental
ingestion. (See fig. 6.) They have possibly a psychological drive to attract
attention or to frustrate their parents.

Also, published reports show that from 149, to 74%, of so-ecalled aspirin poison-
ing cases are due to the administration of an 0\«{-r-do¢ ige by the nmthor. either
on hm')o\m oron the recommendation (mistaken or otherwise) of a physician.® (See
fig. 7.

These cases obviously are not “accidental” in the accepted sense, yet they are
included in the statistics as “accidents’. It is not necessary to mention here that
limiting the number of tablets in the bottle would not reduee this substantial
proportion of the total aspirin incidents at all.

F. THE SOLUTION TO THIS PROBLEM IS EDUCATION

Responsible heads of drug manufacturing companies are greatly concerned
about the proper use of their products, especially with respeet to their efficacy
and safety. There can be no question that adult carelessness with potentially
toxic materials is the real culprit in childhood poisoning. Buf carelessness cannot
be abolished by legislation.

Realizing this, members of the drug industry recently formed the Council on
Family Health. This non-profit group was created to attack this whole problem
in the most effective way—through mass education. The principal target is
Mother, keeper of the family health; and through all media the Council is
distributing materials that alert Mother, and others, to the problems of home
safety—and how to overcome them,

G. INDUSTRY'S RECORD OF COOPERATION AND CARE

The drug industry is in the business of helping and healing people and not of
hurting them. Because the industry recognizes its responsibility in this area it
has developed many safeguards over the years to help eliminate the misuse of
medicinal preparations.

The government, the professions and industry have been cooperating for years
in the matter of Children’s Aspirin. For example, an article in the Drug Trade
News of February 28, 1955 reported the agreement reached at a conference called
by the FDA on the ‘accidental misuse of children’s aspirin and attended by the
representatives of the American Academy of Pediatries, the American Medical
Association, various groups interested in accident prevention, the FDA and
industry. The recommendations of that conference have been followed exactly
by Sterling Drug Inc. and all the other leading manufacturers. Today prae-
tlmllv 1009 of the children’s aspirin tablets marketed comply with the follownm
recommendations of that conference:

(1) Children's aspirin bottles to be limited to a maximum of 50 tablets.

(2) The tablets to be standardized to 14 grains each.

(3) On the specific choice of the medical profession children's aspirin tablets
continue to be flavored.

(4) The industry has urged through labeling that parents keep all medicines
out of the reach of children.

(5) The industry has provided detailed dosage recommendations for specifie
indications and for specific ages to assure a safe and proper dosage. And finally,

(6) The best presently available safety closure is universally used.

If we make the bottle cap too difficult to remove we defeat our purpose for the
mother will simply fail to put it back on the bottle, Even so, pharmaceutical
manufacturers have never stopped their efforts to develop improved safety elosures.
Sterling Drug Ine. is planning to market Bayer Aspirin for Children with a still

¢ See the following reports:
L. 74%—Segar, W. E. and Holliday, M. A.: Physiological almormalities of salicylate intorication,
New Eng. J. Med. 259: 1191, Dec. 1958
2. 69%—Riley, H. D., Jr. lmd Worley, L.: Salicylate intoxication, Pediat. [8:578, Oct. 1956

3. 28 259, —Winters, R. \\' White, J, 8,, Hughes, M. D, and Ordway, N. K.: Disturbances of acid-
base equilibrium, l’ediut. "83: 1260, Feb. 1959
4 HJ —Rose, N. J. (State of Illinols Department of Public Health) to Polson Control Centers

Sep. 24, 1065
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further improved closure very shortly. Incidentally, during these years consumer
and market tests have been conducted by us to determine the acceptability of
children’s aspirin sold in strip packs in which each tablet is separately wrapped.
Consumers did not like this type of packaging and preferred the conventional
type of bottle.

Mr. Rogers asked Mr. Solmson if it would be possible to leave out the flavor of
the children’s aspirin (page 183). This question was debated at the 1955 con-
ference. The physicians there believed that the flavor did not add appreciably to
the hazard, and greatly improved the acceptability of aspirin to the sick child.
They therefore preferred that the tablet be flavored. The American Medical
Association, the FDA and the manufacturers agreed to this decision, so such tablets
are now usually flavored.

H, THE LEGISLATED MINIMUM

If Congress feels the necessity to reduce by legislation the quantity of children’s
aspirin per bottle this should be 35 1}4 grain tablets. Due recognition must be
given to the fact that a bottle of tablets after the sealed carton has been upt:ncd for
the first use, thereafter always contains less than the original number. The fact,
as discussed in Section D, that 909 of the children involved in accidental inges-
tions of salicylates show no symptoms at all suggests that in most instances the
children do not consume the entire contents of a bottle—either out of choice or
because it is not full. Although adequate statistics are not presently available on
this point, what there are suggest that more than two-thirds of the reported cases
of accidental ingestion of children’s aspirin involve taking substantially less than
50 tablets, and over one-half involve ingestions of 25 tablets or less.

The first portion of this statement set forth the relatively large numbers of
children’s aspirin tablets required to treat childhood diseases. If the quantity
permitted by law in one bottle is too low, mother through necessity to meet the
dosage needs of her children will purchase several bottles at one time—thus
multiplying the availability of the tablets in the home. The greater number of
bottles available in the home, the greater the opportunity for children to experi-
ment. Dr. Palmisano admitted this fallacy in the demand for an excessively
small bottle when he admitted that he expected the mothers would buy a lot of
the small bottles (page 40).

Another practical and important aspect of reducing the container to even 25
tablets is the effect such a reduction will have on the effectiveness of the smaller
label as a medium of communication. The important dosage and warning in-
formation, which by law and by good medicine we place on the labels of our
children’s aspirin, would become so small in type size as to virtually be illegible.
It would be a distinet disservice to the public if this information were to become
unreadable or if it were removed entirely from the label—yet if the bottle size is
materially reduced, what alternative is there? And will the consumer who needs
this information benefit?

Mr. Rogers raised the question (page 85) with Dr. Stetler of the desirability of
first aid instructions on the bottle. It would not seem wise to put directions on
the hottle of how to treat suspected aspirin overdosage for several reasons. In
the first place, about 9 out of every 10 reported cases of accidental ingestion never
have any symptoms of overdosage, and the child may have swallowed none or
only insignificant amounts of the tablets. Secondly, in the remaining 109% of the
children the first treatment is to evacuate the stomach. Vomiting is not easy to
induce, particularly by an excited mother in the home. There is no good emetic
commonly available in homes which ean be relied on to invariably produce
prompt and copious vomiting. Syrup of ipecac has been recommended for this
use, but it is found in very few homes and may take as long as 30 minutes to take
effect. If the mother has to go to the drug store for it, she might as well take the
child to the doctor’s office or hospital. The aspirin remains in the stomach long
enough without causing damage that a reasonable time can be taken to gefting
it out.

There is no specific antidote for aspirin, which would neutralize it in the stomach
like bicarbonate of soda would neutralize an acid. In authentic poisoning cases
the stomach needs to be washed out by passing a stomach tube, which can only
be done by experienced personnel. The most useful first aid directions would be
to put on'the label the warning statement “In case of accidental overdosage call
your physician or hospital at once.”

Mr. Rogers also asked Dr. Stetler (page 86) why first aid directions are suitable
for packages of hazardous substaneces but not for drugs. The materials covered
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by the Hazardous Substances Act are in general corrosives, irritants, caustics, ete.,
which do damage immediately on eontact with the body. Speed of neutralization
or removal is therefore an important factor in preventing injury. It is much less
important with aspirin sinee symptoms of overdosage may take as long as 12
hours to appear.

For these and other reasons we believe the proposed legislation limiting the
quantity of children’s aspirin per bottle will not have the desired effect of eliminat-
ing or decreasing alleged fatalities and alleged injury due to accidental ingestion.
As a matter of fact, such legislation could actually increase misuse of the product
by creating greater availability in the home. Calls to the nation’s Poison Informa-
tion Centers would probably increase, thereby further inflating these already
unreliable statistics.

As a matter of high public interest, if the maximum quantity of children’s
aspirin per bottle is to be limited through legislation rather than the present
voluntary agreement, Congress should specify the limit and not delegate this
responsibility to an administrative agency which would set the limit by arbitrary
regulation. Delegation of such authority by the Congress is entirely unnecessary.
No scientific question exists. Nothing can be gained through regulatory fiat in
this situation. Based on FDA’s own statements here, Congress can set a limit
of 25 114 grain tablets and be excessively safe, or based on this present statement
and other authorities in this Hearing, Congress can select a limit of 35 114 grain
tablets and also be more than safe. The 35 tablet limit is especially preferable
because it goes farther towards providing enough children’s aspirin per bottle
to cover several days of therapeutic use in treating one child’s illness. Moreover,
whether the maximum limit limit be 25 or 35 tablets, the fact of the matter is that,
on an overall average, after the bottle is first opened it will probably contain only
a fraction of the maximum number specified.

Whether or not the Congress specifies the maximum number, if legislation is
decided upon, FDA should be empowered by Congress to increase the number of
tablets when better closures become available, and if the product is made available
in strips of tablets or in any single tablet dispensing forms. The regulatory
proeess would be appropriate here because these are possible, not actual, situations
and these eriteria are measurable objectively. Thank you for your attention.
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Dr. Tainter. Thank you.

This statement is of Dr. Maurice L. Tainter for Sterling Drug sub-
mitted to the Subcommittee on Public Health and Welfare of the
House Committee on Interstate and Foreign Commerce and is con-
sideration of section 2 of H.R. 13886.

For the information of the committee I might explain a little bit of
my background so that you will know from whom your information,
these comments, are coming,

I am a licensed physician in both California and New York. T was
on the medical faculty of Stanford Medical School for over 20 vears,
ending as professor of pharmacology there where, during that period
of time, I had major responsibility for teaching medical classes what
they should know about the action and use of drugs, including toxicol-
ogy, including, without question, of course, salicylates.

n 1943 I became the research director for Sterling Drug and have
been in that eapacity operating on the technical side of our company’s
operations since that time.

Section 2 would impose a quantity limitation on aspirin and on
salicylate-containing products intended for use by children. Literally
it would also apply to adult aspirin and all products containing aspirin
or any other salicylate if their labeling contained directions for use by
children. We understand that such a broad coverage of products was
not intended by the bill’s proponents. Rather, we are advised that
this section is intended to cover only the children’s aspirin in the
11}4-grain tablets and other salicylate-containing produects primarily
intended for use by children. The testimony in support of the bill
presented on June 24 makes it clear and specific that the alleged
problem sought to be solved by this quantity limit involves only chil-
dren’s products, and not the adult ones. We assume, therefore, that
a clarifying amendment will be adopted at the appropriate time.

The balance of this statement is therefore based on that assumption.

Under this section, the Food and Drug Administration would be
authorized to issue regulations limiting the total quantity of children’s
aspirins or other forms of salieyelie acid contained in a refail package
to an amount to be determined arbitrarily by the Food and Drug Ad-
ministration which will not be “likely to cause deaths or serious injury
if ingested by a child of tender age at one time.” Failure to comply
with such a regulation would render the product legally adulterated
and, therefore, subject to multiple seizures.

Sterling Drug does not oppose appropriate limitations on the
quantity of aspirin in packages of children’s products. We neverthe-
less question the need to handle this matter by legislation. As was
done in 1955, so today, problems of this type can best be handled
through voluntary cooperation of the Food and Drug Administration,
the medical profession, and industry.

This method is more flexible, would permit taking prompt advan-
tage of new packaging techniques and would encourage the develop-
ment of new knowledge about the phenomenon of children’s
accidental ingestions of foreign substances.

As T will discuss in a moment, up to 28 percent of the children
involved in accidental ingestions are “repeaters,” that is, they have
been poisoned one or more times. This certainly suggests that the
problem is mueh more complex than simply the availability of a
potentially harmful substance.
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Research is currently going on designed to obtain greater scientific
understanding of the entire phenomenon in all of its aspects.

I might say parenthetically that there is a large research study
going on at Syracuse U involving the Syracuse Board of Health, on
all the factors entering into the production of poisonings in homes.

Notwithstanding, Sterling Drug, Ine., does not oppose legislation
in this area if such is deemed necessary. We do earnestly urge, how-
ever, that such legislation be based upon complete information and
firmly established facts and that due consideration be given to the
amounts of children’s aspirin that doctors and mothers need to treat
childhood diseases.

For many years Sterling Drug has manufactured Bayer Aspirin for
Children, and we are one of this country’s two leading children’s
aspirin manufacturers. In fact, and in order to put a dimension on
this subjeet, Sterling Drug itself has distributed 8,639 million tablets
of Bayer Aspirin for Children in the 10-year period from 1955 to 1965.

You will recall that Mr. Solmson estimated a yearly use of 50
million bottles or 2,500 million tablets in a year.

Our marketing policies and practices, including the limitation to
50 1%-grain tables per package, have conformed strictly to the 1955
recommendations of the FDA-sponsored, Food and Drug Adminis-
tration-profession-industry conference on children’s aspirin. We re-
gret that the Food and Drug Administration has not reconvenad this
conference instead of asking for the present far-reaching legislation.
We stand ready to voluntarily follow the recommendations of such a
conference today.

In testimony before this committee on June 24 it was stated that the
purpose of this bill was to save the lives and the health of infants and
young children who ingest an overdosage of children’s aspirin, the
1%4-grain tablets. It is doubtful that further limiting the amount of
children’s aspirin in a single bottle will accomplish this worthy end,
for reasons that I will now discuss.

What is certain is that such a limitation will seriously interfere with
the proper medical use of children’s aspirin. What is also certain is
that such a limitation will not lessen, but will probably increase, the
number of cases of accidental ingestion of children’s aspirin.  Until the
real cause of this problem, adult neglizence and carelessness, is
attacked headon, no significant increase in ‘“‘child safety’”” should be
anticipated from legislation of this type.

Why is children’s aspirin packaged in bottles of 50, 1}4-grain tablets?
The answer is simple. This was agreed to by all interested experts,
including the Food and Drug Administration, to be the right size of
the bottle. Large amounts of children’s aspirin are needed by mothers
and are prescribed by doctors in treating childhood diseases. For
example, according to Nelson’s Textbook of Pediatrics (see fig. 1),
which gives the doses required for different ages, you will see that in
acute rtheumatic fever the 2-year-old, which is the group we are most
interested in here, requires 19 tablets per day; and the 5-year-old,
28 tablets per day.

After the initial saturation with the aspirin has been established,
the maintenance dose for continuing medication is 14 to 21 tablets
per day for rheumatic fever.

Indrheunmt-nid arthritis the dose similarly is from 16 to 23 tablets
per day.
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DOSAGE OF ASPIRIN NEEDED PER DAY FOR SEVERAL PEMATRIC NDICATIONS

AND FOR SELF MEDICATION
(Source: Nelson, Waldo E. Textbook of Pediatrics, 8™ Ed. W.8. Sounders Co. Phila, Londen 1964)
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In ordinary fever, which the doctor treats, the dose ranges from
10 to 24 tablets per day. '

On the label of the bottle is the over-the-counter dosage. There
is no over-the-counter dosage for those under 3 years old but above
this age the dose ranges as you can see from 5 to 15 or 20 per day.

It Inlﬂ‘ht also be pointed out that in families where more than one
youngster is ill, such as when a winter cold goes through a family, the
daily children’s aspirin requirement is multl])hed several times. = It is
apparent that a bottle containing only 25 tablets would last only
1 day, or less than 1 day under many circumstances. A mother would
therefore be compelled in an ordinary illness either to buy a new
bottle every day or to purchase a number of them at one time.

I am sure you will agree with me the pharmacist will assist in this
by putting two or three of them together in one package and selling
three for a dollar, or something of that sort.

Since doctors, eapeuullv «renvml practitioners and pediatricians,
prescribe children’s aspirin in reliance on its being in the home in
adequate quammes, one thing is certain, mother w will fmd a way to
follow the doctor’s orders where her children’s health is concerned.

The statistics of child mortality due to accidental ingestion of
aspirin are confusing and misleading, apparently even to the experts,
because national figures quoted in these heari ings are the total of baby
aspirin, adult aspirin, combination products containing aspirin, other
forms of salicylic acid, and even the highly toxic rubbing liniment,
methyl salicylate or oil of wintergreen. In other words, they are all
lumped into one figure under the international classification system
of diseases, and heading of “Aspirin and Salicylates.”
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The best data available shows that about one-half of all the deaths
ascribed to salicylates are due to oil of wintergreen, and here I have for
example, a chart (see fiz. 2) we do not have any national figures on oil
of wintergreen, but this chart is representative of what seems to be
the situation generally.

Dr. Jacobziner who was the director of poison control activities in
New York City for many years until his death last year, reported at
two different times the breakdown of fatalities by poisoning in the
New York City area under his jurisdiction.

MORTALITY FROM ASPIRIN & METHYLSALICYLATE AS % TOTAL FATALITIES
FROM ACCIDENTAL POISONING
New York Gity foison Control Center
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In this chart you will see that in the under-5-year group, which is
the group we are concerned with, the columns on the left in both cases,
that out of 121 poisoning deaths from all causes, there were 6 from
methyl salicylate or oil of wintergreen and 7 from aspirin out of a
total of 121." At another time, for a different time period, he reports
that there were out of 19 deaths in children of this age, there were 2
from oil of wintergreen and 2 from all the other aspirin products put
together. All together this chart shows that there were 21 oil of
wintergeen deaths as compared to 22 from all the other aspirin prod-
ucts, out of a total of 416 poisoning cases.
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RELATIVE MORTALITY FROM VARIOUS TYPES OF SALICYLATES
NUMBER OF SALICYLATE DEATHS
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Im another chart (see fig. 3) is the mortality not from all poisons, but
just from salicylates, as recorded first over a 10-yvear period, sum-
marized in the authoritative book by Gross and Greenberg on salic-
vlates, the second group was 1952, total U.S, Poison Control Center
figures, then a Mayo Clinic report; and finally Sunshine as the head
of the Poison Control Information Center, and president-elect of the
Poison Control Center Association of the United States.

You can see here that of this considerable number of total salic-
ylate deaths methyl salicylate is at least half of the entire category.

I have totaled the under-five category separately, which totals
are not shown on your charts. There were 474 deaths from salie-
ylate in these various time periods. Of these 474 in the under-5
group, 269 or 56.8 percent were due to oil of wintergreen or methyl
salicylate and not due to all other forms of aspirin combined.

It should be noted that on this latter chart the aspirin figures
include all other salicylates, and that they are not broken down
to show the children’s aspirin share of these total salicylate deaths.

A great information gap apparently exists concerning these sta-
tistics. On June 24, at these hearings, the following statement was
made:

These statistics (the latest report of the Division of Vital Statistics, Public

Health Service) lead us to one ine scapable conclusion—every three days a child
dies from an overdose of children's aspirin.
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Since this conclusion was stated to be based on reports from the
Public Health Service, a search was made by us and others of the
appropriate publications of the Division of Vital Statistics, Public
Health Service, U.S. Department of Health, Education, and Welfare.
Our search confirmed the statement I have just made that no official
published report, including the latest one of the Division of Vital
Statisties, breaks down the reports of salicylate deaths into the specific
saliecylate or dosage forms allegedly involved

Then, written inquiry was made to this Division to determine
if this information were availuble, although unpublished. The
rvs&mnsc, dated July 19, was “No” and the explanation follows,
and I quote from the letter.

With respeet to the questions contained in your letter of July 13, the mortality
tables contained in the chart (the basis for the June 24 statement) were taken
from data tabulated by the Division of Vital Statistics. They obtained their
information from death eertificates supplied to them on a confidential basis.
They tabulate in terms of chemicals or products causing fatality, not in terms
of size of dosage. A death due to phenobarbital would be tabulated as a bar-
biturate death whether it was a 30-milligram or a 60-milligram tablet. Also in
some cages the strength of the tablet may not be shown. Therefore we cannot
supply data on the number of deaths that were eaused by children’s aspirin or
adult aspirin.

Following are several typical examples of other aspects of this
information gap. Here is an experience that actually occurred in the
home of one of our Sterling Drug executives.

A maid who brought her child to her employer’s home one day,
suddenly noticed the youngster playing with an empty bottle that
had contained 100 medicinal tablets. The maid, frightened, shouted
to the wife that the child had swallowed the tablets. Since the child

showed no symptoms, after medical consultation, no immediate action
was taken excht. to keep the child under strict observation. A week

later the maid found all the tablets behind one of the cushions on the
sofa on which her child had played.

If this accident had been reported to a poison control center, and
many of them just this way are, or a hospital, it would have been
recorded and forever inscribed in the statistics of accidental poison-
ings. How many other such incidents are reflected in the statistics
of accidental poisonings? No one knows, because these reports,
including reports of fatalities, are rarely investigated.

Another example is the Mayo Clinic’s experience with patients
allegedly suffering from salicylate intoxications during the 10-year
period from 1953 through 1962. Their observations are reported in
the August 16, 1965, issue of the Journal of the American Medical
Association.

The authors stated that during this 10-year period, 308 children
under 7 years of age were seen at the Mayo Clinic because of salicylate
ingestion. The records of the clinic show that only one of these
children actually showed any symptoms of salicylate intoxication or
poisoning. In that entire period the Mayo Clinic had only the one
record of a fatility from salicylate and that was an 18-month-old child
who had swallowed an undetermined amount of oil of wintergreen,
which is methyl salicylate.

The problem of obtaining an aceurate understanding of the situation
is complicated by the fact that inaccurate terminology is frequently,
though unintentionally, of course, used by those who compile or refer
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to this information, For example, as examplified by the testimony
already given in support of this bill on June 24, the phrase “accidental
poisonings” is regularly used to refer to what are really “accidental
ingestions” and/or therapeutic overdosages.

As an example, on line 14, page 5, of the June 24 report of proceed-
ings, the following appears: “In 1965, 16,328 children over 5 were
reported poisoned from the accidental ingestion of aspirin and other
salicylates.”

This number apparently came from table 2 of the May-June
bulletin of the National Clearing House for Poison Control Centers,
which is entitled “Accidental Ingestions Among Children Under 5
Years of Age.”

Thus the very emotional label of poisoning is applied to all reports
of actual or suspected accidental ingestions of aspirin even t-hnuglll the
child involved had no symptoms or, in fact, had actually swallowed
only a therapeutic dose or even less.

[ say this because about 90 percent of the reported accidental
ingestions cause no symptoms so that poisoning is definitey not
present in 9 out of 10 recorded cases.

Another reason why the reliability of statistics on this subject must
be questioned arises from a very human and understnndabfe frailty.
Most of these reports are necessarily based upon a mother’s hasty
information given at a time of high emotion and perhaps colored by
her own remorse for having been negligent in administering or safe-
guarding the medicine involved. Experienced people know well the
unreliability of the information that is nbmineg under such ecircum-
stances from even the best-intentioned persons.

Our company, Sterling Drug, one of the leading manufacturers of
children’s aspirin, does not have a single documented record in its
files of a child fatality from its product. Additionally, in a recent
study at one of the leading poison control centers in which all available
information on salicylate fatalities in several major cities of the
United States during periods of up to 13 years was reviewed, only
4 reported cases of death following overdosage of children’s aspirin
were found.

Furthermore, the circumstances associated with these fatalities,
and the dosages, are not known.

You will also recall that in the detailed data, cited by Mr. Solmson,
for Illinois in 1965 there were 45 children’s deaths from all kinds of
poisonings, of which 12 were ascribed to salicylates, but only 1 of
these 12 was due to children’s aspirin.

Medical literature contains reports of children 3 years and younger
who are supposed to have taken the equivalent of as many as 278
tablets of children’s size aspirin without injury. In fact, there is an
even more fantastic report that a 3-year-old and his 1-year-old brother
between them consumed the equivalent of 667 1%-grain tablets with-
out injury to either one. Some do not believe that these children
consumed the amounts reported, but the report does exist and, if
nothing else, it exemplifies the unreliability of much published data
on this problem.

To give another example, the National Clearing House for Poison
Control Centers reports that in 1965 there were 16,328 cases of inges-
tion of aspirin containing tablets by children under 5 years of age.
Records regarding hospitalization were available for 11,308 of these
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children, this is in table 5 of these reports which we have referred to
several times during the hearings. Of these, 9,889, or 87.4 percent,
were not hospitalized for even 1 day. This is consistent with other
reports to the effect that about 90 percent of reported cases of sup-
posed aspirin poisoning have no symptoms from ingestion of the
tablets.

On June 24, Dr. Palmisano, Acting Deputy Director of the Food
and Drug Administration’s Bureau of Medicine, advised this subcom-
mittee that the toxic dose, but not the lethal dose, for an average
2-year-old, and from 2 to 4 years are the ages in which most accidental
ingestions occur, was about twenty-two 1}4-grain flavored tablets,
and that, therefore:

Somewhere in the neighborhood of 20 to 25 tablets of one and one-quarter
grain aspirin flavored would seem to be the place where you have to cut it off.

That is page 38, report of proceedings.

Dr. Palmisano arrived at this estimate of 20 to 25 tablets by apply-
ing the age-weight method of dosage calculation. This method is
undoubtedly safe and very conservative but it is not universally
accepted.

For example, Dr. Harry Shirkey, director of the children’s hospital
in Birmingham, Ala., and a leading authority in this field has stated:

From careful clinical observation it has been repeatedly noted that dosage
based on weight is not a reliable method of dosage determination. This is espe-
cially true in the infant. If an infant is dosed proportionately using the adult
dosage as standard, the infant is under-dosed.

At another place he says:

Dosage based on age shows great limitations when one considered the variability
of weight in even the normal children of a given age.

Finally, he says:

The surface area of the body has become a valuable basis for determining drug
dosage and fluid requirements not only for children but for the entire post-
infantile period of life, including adults.

By application of the surface area method, and taking adult toxic
dose as 140 grains, the toxic dose of aspirin for an average 2-year-old
child would be 47 grains, or thirty-eight 1%-grain tablets, which
emphasizes that the 20 to 25 tablet limit suggested by Dr. Palmisano
is probably lower than necessary or desirable.

Rather than relying on the somewhat indefinite opinions of those
who may not have had much personal experience with the toxicology
of aspirin, we have gone to the published literature to survey and
summarize for this hearing the actual facts, regarding toxic doses, as
they are established by the weight of the published scientific articles
on this subject. We have brought together here for the first time,
incidentally, the data on all published individual cases between 2 and 5
years of age in which the dosage and age were definitely given, so that
we could tabulate them in their appropriate place. We reviewed over
200 medical articles for this purpose covering 20 years, the years from
1947, when this product was first used, to the present. This, inci-
dentally, covers we think almost the entire American literature,
There may be an occasional article here and there which we missed,
but 200 is a very thorough coverage. In these 200 articles there were
123('1(:&535 of aspirin ingestion in the 2- to 5-year-old children described
in detail.
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I would like to show you at this time a chart which depicts the find-
ings as reported in these articles. (See fig. 4.)
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On this chart we have a scatter diagram of the age of the child
going up the left side, and the quantity of aspirin ingested going across
the bottom. We also have drawn on the chart for ease of understand-
ing, 3 dotted lines which represent the dosage of 50 tablets of
]’4-0'1 ain size, and the 35- and 25-tablet sizes so you know where they
fall in relation to the reported ingestion cases.

Each one of these cases is represented on here by a dot, and you
see a small number beside these dots. These numbers refer to a
bibliography of the scientific articles where these case reports dre
orinted so that you can check on any one of them you are interested
in, if that is 1('quuml or requested.

To make it stand out, 51:1\'0 taken the deaths and drawn them as
large circles on this (hnll The smaller dots are cases which may or
may not have had symptoms, but are reported cases of children of that
age that took that much aspirin.

You can see that there is 1 child reported, case No. 35, that died
from a dose about the 35-tablet size. In reading the hhtul\ of this
case, this was a child of two and a half years of age who was in an
advanced stage of deterioration from sickle cell anemia. It had a
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hemoglobin content of the blood of only 2.5 grams percent as compared
to a normal of 12 to 14 grams.

Sickle cell anemia is a condition where the red blood cells begin
to deteriorate and develop a sickle shape with a great loss of hemo-
globin and impairment of the child’s health and also threat to its life.

This is one child then that died from a dose of aspirin below the 50
grains.

The next fatality recorded, No. 27, is a child that got around 90
grains of aspirin.  You can see there are three others on this chart, so
there are five fatalities altogether, of which four are legitimately a part
of the aspirin poisoning syndrome.

You will note that on the left of the 25-tablet line, the broken line,
there are 22, as I have counted the dots, cases reported. In these, 12
of the children had only mild symptoms, 7 had no symptoms at all,
and in 3 of the cases, whether there were symptoms or not was not
reported, and of course there were no deaths.

In the 25- to 35-tablet range, there are 15 patients. Of these, there
was one severe coma, and this was a child who got no treatment for
34 hours after the drug was administered. There were eight that had
mild symptoms, three that had no symptoms at all, and two in which
we have no information. So we really don’t have any serious sym-
ptoms at all in this 25 to 35 range.

In the 35 to 50, of course, the symptoms are a little bit heavier, as
you would expect, but again there are no deaths until you get up to
the 90-grain area.

This table also shows how large the doses are that children of this
age can take and recover from without injury.

It might be pointed out here that aspirin is different from many
other drugs or hazardous substances in that it does not damage the
vital organs in such a way as to leave significant permanent injury
after such overdosage. Recovery from overdosage is therefore
usually prompt and complete.

Based on these data, and the total weight of the medical evidence,
it is clear that the lethal dose of aspirin for a 2-year-old child is some-
what above 400 milligrams per kilogram of body weight, which
caleulates out to 78 grains, or sixty-two 1)-grain tablets for our
hypothetical 2-year-old child. The toxic dose for such a child is well
above the 47 grains or 38 tablets suggested by the surface area dosage
formula which I have just quoted.

We believe therefore that the present bottle of 50 tablets has shown
itself to be very safe, particularly when you take into account the 50
million bottles a year being used with a mortality rate I estimate of
only 10 to 12 per year from both accidental ingestion of these children’s
aspirin tablets and therapeutic overdosage. If it is felt that legisla-
tion in this matter is needed, then a 35-tablet size bottle would widen
the margin of safety by about one-third. A 25-tablet bottle referred
to earlier in these hearings would go still further.

However, as I have already indicated, if you decrease the size of
the bottle below the amounts required for ordinary use, you create
the need for multiple bottles to be kept on hand and thus increase
the opportunity for accidental ingestion and reduce the safety.

There is no set pattern of how a child comes to get an excessive
number of aspirin tablets. However, published studies show that
in about two-thirds of the cases, it is because the bottle was not in
the right place, in other words, through adult carelessness,

68-985—66——13
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Here we have a chart (see fig. 5) which gives what has been published
on this in scienfific literature. Here are six published nrticie.s which
deal with where the bottles were.

On the extreme right you see a column entitled “Not in usual storage
place.” U.S. Public Health Reports, 1964, which reported the survey
of the eircumstances surrounding the cases reports a figure of 67.7
percent or in two-thirds of the cases the bottle was in the wrong place.

Dr. Cann, at another time, reported 68 percent.

Drs. Corsa and Atallone reported 10.1 percent of the bottles also
not in the usual place.

Some of these authors have tried to find out exactly where the bottle
was. Cann found 13 percent of his cases with bottles on the floor;
25 percent were on an open shelf or table.

Mellins had similar figures, he had 16 percent he recorded as in an
unlocked drawer or cabinet.

Jensen and Wilson reported 30 percent of the bottles were on the
floor and 27 percent on open tables and so on.

In other words, the carelessness of the adult in charge of the child
is & very large factor in making this possible.

Very astonishing to me originally was the published data that about
25 percent or one out of every four cases were of children with previous
histories of accidental ingestion. (See fig. 6.)

I referred to the Syracuse study a few moments ago. In this
Syracuse study trained public health workers are going into 1,500
homes once a month to investigate all the conditions surrounding the
placing of poisons and potential hazards. They are trying to educate
the householders to proper systems of safety and so forth.

They have told us informally at this time because the study is not
finished, that they already feel that they can predict the child and the
family in which a poison case is going to oceur. There is something
in the environment and the presence of an active or hyperactive
child, a child which demands attention and so forth that seems to
lead it to get into poison scrapes.

I would like to illustrate this from some of the published literature.
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THE REPEATER PROBLEM IN CHILDHOOD ACGIDENTAL POISONING
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We have seven articles written on this within recent years, and in
each report the number of children involved in accidental poisoning
cases from each author was a fairly large number, as you can see.

Dr. Jensen, for example, out of a hundred cases that he handled,
had 25 percent who were repeaters.

The other high one is Dr. Wehrle, who in a similar group of a
hundred children, had 28 percent who were repeaters; and, 73.8
percent, or three-fourths of those repeated within 1 year of their first
accident episode. So roughly one-quarter of these children more or
less do get into repeated trouble, because of some psychological urge
on their part, or perhaps because of a family environment where these
poisonings seem to them an attractive thing to get involved in.

Another very serious problem that is not written about much for
fairly obvious reasons, is that from 14 to 74 percent of the aspirin
poisoning cases are due to the administration of overdoses by the
mother, either on her own, or on the recommendation of a physician.

I have here six scientific articles where these facts are broken down
and are considered.

Apparently what happens, the doctor will tell the mother over the
telephone to give the child one or two or three tablets; and mother
gives them, then she gives another an then an hour or two later another,
or she misunderstands the doctor and piles the dosage in, or what was
an initial large beginning dose is continued. The therapeutic over-
dosage is a very large factor of the entire poisoning syndrome.

In this table (see fiz. 7) that you are now looking at there are 220

atients recorded altogether, and in these, 86 of these got their aspirin
Ey therapeutic overdosage, that is, 39 percent of them were thera-
peutic overdosages. I don’t need to point out to you that this thera-
yeutic overdosage situation would not be modified in any way by
imiting the size of the bottle.

The solution to this problem is education.

Responsible heads of drug manufacturing companies are greatly
concerned about the proper use of their products, especially with re-
spect to their efficacy an-.'i’sufel_\‘. There can be no question but that
adult carelessness with potentially toxic materials is the real culprit
in childhood poisonings. But, carelessness cannot be abolished by
legislation.
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CONTRIBUTION OF THERAPEUTIC OVERDOSAGE TO ACCIDENTAL POISONING
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Realizing this, members of the drug industry recently formed the
Council on Family Health. This nonprofit group was created to
attack this whole problem in the most effective way—through mass
education. The principal target is mother, keeper of the family
health. Through all available media the council is distributing
materials that alert mother, and others, to the problems of home
safety—and how to overcome them.

The drug industry is in the business of helping and healing people,
not of hurting them. Because the industry recognizes its responsi-
bility in this area, it has developed many safeguards over the years to
help eliminate the misuse of medicinal preparations.

The Government, the professions, and industry have been cooperat-
ing for years in the matter of childven’s aspirm. For example, an
article in the Drug Trade News of February 28, 1955, reported the
agreements reached at a conference called by the Food and Drug Ad-
ministration on the accidental misuse of children’s aspirin. This was
attended by representatives of the American Academy of Pediatrics,
the American Medical Association, various groups interested in acci-
dent prevention, the Food and Drug Administration, and industry.
The recommendations of that conference have been followed exactly
by Sterling Drug and all other leading manufacturers.

Today practically 100 percent of the children’s aspirin tablets
marketed comply with the following recommendations of that con-
ference:

1. Children’s aspirin bottles to be limited to a maximum of 50
tablets.

2. The tablets to be standardized to 1% grains each.

3. On the specific choice of the medical profession children’s aspirin
tablets will continue to be flavored.

4. The industry has urged through labeling that parents keep all
medicines out of the reach of children. This you will find on the label
of all aspirin bottles.

5. The industry to l)m\'ide detailed dosage recommendations for
specific indications and for specific ages to assure a safe and proper
dosage. And, finally;
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6. The best presently available safety closure to be universally
used.

If we make the bottle cap too difficult to remove we defeat our
purpose, for the mother will simply fail to put it back on the bottle.
Even so, pharmaceutical manufacturers have never stopped their
efforts to develop improved safety closures. Sterling Drug is plan-
ning to market Bayer aspirin for children with a still further improved
closure very shortly. Incidentally, during these years consumer and
market tests have been conducted by us to determine the accepta-
bility of children’s aspirin sold in strip packs in which each tablet is
separately wrapped. Consumers did not like this type of packaging
and preferred the conventional type of bottle.

At the present time, gentlemen, the Bayer aspirin for children is
marketed in this sealed earton. A child would have to tear one of these
cartons open in order to get at the bottle, if the bottle was fresh and
contained the full amount of tablets.

Here is the modified eap which we will have on the market very
shortly, it is very similar to the one which you have been shown before
and have up there before you [passing sample to the chairman].

We have looked at very complicated and more difficult caps to
remove than these, and believe that mothers probably will find these
caps a little bit too hard to get on so that there will be a tendency for
them to leave the cap off, and leave the bottle just covered loosely
by the cap in their medicine cabinet. This is a danger which is very
real because it rumns the efficacy of the, hopetully, satety cap.

Mr. Rogers asked Mr. Solmson if it will be possible to leave out the
flavor of children’s aspirin, this in on page 183 of the hearings. This
question was debated at the 1955 conference. The physicians there
believed that the flavor did not add appreciably to the hazard, and
greatly improved the acceptability of aspirin to the sick child. They
therefore preferred that the tablet be flavored. The American Medi-
cal Association, the Food and Drug Administration, and the manu-
facturers agreed to this decision, so such tablets are now usually
flavored.

If Congress feels the necessity to reduce by legislation the quantity
of children’s aspirin per bottle this shoulld be 35 one and one-quarter
grain tablets. Due recognition should be given to the fact that a
bottle of tablets after the sealed carton has been opened for the first
use, thereafter always contains less than the original number. The
fact, as discussed just above, that 90 percent of the children involved
in accidental ingestions of salicylates show no symptoms at all sug-
gests that in most instances the children do not consume the entire
contents of a bottle, either out of choice or because it is not full. Al-
though adequate statistics are not presently available in this point,
what there are suggests that more than two-thirds of the reported
cases of accidental ingestion of children’s aspirin involved taking sub-
stantially less than 50 tablets, and over one-half of them involve
ingestion of 25 tablets or less.

The first portion of this statement set forth the relatively large
numbers of children’s aspirin tablets required to treat childhood
diseases. If a quantity permitted by law in one bottle is too low,
mother through necessity to meet the dosage needs of her children,
will purchase several bottles at one time, thus multiplying the avail-
ability of the tablets in the home. The greater number of bottles
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available in the home the greater the opportunity for children to
.experiment. Dr. Palmisano admitted this fallacy in the demand for
an excessively small bottle when he admitted that he expected the
mothers would buy a lot of the small bottles. This is on page 40 of
the hearings.

Another practical and important aspect of reducing the container
to even 25 tablets is the effect that such a reduction will have on the
effectiveness of the smaller label as a medium of communication. The
important dosage and warning information which by law and by good
medicine we place on the labels of our children’s aspirin would become
so small in type size as to be virtually illegible. If you cut that
bottle down one-half you will see that you would have great difficulty
in reading what there is on the label; that is, unless the amount of
text ecarried on the label is greatly reduced in content.

It would be a distinet disservice to the public if this information
were to become unreadable or if it were removed entirely from the
label, to go on a package insert or some other place, vet if the bottle
size i1s materially reduced, what alternative is there? And will the
consumer who needs this information benefit?

Mr. Rogers raised the question with Mr. Stetler of the desirability
of first-aid instructions on the bottle. It would not seem wise for
several reasons to put directions on the bottle of how to treat suspected
aspirin overdosage. In the first place, about 9 out of every 10
reported cases of accidental ingestion never have any symptoms of
overdosage, and the child may have swallowed none or only insignifi-
cant amounts of the tablets.

Secondly, in the remaining 10 percent of the children, the first
treatment is to evacuate the slnnmc{]. Vomiting is not easy to induce,
particularly by an excited mother in the home. There is no good
emetic commonly available in the homes which can be relied on to
invariably induce prompt and copious vomiting. Sirup of ipecac has
been rccommende(li for this use, but it is found in very few homes and
may take as long as 30 minutes to take effect. If the mother has to
go to the drugstore for it, she would be better off to take the child
to the doctor’s office or to the nearest hospital.

Aspirin remains in the stomach long enough without causing damage
to the stomach, so that a reasonable time can be taken in getting it
out. It is not like the caustic poisons in this respect.

There is no specific antidote for aspirin, which would neutralize it
in the stomach like bicarbonate of soda would neutralize an acid.

In authentic poisoning cases the stomach needs to be washed out
by passing a stomach tube, which can only be done by experienced
personnel. Therefore, the most useful first-aid directions would be
to put on the bottle the warning statement “In case of accidental
overdosage call your physician or hospital at once.”

Mr. Rogers also asked Mr. Stetler, at page 86 of the hearings, why
first-aid directions are suitable for packages of hazardous substances
but not for drugs. The materials covered by the Hazardous Sub-
stances Act are in general corrosives, irritants, caustics, et cetera,
which do damage immediately on contact with the body. Speed of
neutralization or removal is therefore an important factor in pre-
venting injury. It is of much less importance with aspirin since
symptoms of overdosage may take as long as 12 hours to appear.
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For these and other reasons we believe the proposed legislation
limiting the quantity of children’s aspirin per bottle will not have
the desired effect of eliminating or decreasing alleged fatalities and
alleged injury due to accidental ingestion. As a matter of fact, such
legislation could actually increase misuse of the product by creating
greater availability in the home. Calls to the Nation’s poison informa-
tion centers would probably increase, and thereby further inflate
these already unreliable statistics.

As a matter of high public interest, if a maximum quantity of
children’s aspirin per bottle is to be limited through legislation rather
than the present voluntary agreement, Congress should specify
the limit and not delegate this responsibility to an administrative
agency which would set the limit by arbitrary regulation.

Delezation of such authority by the Congress is entirely unneces-
sary. No scientific question exists. Nothing can be gained through
regulatory fiat in this situation. Based on FDA’s own statements
here, Congress can set a limit of twenty-five 1)-grain tablets and be
excessively safe, or based on this present statement and other author-
ities in this hearing, Congress can select a limit of thirty-five 1 }4-grain
tablets and also be more than safe.

The 35-tablet limit is especially preferred because it goes further
toward providing enough children’s aspirin per bottle to cover several
days of therapeutic use in treating one child’s illness. Moreover,
whether the maximum limit be 25 or 35 tablets, the fact of the matter
is that, on an overall average, after the bottle is first opened it will
probably contain only a fraction of the maximum number specified.

Whether or not Congress specifies the maximum number, if legis-
lation should be decided upon, the Food and Drug Administration
should be empowered by Congress to increase the number of tablets
when better closures become available, or if the product is made avail-
able in strips of tablets or in any single tablet dispensing forms. The
regulatory process would be appropriate here because these are possi-
ble, not actual, situations and these criteria are measurable ohjectn’ely.

I would like with your pleasure to read to you an editorial which
just appeared in the Grants Pass, Ore., Daily Courier. I don’t
{‘:now how this editorial came to be written, certainly we had no hand

in preparing it, but it sums up a layman’s view of this situation I think
in an excellent way. The editorial is labeled “Candy Flavored

Aspirin Problem One for Parents’:

It seems Congress must invariably stick its nose into areas where it should
be apparent that no legislation is necessary or at least attacks the wrong side of
the problem when one does exist. The case in point is a current investigation
in the Capitol Hill Chambers of the packaging of children’s candy flavored aspirin
which apparently constitutes a menace to young ones throughout the land
because as one solon commented, “Every third day a child dies from an overdose
of candied aspirin.”

We would first question a seemingly disastrous figure as highly improbable,
but if true, something perhaps should be done about it. That 183 children should
die each year from this form of accidental poisoning does constitute a cause for
alarm if true. But the direction of the congressional investigation is along the
lines of limiting the number of pills in each container so children would theoret-
ically be unable to get enough in one botile to poison themselves. This would
obviously require pretty small bottles and as a result mothers with several children
probably would have more than one bottle in the medicine chest so the limit
would solve nothing.

Tf an answer is to be found, it also won’t be that of Representative Leonor K.
Sullivan, the Democrat of Missouri, who uttered the flat statement about the
mortality rate. She asked “Why permit these pills to be sold at all?”
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Why indeed? Has she ever tried to get a large aspirin fragmented accurately
for the correct dosage for a child and then get a tot to swallow the sour tasting
bit? Probably not. The answer it would seem must lie in either education of,
or a restrictive sort of punishment for, parents who allow medicine to be reached
by children. Just placing the medicine on a high shelf won't help because some-
how when compelled by his curiosity the child will attain almost any height to
which an adult can climb. = Rather, the only answer is to keep all medicines in
a well locked place and with a key in another place unknown to the child. Even
then once in a while an innocent youngster will find the one and open the other
with fatal results, but it would minimize the problem. But, to blame the drug
industry for our parent’s stupidity seems highly unfair to say the least and an
offense to our economic way of life, at best.

Gentlemen, if you will permit, I might summarize all this in a very
few words.

In my opinion you have been asked to deal with the wrong problem.
First, a large number of the reported instances of aspirin ingestion are
not poisoning in the ordinary sense, inasmuch as 90 percent of these
take too little and have no symptoms or negligible symptoms.

Secondly, among the true poisoning cases giving rise to the misused
ficure of 125 deaths, probably one-half the deaths are from oil of
wintergreen, a rubbing liniment.

A substantial proportion of the remainder are from inadvertent
overdoses during therapeutic use. Also in this group are the repeaters
which form a psychological problem, maybe as many as a quarter of
the total. Of those deaths properly aseribed to aspirin and all other
salicylates, probably only about 8 percent, or 1 out of 12 of the deaths
are from children’s aspirin tablets.

You are also being asked to provide the wrong answer to this wrong
question. The small bottle would contain too little for practieal
needs. The small bottle would lead to the purchase of several bottles
at once, increasing the hazards. The small bottle would require
illegible printing and reduce the effectiveness of the warning state-
ments.

The fault is not in the bottle, it is in the negligence or ignorance of
parents who do not safeguard medicines properly and do not replace
safety caps properly on the bottles.

What is then the right answer?

First, these new safety closures.

Second, education of mothers by all modalities which include such
things as the Council on Family Health.

Third, voluntary agreements arrived at in conference by the parties
at interest.

Fourth, the 50-tablet bottle has proved itself very safe indeed, but
35 tablets can be legislated if additional safety is deemed necessary.
The 25-tablet bottle is almost certain to be too small and to create
more difficulties than it corrects.

If there is to be a change, it should be by legislative enactment of
specific size of the bottle, rather than leaving the decision to possibly
arbitrary, regulatory fiat.

Gentlemen, in my opinion this problem is too important for Con-
gress to delegate the decisionmaking authority to other branches of
the Government.

Thank you.

Mr. JarmaN. Thank you, Dr. Tainter. We appreciate your being
with us this morning and adding this well documented statement to
our record.
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You referred several times to the 1955 conference at which the
number of 50 recommended aspirins in the bottle was determined.

How thoroughly did that conference go into the problem?

Dr. Tainter. They spent an entire day on it. It was by previous
notice so that everybody there came prepared with his facts and figures
and principles pretty well clarified. We believe it was a judicious
conference which brought out very close to the proper answers to the
questions raised.

Mr. Jarman. Your compliance with the 50-tablet recommendationis
on a voluntary basis?

Dr. TainTeR. It is on a veluntary basis at present, yes.

Mr. JarmAN. And you indicate in your statement; and I quote
from page 3:

We stand ready to follow the recommendations of such a conference today.

Dr. Tainter. We would be delighted if such a conference were
called so we could participate, present the facts and help in arriving at
a sound decision.

Mr. Jarmaxn. Since FDA, apparently takes the position today in
favor of a lesser number of tablets than the 50, let me ask this: In your
informal conferences and contacts with FDA, has a recommendation
been made to your company in the past year, that it be a lesser
number?

Dr. TaixTer. There has been no approach to us that we reduce the
size of the tablets, either formally or informally—reduce the size of
the bottle.

Mr. Jarman. The size of the tablets?

Dr. Tainter. The size of the bottles. There has been no attempt

to get us to reduce the size of our bottle below the 50 tablets of 114
grain size. In other words this legislation is the first move in an at-
t.em})t to get the smaller size bottle on the market.

Mr. JarMaN. Are you in contact with the FDA?

Dr. TainTeER. Yes. We are. In April I believe it was, I cancf:ive

you the exact date if you wish, I spent 2 hours with Dr. God ard
discussing these matters so that he knows our views very thoroughly.
We told him very explicitly we would be delighted to go along with any
kind of a voluntary decision of a well constituted conference.

Mr. Jarman. Thank you.

Mr. Rogers?

Mr. Rocers of Florida. Thank you, Mr. Chairman, excuse me a
second.

I thought your testimony was well documented. I thought it
very effective.

I am concerned; I wonder if you could give me a little breakdown
on one figure on your chart 6, where you talk about the published
reports that show that from 14 to 74 percent of the so-called aspirin
poisoning cases are due to the administration of overdoses by mothers,
either on her own or on the recommmendation, mistaken or otherwise,
of a physician? Now, I wonder how many were taken on the recom-
mcmL\linn of a physician which was in error? Does the literature
break that down?

Dr. Taixter. The literature does not break that down in any
clear way. This is a very touchy situation. A physician would not
like to report that he had overdosed a patient in a published paper
and subject himself to legal hazards, so this is a kind of a terra incognito.
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Mr. Rocers of Florida. There is no way of our telling that, then?

Dr. Tainter. All that we know is that in these six reports which
are published—I can get you reprints of it if vou wish—the percentages
of the aspirin ingestions which were due to therapeutic use by a doector
or by the mother—or I should say somebody giving it to the child,
it was not the child getting it-—was 39 percent of the total in the six
reports.

Mr. Rogers of Florida. What was the other percentage?

Dr. Tainrer. Seventy-four percent in one, but he had 43 patients
there. He may have a special group, a selected group. On the other
hand, you have to look at the article by Dr. Driver who in 24 patients
had only 24.5 percent of therapeutics, or somewhere in that general
rate range.

Mr. Rocers of Florida. What do you do to give guidance to pre-
scribing a dosage under 3 years of age?

Dr. Tamnter. We give none.

Mr. Rocers of Florida. You give none; no sugoested doses?

Dr. Tainter. No. Because, if we did that, of course it would have
to go on the bottle or the package insert and it would be available to
the parents. The doctors get their knowledge about the doses to be
used for these various age brackets from these formula on the age,
the weight, or the surface area formula.

Mr. RoGers of Florida. I thought you said weight was not a very
good point,

Dr. Tainter. It is not very good, that’s right.

Mr. RocEegs of Florida. Yet they are using that?

Dr. Tamnter. They are using that for many compounds and for
ordinary—under ordinary circumstances it is reasonably satisfactory.

Mr. Rogers of Florida. Shouldn’t you put out some literature to
correct that impression, if 74 percent of these studies possibly could
have come, we don’t know, from the recommendation of a physician?

Dr, Tainter. I think in many cases they did come from the recom-
mendation of a physician.

Mr. Rocers of Florida. Couldn’t something be done there?

Dr. Tainter. Well, there is a lot of literature on this dosage so that
it is available to the doctor in published literature. We don’t hand
olut. booklets on Bayer aspirin for children to the doctors. They know
thaft

Mr. Rocers of Florida. Couldn’t you do that? You preseribe it
enough

Dr. TaixteEr. Yes, we could.

Mr. RoGers of Florida. Your industry I think would perhaps do a
public service in making suggested formulas available.

Dr. TaintEr. We certainly could do that. We would have to de-
velop a special booklet for the information of the medical profession.
That muid be done.

Mr. Rocers of Florida. This is done in some instances, is it not,
for some drugs?

Dr. Tarxter. It is for professionally prescribed drugs, preseription
drugs particularly. The doctor uses the booklet as his major source
of information, particularly on a new drug.

Mr. Rocers of Florida. I would think this would be helpful to the
profession, if this high a figure is possible.
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Dr. Tamnter. Yes. The surface area is the most accurate way of
calculating the dose.  Apparently the response to drugs is deter-
mined, is more proportional to the surface area than it is to the weight
or the age, although there are variations in that.

Mr. Rocegrs of Florida. I think that should be made known, and I
would be interested in following up if your company cares to or decides
to do something like that. I think this committee would be interested
in seeing about other members of the industry getting information to
the doetors or else let Food and Drug do it. I don’t know why they
couldn’t do it, after consultation with the industry and the medical
people.

Dr. Tarnter. There is no real problem in developing a booklet of
instructions or dosage, and that could include first aid instructions
and anything else that was pertinent.

Mr. Rocers of Florida. Let me ask—why did the industry agree
in the first place to reduce its bottle size for children’s aspirin?

Dr. Tainter. Because it was the opinion of that conference group
that the 50-tablet standardization was the proper size, proper number
of tablets to have, and they wanted the 1Y%-grain size, which is one-
fourth of the full 5-grain tablet. We at that time were making a 2%-
grain tablet which we were putting out in bottles of 50, so we cut our
tablet size in half and still kept the same 50 bottle. There are a few
minor brands, mainly locally distributed, that have other sizes. There
are some bottles; a few bottles of 100’s which are primarily used, I
suspect, in hospitals.

Mr. Roaers of Florida. What I wanted was the idea for the safety
factor.

Dr. Tainter. That is right.

Mr. Rogers of Florida. For reducing the number.

Dr. Tainter. That’s right.

Mr. Rocers of Florida. So that it has some cred ence then on the
size of the bottle, as far as children being affected—

Dr. Tainter. Yes. They felt that this was the ideal size from all
considerations, including having enough available for use.

Mr. Roaegs of Florida. The question is then whether we should go
below that. Industry has agreed that size is a factor.

Dr. Tainter. Is a factor; right.

Mr. RoGers of Florida. And whether we should do it or let it be
done voluntarily, whether it is necessary, do you think 50 is not an
unreasonable number?

Dr. Tainter. It has turned out to be a very good number over the
last 11 years.

Mr. Rocers of Florida. T am also concerned by the fact that the
Food and Drug Administration has given out a figure that some 10,000
out of 12,000 reported cases, as I recall the testimony, was from baby
aspirin poisoning, or overdosage.

Dr. TainteR. I don’t know where that figure came from.

Mr. Rocers of Florida. Well I will ask. This committee will ask
them to document that statement to the committee.

Dr. Tainter. The poison control centers have told us they have
no such information in writing.

Mr. RoGegs of Florida. Now, you say oil of wintergreen is quite a
problem. Should some consideration be given to that?
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Dr. Tainter. I think oil of wintergreen should be labeled as a
hazardous substance if it is around the home to be used as a rubbing
liniment.

Mr. Rocers of Florida. Is that presently done?

Mr. Luraer. There are special labeling provisions in the FDA
regulations for highlighting the danger.

r. TainteEr. The problem here——

Mr. RoGErs of Florida. This legislation would give him authority
to do something about oil of wintergreen because the wording is
“or other forms of salicylic acid.”

Dr. TainTER. The problem on the oil of wintergreen can be clari-
fied if I simply point out that if a child swallowed 1 teaspoonful of oil
of wintergreen, 'he might get a fatal dose.

Mr. Rogegs of Florida. Just 1 teaspoon?

Dr. Tainter. One teaspoon; yes. ]Yuu see 1 teaspoon is 5 grams,
and 5 grams is 5,000 milligrams, which is 62 of the tablets, so that a
single swallow of oil of wintergreen can very well be fatal.

Mr. RocEers of Florida. Well

Dr. TaintEr. And this is why it is so hazardous a thing to have
around.

Mr. RogEgrs of Florida. I think we ought to go into this problem
too.

This bill would give them authority under the present language?

Dr. Tainter. Under the present language; yes.

Mr. RoaErs of Florida. Should we take any action to actually
require physicians to report all cases of overdosage, or hospitals to
report this to a center in order for us to get some legitimate statistics
or know what action should be taken?

Dr. Tainter. There are two ways to get the statistics, either set
up field studies on a voluntary basis with cooperating groups, and
this is what is being done now at Syracuse. There the Syracuse
Board of Health, the University Medical School, the State board of
health and the drug industry are participating in underwriting a study
to go from 3 to 5 years. They have 3 groups of 500 familes each. In
one family group they are following, are families where poisoning has
occurred in the children,

They have another 500 group where poisoning has not occurred
where they are doing intensive education of the family by monthly
visits, inspections of the house, talking to the housewife about the
hazards, and so forth.

The third family group they are using as an unchanged control
group.

They are now going into their third year I believe, and they have
all of their data on IBM cards. We have seen no tabulations, but
they are investigating each entire circumstanee of each poisoning
incident: If we had a group of these in different parts of the country
to take care of the differences in local habits and local distribution of
drugs and medicines and so on, then we would have a very complete
understanding of this and could really do what the best thing possible
is.

Mr. RoGEers of Florida. Now I notice you say you don’t think it is
advisable to put any first aid treatment on it because of the size of
the bottle, and because it takes 12 hours before you get the symptoms
of an overdosage of aspirin.
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Dr. TAINTER. Yes.

Mr. RoGers of Florida. Now does this mean you could have death
in 12 hours?

Dr. Tainter. It would be very unusual, no. I think I either
misspoke or was not understood.

Symptoms can take as long as 12 hours to develop in the case of
low dosage, or threshold cases. But aspirin is a drug which has no
adverse effect on the stomach, it doesn’t burn the stomach the way
an acid or lye would, it takes several hours for it to be completely
absorbed so that you can take time and get the child into the hands
of a professional who can determine how much was taken and decide
whether they need to wash out the stomach or just watch the child
for any symptoms. This is a kind of a decision a mother should not
make because the symptoms develop so slowly. She is very apt to
make a mistake and do the wrong thing.

Mr. Rocers of Florida. Well, in any event if there is an overdose,
the sooner you get it out of the stomach, the better for the child.

Dr. Tamxter. Yes, of course.

Mr. RoGers of Florida. So, first aid, in other words if the mother
could have the child vomit this would at least help to get it out
of the svstem even before she took it to the doctor. Suppose she
had a difficult time finding a doctor, and sometimes this happens
nowadays. I have even had the experience myself with that.

Dr. Tainter. Well, there is a doctor or a hospital within a half
an hour of almost evervbody in this country.

Mr. Rocers of Florida. Well, sometimes it is difficult to find a
doctor.

Dr. Tainter. Except, of course, in the most rural areas.

Then there are the hospitals.

Mr. Rocers of Florida. Well, not always the hospitals.

Dr. Tainter. Nearly every hospital has a poison control center
where they are equipped to handle these cases promptly on admission.
The problem of vomiting, I think maybe I should tell you a little bit
more about that.

The problem of vomiting is this, that there is nothing in the home
which is a good effective vomiting agent to make the children vomit
quickly.

Mr. Rocers of Florida. Except the finger, possibly.

Dr. Tainter, Well even that does not work with the child excited
and so forth, that does not always work.

When I was a medical student I taught, and was taught that they
should use a mustard infusion.

Well, the mustard seed that you get doesn’t have any irritant prop-
erties until after yvou let it steep for 10 to 15 minutes. I know a lot
of mothers would be excited with a child whom they thought had
swallowed a bottle of aspirin and would not wait 15 minutes or so
until the mustard developed its strength, so that it would not work.

They have tried sirup of ipecac. The trouble with ipecac is that
it may take as long as a half an hour for it to work in about a third of
the cases, and nobody has sirup of ipecac in their medicine cabinet
anyway, so that there just isn’t a good antidote, a good vomiting
agent that the mother can be told to use. If she calls the doetor or
the hospital and tells of the circumstances, the doctor will say to
either bring the child in, or he will drop out and see it, or she does
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whatever is necessary and this gives the child an opportunity to have
professional protection.

Mr. Rogers of Florida. Now, on your aspirin bottle, I don’t see
where you say, that for overdoses or for treatment for overdoses,
immediately contact a doctor.

Dr. Tainter. This is what we are recommending here today as
being the preferred way of emphasizing the fact that you should con-
sult or contact your physician. We will be very glad to put that on
the labels, and we think it might be helpful. It would be the most
helpful thing we could put on it.

Mr. Rocers of Florida. I notice your printing about keeping the
medicine out of the reach of children is blue on blue. It might be
difficult for some people to see.

Dr. Tainter. I can promise you that will be changed. I am
embarrassed by that very much.

Mr. Rocers of Florida. I think it is difficult to see.

Dr, TainTeR. Yes.

Mr. Rogers of Florida. Now, one other question and 1 will con-
clude.

I notice that you don’t want us to turn over to an administrative
agency the right to set by regulation the number of aspirins in the
bottle. But now suppose we require a hearing? A proper hearing
where parties can be heard and evidence must be adduced, what
would be your feeling on that?

Dr. Tainter. Well, T think it would be better than letting them
do it without a hearing, but I think that you have enough data in
front of you now so that a decision— you have relatively few choices
and a decision could be arrived at right here.

Mr. Rocers of Florida. You think it is better for us to just say
“35,” than turn it over and let them go through hearings with it and
get in medical evidence from both sides?

Dr. Tamnter. I think it is much better.

Mr. Rocers of Florida. And yet you are willing for us to empower
them to increase the number of tablets. Why is that? Don’t you
want to let them decrease the number?

Dr. Tamnrer. If there is some new packaging which develops
whereby a bottle comes out that is safer than any we have now, or
some new way of packaging tablets, that is obviously better, then
they should be empowered to take cognizance of that.

Mr. Roaers of Florida. Don’t you think probably it is always
going to be difficult to get a safe cap? A child, one way or another,
is going to be able to get through one, I would think.

Dr. Tainter. Incidentally, we tried that cap you have on there in
a children’s home and we found that no children 2 years old could
open it at all out of 20-some that tried it; and about 20 tried it in the
3-year-old category and only 2 could get it open after they had been
shown how.

Mr. Rocgegrs of Florida. I think we should commend you for that.

Dr. Tainter. I strongly suspect that in a good many of these
children’s cases that the mother just put the cap loosely on the top
of the bottle and hasn’t snapped it down.

Mr. Rocers of Florida. Thank you. Your testimony has been
most helpful.

Dr. Tamwter., Thank you.
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Mr. Jarman, Mr. Nelsen.

Mr. Neusen. Thank you, Mr. Chairman.

On page 3 you make reference to the marketing policies and also
for industrywide conferences, how they were held.

Now it is possible that the Food and Drug Administration feels that
this is too time consuming, that it would be too difficult to get industry-
wide participation and cooperation?

Dr. Tarnter. Well, if this were a court of law I wouldn’t be allowed
to answer that question because you would be asking me to assume
what somebody else is thinking. I don’t have an answer for that.

Mr. NELsen. Let me ask you this. Has the industry cooperated
on a hich percentage

Dr. TainTeR. Industry is very cooperative about this thing. In
all the discussions we have had, T have never heard anyone even
suggest they would not happily go along with any decision of such a
conference group. In other words as I said, we are engaged in selling
medicines, and we have a feeling of public responsibility. We will
do what is best, as soon as that can be properly established.

Mr. Jarman. Will the gentleman yield?

Mr. NeLsEN. I yield, yes.

Mr. Jarman. How was the decision arrived at in the 1955
conference?

Dr. TainTeER. There was a general consensus.

Mr. Jarman. Was a vote taken?

Dr. TainTeEr. I don’t think they needed a vote. No, there was
not enough division of opinion, they just diseussed the thing very
thoroughly and these were the decisions they arrived at by consensus.

The reason I quote the Drug Trade News on that was because un-
fortunately apparently nobody kept any minutes of this meeting.
T have not been able to find any authoritative minutes. They had a
Chairman, Dr. Holland, who was the medical director of food and drug
at that time, but they had no secretary to take the minutes so the
Drug Trade News, which attended the conference, reported it in fair
detail and gave the conclusions which were arrived at and which have
been lived up to, of course, ever since.

Mr. JarmAN. Based upon the difference in testimony that the
committee has had on this problem, do you think that a conference
of that sort whould reach a consensus?

Dr. Tarnter. Well I don’t know of any difference in testimony
here against the findings of that committee.

Mr. JArMAN. There has been some difference in testimony before
the committee to the number of aspirins, for example, that ought to
go in the bottle.

Dr. Tainter. From the 25 to the 35 to the 50?

Mr. Jarman. In that category, which is a big issue here.

Dr. Tainrer. I would think that if this committee were reconvened,
it would consider the data that you have in front of you now, particu-
larly the tabulation of the mortality and poison case incidence. I
would think this would stimulate the poison control centers, the
National Institutes of Health or HEW, &)llhli(' Health or somebody
to go out and get more detailed and reliable figures and statistics on
what the facts actually are. Then on the basis of those facts and
figures we would be able to arrive again at a proper consensus on
whatever was shown to be the proper course of action.
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Mr. Jarman. What amount of time do you think that would take
to come up with facts and figures to guide you?

Dr. Tainter. The Syracuse study, because they are trying to
follow these people and their families while they are in the process of
waiting for poisonings to occur, is what we call a prospective study.
They are looking ahead into the future. That is going to take some-
what over 3 years. They are about 2 years into it now. You could
get usable information I think in 6 months to a year if you set up a
group and had several investigators to go out and inquire into these
cases.

Mr. Lutaer. Excuse me. Consistent with the testimony about
the 35 and even the 25 tablets, if there is to be legislation, we are
suggesting those numbers. We would alsoif there were a reconvening
of the committee and the FDA came to the committee with the same
thinking that they had when they endorsed this bill and appeared
before you in June, we would certainly make the same offer of coopera-
tion and would not say that 50 is fine, we won’t move. Of course, we
will move, even if we do not feel the facts justify it, just the source
from which the suggestion is make would certainly be considered.

I just want to point out this is not a stalling device in any way.
We would appear before such a committee and make the same repre-
sentations as we have been making here.

Mr. JarmaN. In line with what Mr, Rogers said a moment ago
with reference to a hearing, if we provided in the bill for a hearing at
which time all interested groups and individuals could be heard,
would that not essentially achieve the same result that a conference
would achieve?

Mr. Luraer. Well, we think first on the proposition we made here,
25 and 35, there is no scientific factual question, it is a question of
policy. If you want to reduce it, it is a question of policy, you can
take the 25 or 35, there’s ample support for that, so we do not think
that there is a hearing needed in terms of developing facts. They are
pretty available and pretty clear. It is a question of setting the
policy. Hearings are not useful for that purpose. We think the
Congress ought to set the policy.

If, however, the committee would reconvene, it would receive the
Eﬂli@y of FDA and that would be considered in the deliberations.

orgetting that, assuming a hearing before FDA does oceur and does
get involved in facts, as you know legally the burden in such a situa-
tion is really on the defendant, the industry in this case, to overwhelm
in the evidence the position of the Administrator because the judg-
ments are sustained in the courts if there is any substantial evidence
to support the Administrator and his findings.

We do not feel that it is a sufficiently factual problem where you
should do that. It is purely policy, Congress should set it. If Con-
gress does not, we are perfectly willing to convene with FDA and the
professions and everyone else on this matter.

Mr. Neusen. I notice on page 21 you conclude your statement by
suggesting that, if a further limitation on the number of tablets in a
bottle is to be imposed, that the Congress do if, and you suggest the
figure of 35 grains or we might go to 25.

Now, assume that the Congress did go to 25 and it turned out to
be an utterly ridiculous number. Did it ever occur to you how cum-
bersome it is to get a bill through Congress to change it if we find we
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have made a mistake? TIs it possible that this procedure might in
some way be difficult for the industry if we did make a mistake in
setting it at 257

Dr. Tainter. I think we would prefer to take our chances with the
Congress, if you will allow me to say so.

Mr. NeLseN. Thank you for the compliment.

Getting back to page 8, I think I asked a question in the earlier
hearing relative to the term “accidental poisoning” and actually it
should have been termed “accidental ingestion.” It was your
feeling that the ficure dealing with accidental poisoning was taken from
a report which actually was accidental ingestion. Has that ever been
documented?

Dr. Tainter. Yes, it is in table 5, I think, of the poison center control
reports. They refer all the way through not to poison but to ingestion.

Mr. NeLsen. Was this a statement that came from Food and Drug
or from a witness?

Dr. TainTer. A witness of or from the Food and Drug here, used
the word “poisoning’ as if it were “ingestion.”

Mr. Newsen. In other words it is not exactly an accurate
analogy

Dr. TamnteR. No, sir.

Mr. NELseN. Thank you. No more questions.

Mr. Jarman, Mr. Satterfield.

Mr. Sarrerrierp. Thank you, Doctor. I enjoyed your remarks
very much.

I have no other questions, Mr. Chairman.

Mr. Jarman. Thank you very much, gentlemen, for being with us.

Dr. Tainter. Thank you, sir, for the opportunity.

Mr. Jarman. Our next witness this morning is Mr. James F. Hoge,
for The Proprietary Association, and I understand he is accompanied
by Mr. Paul R. Connolly, of Washington, and Dr. William D. Paul,
of the University of Towa Medical School.

We are glad to have you, Mr. Hoge.

STATEMENT OF JAMES F. HOGE, THE PROPRIETARY ASSOCIA-
TION: ACCOMPANIED BY PAUL R. CONNOLLY, OF HOGAN
& HARTSON, WASHINGTON, D.C., AND DR. WILLIAM D. PAUL,
UNIVERSITY OF IOWA MEDICAL SCHOOL

Mr. Hoge. Thank you, Mr. Chairman. We want to accommodate
ourselves to your time requirement and already we have contemplated
means of shortening our presentations.

Let me take a moment to introduce, please, on my right, Mr. Paul
R. Connolly. Mr. Connolly is a member of the firm of Hogan &
Hartson, in this city, and he is & member of the bars of the State of
Maryland and of the District of Columbia.

On my left is Dr. W. D. Paul of the University of Iowa Medical
School. “ He has been with that school since about 1930. He has
given me a statement of his biography and with your permission I
would like for that to appear of record at the appropriate place rather
than to take the time to read it now. I may be forgiven for just say-
ing that it is a very distinguished biography and that Dr. Paul also has
a very extensive bibliography. I had not thought that I would put

68-083-—66——14
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that of record unless the committee desires it, although I have it here,
It is a very extensive one.

Mzr. Chairman, I ask permission that my statement may appear in
the record in full.

Mr., Jarman, Without objection, it will be done.

(The prepared statement of James F. Hoge follows:)

StaremENT oF James F. Hoee oN Besanr oF THE PROPRIETARY ASSOCIATION

My name is James F. Hoge. I am a member of the bar of the State of North
Carolina and of the State of New York. I am a native North Carolinian and
practiced law at Greensboro in that state for about eight years before moving to
New York in 1930. My address now is 90 Park Avenue, New York City, where
I am engaged in the active practice of the law as senior member of the firm of
Rogers, Hoge & Hills.

REPRESENTATION

My appearance on H.R. 13886 is on behalf of The Proprietary Association,
the offices of which are at 1700 Pennsylvania Avenue, N.W., Washington, D.C.
The Association was organized in 1881 and has been in continuous existence
since. Its active members—98 in number—are engaged in the manufacture and
distribution of proprietary medicines—medicines which are completely com-
pounded, packaged and labeled for use by consumers.

These medicines are classified as over-the-counter items, i.e., items not re-
stricted by law or practice to sale on preseription. Illustrative of such articles
are many well-known products, such as Vicks Vaporub, Listerine, Bayer Aspirin,
Bufferin, Anacin, Alka-Seltzer, Castoria, Murine and Phillips’ Milk of Magnesia.
There are also 140 associate members—companies which do not manufacture
and distribute proprietary medicines but which are interested therein as suppliers
of materials and services.

POSITION

I would like for my first reference to be one of appreciation; to express thanks
on behalf of my client, The Proprietary Association, and of myself, its General
Counsel since 1934, for the privilege of this appearance.

Our appreciation is deepened by the seriousness of this legislation. For it is a
very serious hill—serious in purpose and potential to both producer and consumer.
I have said to my client—and, with your permission, I now say to you—that it is
the most crucial legislative proposal to econfront manufacturers of proprietary
medicines since the introduction on June 6, 1933 of 8. 1944, which—after much
amendment—and after five years—was to become the Food, Drug and Cosmetic
Act of June 25, 1938,

Let me interject at this point that this Association became a supporter of that
bill at the time of its Senate passage in May 1935. In August of that year, I
appeared before this Committee and pledged the support of this Association in
the following words:

“We do not oppose the bill here today and we do not propose any amendments.

“T am particularly glad to say that, Mr. Chairman, because up until this time
we have considered it necessary to be an opponent, although all the while we have
realized that improved food and drug legislation was, and is, needed, not only
in the interest of the public but in the interest of legitimate industry.” (Hear-
ings before the Subcommittee of Committee on Interstate and Foreign Com-
merce: H.R. 6906, H.R. 8805, H.R. 8941 and 8. 5, 7T4th Congress, First Session,
Saturday, August 10, 1935, page 694.)

This Association has supported this law ever since; and will continue to support
it. It now opposes H.R. 13886, but only in part. It certainly supports its
declared purpose “‘to protect children and others from accidental death or injury.”
To be sure, it is wholeheartedly in favor of child safety. If that were the full
extent of the bill, we would have no eriticism of it. Buf that is not the extent of
it, and our purpose and position here today are to seek such amendment as will
confine it to that purpose.

Our concern is that, under the heart-stirring banner of ““child safety,” the bill
would put the packaging and labeling of over-the-counter drugs under a system
of governmental licensing; would accomplish that by unlimited delegation of
authority to the Food and Drug Administration.

Our concern is confined to three points: (1) limitation, by FDA regulation, of
the quantity per package of aspirin—and of aspirin-containing products—
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intended for use by children; (2) requirement, by FDA regulation, of safety
closures for retail drug packages, whether or not intended for children; and (3)
delegation of authority to FDA to prescribe the content and the manner and
form of statement of labeling with respect to directions and warnings.

I. Quantity Limitation on Packaged Aspirin

Under Section 2 of the bill, a drug would be deemed to be adullerated if it is an
aspirin or other form of salicylic acid preparation in a dosage form intended for
use by children, and packaged in a retail container, if the aggregate quantity of
the drug in such container exceeds a limit which has been established by regulations
of the FDA as being likely—if ingested at one time by a child of tender age—to
cause death or serious injury.

Manufacturers representing at least 95% of the total children’s aspirin market
now package the product in containers of 50 tablets of 14 grains. They have
done this since 1955 when they adopted the recommendations of a special medical
advisory panel set up under FDA direction. The panel included representatives
of the American Medical Association, the Ameriean Academy of Pediatrics,
representatives of industry, members of the FDA and “general interest
participants.”

We are not here today to argue for a continuation of packaging 50 tablets to
the container, We are quite prepared to conform to contemporary thought
respecting the number of tablets per package, and to reduce the number. But,
for perspective, it is as important—as it is fair—to point out that the present
practice was formulated by the special advisory panel referred to and that the
panel operated with the participation and endorsement of the FDA, and that its
recommendations were adopted and put into effect without legislation or other
governmental coercion.

The action of that panel was reported in the columns of “Drug Trade News"
for February 28, 1955 and a copy of that report is att ached hereto as Appendix I.
The recommendation of the panel were as follows:

1. Children’s aspirin produets should continue to be offered in flavored
form.

9 Different dosage strengths of children’s aspirin were “undesirable”.

3. A standard dose strength per tablet of 114 grains of aspirin was urged.

4. All labels and packages containing salicylates should carry a clear and
conspicuous warning to “keep out of the reach of children”.

5. The labeling should direct parents to consult their physician concerning
dosage for children under three years.

6. Manufacturers should not increase their then present maximum amount
of children’s flavored aspirin per package. Then and now that maximum
has been 50 tablets of 114 grains each.

7. “Safety closures” should be developed and used.

8. Since the problem is basically one of parental negligence or ignorance,
inereased educational efforts concerning the dangers of aceidental ingestion of
aspirin-containing produets was urged.

If, on the evidence adduced at these hearings, this Committee concludes that
child safety will be promoted by limiting the number of tablets in containers of
children’s flavored aspirin, the Proprietary Association desires to cooperate in
developing the legislation. It asks only that the limitation be written into the
Act rather than left to determination and change by administrative regulation.
And it asks that the limitation be practical and reasonable. Dr. Palmisano, a
pediatrician in the Bureau of Medicine of FDA, testified at the hearing before
this Committee on June 24, 1966 that:

“Somewhere in the neighborhood of 20 to 25 tablets of 14 grain of aspirin
flavored would seem to be the place where you would have to cut it off if you want
to do what we are talking about.” (Record, page 38)

Our recommendation is that the Committee act on that testimony and fix in
the bill itself a limit of 25 tablets of 1% grain children’s flavored aspirin, or the
equivalent for liquid preparations.

11. Safety Closures

Under Section 3 of the bill, any drug in a retail container (including one to be
dispensed on preseription), and “whether or not such drug is intended for children”
which the FDA by regulation requires to be secured by safety closure, would be
adulierated unless its container is secured in conformity with such regulations.

The difficulty on this point is that the bill here, too, is designed for yet another
delegation of authority to the FDA; this time to preseribe safety closures, The
objection to this further delegation is compounded by the facts presently per-
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taining to the development of suitable such closures. That factual situation has
been fully explained to the Committee by other witnesses.

Members of this Association—particularly those which manufacture children’s
flavored aspirin—have sought for a long time, with the aid of the makers of
bottles, to devise safety closures. They %}a\'e employed—and do now employ—
such closures as have been developed. They would welcome—and are ardently
seeking—more efficient closures. The objection to the bill at this point is again
the delegation of unlimited authority to the FDA. Rather than make that
delegation, it would be better to require that the FDA be directed to hold con-
ferences or hearings to explore the subject and to make recommendations.

III. Bastc Changes in Labeling Law

Seetion 4(b) of the bill includes in identical language a provision of H.R. 13885,
a bill now pending before this Committee which relates to several aspects of drug
regulation. What H.R. 13886 does at this point is to take one of those aspects
(entitled in H.R. 13885 as “Drug Labeling Regulation’) and incorporate it into
H.R. 13886, the “Child Safety Act of 1966.” Such excerpted portion would
appl t?ﬁ all drugs and with respeet to them the use by children would be merely
incidental.

This excerpted portion would drastically amend See. 502(f) (2). That section—
since 1938—has required drug labeling to bear “adequate’ directions and “ade-
quate’” warnings. The manufacturer is, and has been, under the obligation to
include such adequate directions and warnings on penalty of encountering—if he
fails—the serious sanctions of injunction, eriminal prosecution and produet
seizure,

Section 502(f) was a highly important provision at the time of enactment in
1938, and through the years has eontributed greatly to the safe and effective use
of drugs. The section has been the better for imposing the responsibility upon
the manufacturer—for requiring that he meet the law’s commandments and
prohibitions at the risk of encountering, as above-stated, eriminal prosecution,
seizure of product, and injunetion if he fails to meet his responsibility.

In the course of the hearings on June 24, 1966, there was testimony that the
FDA had been “dealing with regulations under that section since 1938 without
provision for hearing'’; that

‘We are regulating the entire range of drug labeling under that section withont
any problem without a hearing, so we didn’t think it called for one to add this
additional thing."” (Record, pages 35 and 36 (The reference to ““this additional
thing” being presumably the proposed extensive rewrite of Section 502(f))).

That is not accurate. FDA has, indeed, been “regulating the entire range of
drug labeling under that section,” and it has been doing it “without any problem
without a hearing.”” But that is where any analogy to the proposed amendment
stops. The law requires the manufacturer to include in his labeling adequate
directions and adequate warnings and imposes the responsibility on him to eomply
with the law; imposes responsibility on FDA to enforce the law. The proposed
amendment would, in effect, empower FDA to make the law. For—under the
amendment—every detail of the labeling as to directions and warnings would be
formulated and preseribed by FDA.,

For more than a quarter of a century, FDA has formulated and published—and
industry has applied—a comprehensive set of suggested warnings which appear
in the Code of E‘cderal Regulations, Title 21, Chapter 1, Part 131, entitled “Inter-

repretive Statements Re Warnings on Drugs and Deviees For Over-The-Counter

ale’’. A copy of such current ‘“Interpretive Statements’ is attached hereto as
Appendix II. The “purpose of issuance” of these statements is stated at Section
131.1 as follows:

§131.1 Purpose of issuance.

The warning and caution statements suggested in Subparts B, C, and D of
this part, for inclusion in the label or labeling of drugs and devices subject to
section 502 (d) and (f)(2) and other relevant provisions of the Federal Food,
Drug, and Cosmetic Act are issued for the purpose of assisting industry in prepar-
ing proper labeling for these arficles for over-the-counter sale and in wmeeling the
legal requirements of the act that the label or labeling of drugs and devices bear adequate
warnings, tn such manner and form as are necessary for the protection of users.
Only section 502(d) of the act requires use of the specific language ineluded in
these suggested warning and caution statements. These suggested warning or
caution statements are illustrative of those that may be necessary or desirable. It is
the responsibility of the manufacture, packer, shipper, or distributor in interstate com-
merce to see that such statemenls are adequate for compliance with the provisions of
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the law. Omission of any article from this suggested list does not relieve drugs and
devices subject to provisions of the act from bearing adequate warning or caution
statements where such statements are necessary or desirable for the protection of
the user. (Emphasis added.)

Enactment of Section 4(b) would completely change the concept and applica-
tion of the existing law with respect to the labeling of over-the-counter drugs. It
would amend existing law so substantially and so completely as to swallow up and
replace practically all other labeling requirements pertaining to over-the-counter
drugs. It would put them—in so far as labeling is concerned—under a system of
virtual licensing. It would accomplish this by unlimited delegation of authority
to FDA to prescribe the labeling—including the manner and form of statement—
with respect to directions and warnings; with respect to all matters to be included
in, or omitted from, the labeling; and even to require “such other information”
as FDA decrees.

The overwhelming enlargement of Section 502(f), which Section 4(b) of the bill
proposes, is here shown by the new matter being capitalized:

“(b) Section 502(f) of such Act (21 U.S.C. 352(f)) is amended to read as follows:

(‘A drug or device shall be deemed to be misbranded—")

«i(fy Unless its labeling bears (1) adequate directions for use; (2) such adequate
warnings against use in those pathological conditions or by children where its use
may be dangerous to health, or against unsafe dosage or methods or duration of
administration or application, or against a substantial and reasonably foreseeable
risk of causing accidental injury, in such manner and form, as are necessary for
the protection of users, including instructions for first-aid treatment when neces-
sary or appropriate; and (3) such other information relating to the foregoing
matters and to side effects, contraindications, effectiveness, and other matters as
may be required by or pursuant to regulations (applicable to the labeling of such
drug) preseribed by the Secretary in order to carry out the purposes of this
paragraph; and unless such labeling is in all respects in conformity (with respect to
matters to be included in or omitted from such labeling, and with respect to man-
ner and form of statement of matters included) with the requirements (applicable
to the labeling of such drug) preseribed by the Secretary by or pursuant to regula-
tion on the basis of a finding that such requirements are necessary for the safe and
effective use of drugs or of the specific drug or class of drugs involved: Provided,
That where any requirement of clause (1) of this paragraph, as applied to any
drug or device, is not necessary for the protection of the public health, the Secretary
shall Rl:omulgntc regulations exempting such drug or device from such require-
ment.’

The sweeping extent of the proposed delegation may be analyzed by rearranging,
or breaking down, the words of the section as proposed to be amended. The
proposal is that the FDA have unlimited delegation to require (Page 4, line 1)
“such other information relating to'':

A. The “Foregoing Matters': to wit:

1. Adequate directions, and
2. Adequate warnings against—
(a) use in pathological conditions
(b) use by children
(e) unsafe dosage
(d) methods of administration
(e) duration of administration or application
(f) risk of accidental injury
(g) instructions for first aid
B. “and to":
(h) side effects
(i) contraindications
(j) effectiveness, and
(k) “other matters’” as may be required by regulation, and the article will
be misbranded
C. “unless such labeling” conforms “in all respects’” with regulations as to—
(1) “manner” of statement, and y
(m) “form of statement'’ for the ‘“‘safe and effective’’ use of the product

This breakdown speaks for itself. It both demonstrates the thoroughness of
the present provisions of law and the extent of the attempted enlargement under
the proposed amendment. Except for (f) and (g), the law now covers all the sub-
stantive elements in the foregoing analysis, As interpreted and applied—and as
illustrated in Appendix II—it requires “adequate’” warnings against—
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(a) use in pathological conditions: with respect to infection, in case of
burns, irritation, swelling, rash, rapid pulse, dizziness, glaucoma, kidney
disease, nervous symptoms, nausea, fever, persistent coughs, high blood pres-
sure, diabetes, heart disease, liver disease, intestinal disorders, diarrhea, sore
throat;
(b) use by children: thirty-two suggested warnings with respect to children
appear in Appendix IT;
(e) unsafe dosage: twenty-seven suggested warnings against unsafe dosage
appear in Appendix IT;
(d) methods of administration: against use as a dusting powder, against
internal use, use in solution, against application to large areas of the body,
against bandaging extremities, for inhalation only, not for ingestion;
(e) duration of administration or application: against use if symptoms
persist or recur frequently, limitation on number of days of use, against fre-
quent or prolonged use.
We will pass over momentarily (f), risk of accidental injury and (g), instructions
for first aid, and come to (h), “side effects” and (i), “contraindications.” Both
are covered by the present law as illustrated in the foregoing. A “side effeet” is
defined by Webster as—
“an effect of a drug other than the one it was administered to evoke,”

and in Stedman’s Medical Dictionary as
g result of drug or other form of therapy in addition to or in extension of
the desired therapeutic effect. While technically the therapeutic effect
carried beyond the desired limit (e.g, a hemorrhage from an anticoagulant
is a 8.), the term more often refers to pharmacologic results of therapy unre-
lated to the usual objective (e.g., a development of signs of Cushing’s syn-
drome with steroid therapy). The term usually, but not necessarily, con-
notes an undesirable effect.”

“Contraindication” is—
“an indication, sympton, or condition that makes inadvisable a particular
treatment or procedure’’ (Webster);
“any special symptom or cireumstance that renders the use of a remedy or
the earrying out of a surgical procedure inadvisable.” (Stedman)

As to (j), “effectiveness,” the law has been strict as to over-the-counter medi-
cines ever since enactment in 1938. A drug is defined as misbranded if “its
labeling is false or misleading in any particular” (502(a)). And

“Tf an article is alleged to be misbranded because the labeling is misleading,
then in determining whether the labeling is misleading there shall be taken
into account (among other things) not only representations made or sug-
gested by statement, word, design, device, or any combination thereof, but
also the extent to which the labeling fails to reveal facts material in the light
of such representations or material with respect to consequences which may
result from the use of the article to which the labeling relates under the
conditions of use prescribed in the labeling thereof or under such conditions
of use as are customary or usual.”” (See. 201(n)).

If the drug is not effective for the claims contained in its labeling, then the
labeling is false or misleading and the drug is misbranded and is subject to seizure
and the manufacture or distributor of it is subject to eriminal prosecution and/or
injunetion. (Sec. 302, 303, 304).

As to (k), “other matters"”, as may be required by regulation, that obviously is
a wide open grant of authority. As for (1) and (m), “manner and form of state-
ment'’, the law now requires the warnings “in such manner and form, as are
necessary for the protection of users.”

So, the law now embraces—and since 1938 has embraced—the substance of
everything proposed except warnings as to risk of aceidental injury and instrue-
tions for first aid ((f) and (g) in the foregoing analysis). Other than those ele-
ments, the bill adds nothing to existing law except a delegation of unlimited
authority to the FDA, and there has been no showing of any need for this dele-
gation. If over-the-counter drugs are so fraught with danger, or with need for
professional direction, as to require the proposed form of licensing control, they
should not be sold over the counter. They should be sold only on prescription.

PRODUCT LIABILITY

Special attention may now be drawn to the proposal that the labeling of drugs
should bear warnings {Lg:linst risk of eausing accidental injury and should include
instructions for first aid treatment in the event of such accidental injury. This
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proposal should have most careful examination. If enacted, it would likely open
wide the door to minute administrative regulation and enormous produet liability.

With the passage of time there would likely be an increasing administrative
demand for warnings against an increasing number of risks. The fact of the
matter is, this amendment would be the answer to a negligence lawyer’'s prayer.
The manufacturer would be liable for injury not only from #niended use but from
unintended use and from abuse and misuse.

The risk of accidental injury is dependent upon many contingencies over which
the manufacturer has no control. Accidents may accompany the use of drugs in
all the ecircumstances, ways and aspeects in which they may accompany practically
everything that people do: walking, riding, bathing, working, playing, ete.

The proposal for inclusion in labeling of instructions for first aid treatment is
even more :ll.l.llnim., It may be asserted by the enforcement agency or by civil
litigants that “instructions are necessary or appropriate’” in a multitude of cir-
cumstances. It may be seerted that such “instructions” are “necessary” with
respect to all uses—intended or unintended—and in all the conditions for which it
is recommended. What is considered ‘‘necessary or appropriate’’ at one time
may not be so considered at another. The list of conditions in which such in-
structions are deemed ‘“‘necessary or appropriate’”” may lengthen with time, and
the composition of the “instructions’” may broaden and the nature of them may
change with changing administrations.

It 1s quite well recognized that the Food and Drug Act is directed primarily to
protecting the health of the public. So—when publiec health requires it—the
threat of enlarged product liability must be tolerated. But must it be baited,
invited, and encouraged?

First aid treatment involves questions of therapeuties; involves medical care
and incidents of the practice of medicine; involves quv-tmn« as to the propriety
of, and the appropriate, self-medication in such cases. Thus, the m: muf acturer
would be faced with differences of medical opinion as to w hether the stated in-
structions were the proper ones, whether they (and/or unstated ones) were
“necessary or appropriate.” l..Tm-vrtninty, controversy and litigation would
inevitably be bred by questions of this sort, proliferated and blown into consider-
able proportions by cross-winds of medical opinion.

CONCLUSION

The philosophy of the Federal Food and Drug law has been to encourage
private initiative and enterprise; to state in the law the commands and prohibi-
tions; to impose upon manufacturers the responsibility for obeying such com-
mands and prohibitions. There are in the law exceptions, but such exceptions
have been justified on the basis of needed publie protection. So, the new drug
provisions of the law are, in effect, a form of licensing. Likewise, the certification
of antibiotics. But these are exceptions which prove the rule. Unless such
rule and this concept of the Food and Drug law have become outmoded and are
to be discarded and the manufacture of drug products made an administered
industry, the FDA should not receive the delegation of authority which this bill
proposes.

The conclusion of the matter is that H.R. 13886 goes far beyond child safety,
envelops controversial medical opinion, escalates legal liability and constricts
industrial independence. It enlarges delegation of authority to FDA beyond
anvthing foreseeable.

The full measure of the completeness with which H.R. 13886 locks up under
Government control the labeling and packaging of drugs may be taken in the
frame of reference afforded by Appendix III wherein the far-reaching controls
now pertaining to these products are outlined.

Therefore, we respectfully request that H.R. 13886 and similar bills not be
favorably reported in their present form, but that they be amended to overcome
the objections herein set out.
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APPENDIX I
[Drug Trade News, Feb, 28, 1955]

FDA, Inpusrtey Orriciars AGree oN CriLpren's AspiriN Pouicy,
RecommEND LaBer WARNING

WasaiNgTON.—The Food and Drug Administration is expected in time to
adopt as formal policy most of the recommendations made by a medical advisory
panel on accidental ingestion and misuse of salicylate preparations by children,
a FDA spokesman said following a panel meeting on the subject held here.

Chief among five recommendations adopted unanimously by the panel of in-
dustry, government and other physicians and teehnieians interested in the sub-
jeet was that labels of all bottles and packages of preparations containing salicy-
lates carry “‘clearly visible and in bold face type” the following “WARNING:
Keep out of reach of children.”

The group also recommended that no specifie dosage recommendations for
children under three be carried on labels of these preparations, but that labels
should bear the statement: “For children under three consult your physician.”

Another recommendation was that, if possible, manufacturers agree on a stand-
ard strength of 1! gr. for children’s aspirin. Dose forms of several strengths for
children are “‘undesirable,”” the panel stated.

The group said it “looks with favor” on manufacturers refraining from inereasing
the present maximum amounts of children’'s flavored aspirin per package unit and
that it encourages development of a safety closure and container.

Dr. Albert H., Holland, Jr., FDA medical director, emphasized that, while
flavored aspirins probably are a factor in the salicylate hazard for children, the
group recognized they have “important medical advantages'” and agreed no
restrictive action should be taken against the continued manufacture of such
preparations.

The panel also urged “wider and more effective use’ of educational means to
inform physicians, pharmacists and consumers of the hazards involved in acci-
dental ingestion of salicylate-containing preparations.

Dr. Holland said the panel’s recommendations will form the basis for recom-
mendations to be made by FDA’s Medical Division to Commissioner George P.
Larrick. A spokesman for Mr. Larrick said that when Dr. Holland's recommenda-
tions are received they will be considered from a legal and administrative view-
point and a publie statement will be made of the policy finally adopted. It was
made elear that time will be given manufacturers and distributors to work off
stocks of preparations and labels on hand at the time a policy decision is an-
nounced.

The salicylate panel, the second to be set up under Dr. Holland's direction,
was headed by Dr. Charles F. Me Khann, professor of pediatries, Jefferson Medical
College, Philadelphia. Dr. Holland said he was ‘‘much gratified"” at the manner
in which the group had attacked the problem under study and at the nature and
unanimity characterizing its recommendations.

Representing industry at the Feb. 14 meeting were Drs. George R. Hazel and
Edward J. Matson, Abbott; Dr. Theodore G. Klumpp and H. M. Manss, Sterling
Drug; C. D. Smith Jr., and Joseph W. Kouten, Carroll Dunham Smith; Dr. Clay-
ton G. Weigand, Lilly; Dr. James M. Shaffer and Robert L. McNeil, Jr., MeNeil
Lahoratories; Drs. L. Kugene Daily and Paul McLeon, Norwich: Drs. E. A. Sharp
and George M. Shadle, Parke-Davis; H. B. Solmson and Earl Kimzey, Plough;
Dr. Douglas Remsen and J. J. Tooty, Squibb division of Mathieson; Drs. 1.
Gifford Upjohn and Earl L. Burbidge, Upjohn, and Dr. E. R. Neary and J. J.
Feldman, White Laboratories.

Participating as consultants: Dr. Jay M. Arena, Duke University ; Dr. Edward
Press, American Public Health Assn.; Dr. Torald Sollman, Western Reserve Uni-
versity, and Dr. George M. Wheatley, Metropolitan Life Insuranee Co.

“Creneral interest'” participants: Bernard Conley, Committee on Toxicology,
American Medical Assn.; Dr. Harvey B. Haag, Medieal College of Virginia; Dr.
Justin Powers, Committee on the National Formulary; Dr. M. H. Seevers, Uni-
versity of Michigan, and Newell Stewart, National Pharmaceutieal Council.

FDA representatives: Commissioner Larrick; Dr. Holland; Dr. Trvin Kerlan,
chief, Research and Reference Branch; Dr. Kenneth B. Campbell, Drug and De-
vice Branch; Dr. Ernest Q. King, New Drug Branch; Elizabeth C. Kelly, chief,
Medical Reference Service; Dr. Arnold J. Lehman, chief, Division of Pharmacology ;
Dr. B. J. Vos, Division of Pharmacology: Dr. Geoffrey Woodward, Division of
Pharmacology, and Morris L. Yakowitz, Office of the Commissioner.
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APPENDIX II

NoTE.—Boldface roman and boldface italie type in text (excluding heads) has been added: Bold for 32
warnings as to use by children and italic for 27 warnings sgainst unsafe dosage.

Trrre 21—Foop axp Druas

CHAPTER I—FOOD AND DRUG ADMINISTRATION, DEPARTMENT
OF HEALTH, EDUCATION, AND WELFARE

SUBCHAPTER C—DRUGS

Part 131—INTERPRETATIVE STATEMENTS RE WARNINGS ON DRUGS AND DEVICES
rorR OvER-THE-COUNTER SALE

The Commissioner of Food and Drugs has considered the ecomments filed on the
proposed interpretative statements re warnings on drugs and devices for over-
the-counter sale published in the FepEran Recister of March 26, 1959 (24 F.R.
2361), and in accordance with the authority delegated to him by the Secretary
of Health, Education, and Welfare (22 F.R. 1045, 23 F.R. 9500), Title 21 is
amended by adding thereto the following new part:

Subpart A—Definitions and Interpretations
See.
131.1 Purpose of issnance.
131.2 Definitions.
1813 Warnings required on drugs exempted from prescription-dispensing requirements of section 503
(bY)(C).
151.4 Warnings suggested for drugs by formal or informal statements of policy.
131.5 Warnings required on insulin intended for over-the-connter sale.
1316  Warnings required on certifiable antibioties exempted from preseription-dispensing requirements.
131.7 Warnings required by official compendis.
131.8 Warning statements in relation to conditions for use.
1319 General warnings re accidental ingestion by children.
131.10 Conspicuousness of warning statements.
131,11 Warnings on veterinary drugs intended for administration to diseased animals,

Subpart B—Drugs for Human Use

Drugs for human use; rt_icmr_m](-udetl warning and caution statements,
Drugs for human use arning and caution statements required by regulations,
Drugs for human use; warning and caution statements specifically required by law.

Subpart C—Drugs for Veterinary Use

Drugs for veterinary use; recommended warning and eaution statements,
Drugs for veterinary use; warning and caution statements required by regulations.

Subpart D—Devices

131.25 Devices; recommended warning and caution statements.

AvtroriTY: §§ 131.1 to 131.25 issued under sees. 503, 506, 507, 701, 52 Stat. 1052, as amended; 55 Stat. 851;
50 Stat. 463, as amended; 52 Stat. 1055, as amended; 21 U.S8.C. 353, 356, 357, 371. Interprets or applies sec.
502, 52 Stat. 1050, as amended; 53 Stat. 854; 21 U,5.C. 352,

Cross REFERENCES: For interrelated regulations issued under the Federal Food, Drug, and Cosmetic
Act, see Parts 1 (Drugs), 3, 130, 146, 146¢, 146d, 146e, 164, 165.

SUBPART A—DEFINITIONS AND INTERPRETATIONS

§131.1 Purpose of issuance.

The warning and caution statements suggested in Subparts B, C, and D of
this part, for inclusion in the label or labeling of drugs and devices subject to
section 502 (d) and (f)(2) and other relevant provisions of the Federal Food,
Drug, and Cosmetic Act are issued for the purpose of assisting indusiry in preparing
proper labeling for these articles for over-the-counter sale and in meeting the legal
requirements of the act that the label or labeling of drugs and devices bear adequate
warnings, in such manner and form as are necessary for the protection of users.
Only section 502(d) of the aet requires use of the specific language included in
these suggested warning and caution statements. These suggested warning or
caution statements are illustrative of those that may be necessary or desirable.
It is the responsibilily of the manufacturer, packer, shipper, or distribulor in inlerstate
commerce to see thal such stalements are adequate for compliance with the provisions
of the law. Omission of any article from this suggested list does not relieve drugs
and devices subject to provisions of the aet from bearing adequate warning or
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caution statements where such statements are necessary or desirable for the pro-
tection of the user,

§ 131.2 Definitions.

(a) As used in this part, the term “act” means the Federal Food, Drug, and
Cosmetic Act.

(b) The terms “drugs’” and “devices’” are defined in section 201 (g) and (k) of
the act,

(¢) Official compendia are defined in section 201(j) of the act.

§131.3 Warnings required on drugs exempted from prescription-dispensing
requirements of section 503(b)(1)(C).

Drugs exempted from preseription-dispensing requirements under section
503(b)(1)(C) of the act are subject to the labeling requirements preseribed in
§ 130.102(a) of this chapter. Although, for convenience, warning and eaution
statements for a number of the drugs named in § 130.102 of this chapter (cross-
referenced in the text of this part) are included in Subpart B of this part, the in-
clusion of such drugs in §§ 131.15, 131.16, 131.17 in no way affeets the require-
ments for compliance with § 130.102(a) of this chapter, or the provisions of an
effective application pursuant to section 505(b) of the act.

§131.4 Warnings suggested for drugs by formal or informal statements of
policy.
The warning and caution statements included in Subpart B in no way affect
any warning statement suggested for such drugs or devices by any statement of
policy or interpretation in Part 3 of this chapter.

§131.5 Warnings required on insulin intended for over-the-counter sale.

Warning and caution statements for insulin products sold over the counter must
comply with the specific labeling provisions of the act and § 164.6 of this chapter.

§131.6 Warnings required on certifiable antibiotics exempted from prescription-
dispensing requirements.

Certain certifiable antibiotic drugs are exempted from prescription-dispensing
requirements under section 507 of the act, but are subjeet to the specific labeling
requirements, including warning or caution statements, of the applicable section
of the antibiotie regulations.

§ 131.7 Warnings required by official compendia.

Any drug included in the official compendia defined by the act shall bear such
warning or caution statement as may be required by such compendia, and no
statement in Subpart B or Subpart C of this part is intended to alter, modify, or
permit the omission of any such statement required by such compendia.

§ 131.8 Warning statements in relation to conditions for use.

The mention in any warning or eaution statement included in Subparts A, B,
and C of this part, of a disease condition does not imply a finding on the part of
the Food and Drug Administration that any drug or device is efficacious in such
condition; nor is any drug or device bearing labeling referring to such disease
condition precluded from regulatory action under the applicable provisions of
the act if such claim is considered to be misbranding.

§131.9 General warnings re accidental ingestion by children.

Section 131.15 includes at the present time under certain items, but not all
medicines, the statement “Keep this and all medications out of the reach of
children” or “Keep out of the reach of children.” However, in view of the
possibility of accidental ingestion of drugs, it is not only suggested but is recom-
mended that one of these statements be used on the label of all drug produets.

§131.10 Conspicuousness of warning statements.

Necessary warning statements should appear in the labeling prominently and
conspicuously as compared to other words, statements, designs, and devices
in order to comply with the provisions of section 502 (¢) and (f)(2) of the act.
The warning statements should be placed in the labeling in juxtaposition with the
directions for use, and in any case should appear on the label when there is suf-
ficient label space in addition to mandatory label information.
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§131.11 Warnings on veterinary drugs intended for administration to diseased
animals.

None of the warning or caution statements recommended for use in the label-
ing of drugs intended for administration to diseased animals shall be construed
to suggest or imply that any product of a diseased animal is suitable for food
use. (See section 402(a)(5) of the act.)

SusparT B—Drucs For Humax Use

§131.15 Drugs for human use; recommended warning and caution statements.

ACETANILID.

Warning—Do not exceed recommended dosage. Overdosage or con-
tinued use may result in serious blood disturbances.
ACETOPHENETIDIN-CONTAINING PREPARATIONS. (See §3.37 of this

chapter.)

Warning—This medication may damage the kidneys when used in large
amounts or for a long period of time. Do not take more than the recom-
mended dosage, nor take regularly for longer than 10 days without
consulting your physician.

ANESTHETICS FOR EXTERNAL USE (LOCAL ANESTHETICS). See
also §130.102(a) (19) and (23) of this chapter.)

Caution—Do not use in the eves. Not for prolonged use. If the condition
for which this preparation is used persists or if a rash or irritation develops,
discontinue use and consult physician.

ANTIBIOTICS FOR EXTERNAL USE FOR PREVENTION OF INFEC-
TION. (See also §§130.102(a)(5), 146¢.202, 146e.402, 146e.407, 146e.409,
164e.411, 146e.422 of this chapter.)

Caution—In case of deep or puncture wounds or serious burns consult physi-
cian. If redness, irritation, swelling, or pain persists or increases or if infection
occurs, discontinue use and consult physician. Do not use in the eyes.
ANTIHISTAMINICS FOR EXTERNAL USE (EXCEPT PREPARATIONS

FOR OPHTHALMIC USE).

Caution—Do not use in the eyes. If the condition for which this prepara-
tion is used persists or if a rash or irritation develops, discontinue use and
consult physician.

*ANTIHISTAMINICS, ORAL. (See also §§3.29 and 130.102(a) (4), (6),
(13), (24), and 25 of this chapter.)

Caulion—This preparation may cause drowsiness. Do not drive or operate
machinery while taking this medication. Do not give to children under 6 years
of age or exceed the recommended dosage unless directed by physician.

The reference to drowsiness is not required on preparations for the promotion
of sleep or on preparations that are shown not to produce drowsiness.

#*(yclizing-containing preparations should include the following:

Warning—Not for use by women who are pregnant or who may possible become
pregnant, unless directed by a physician, since this drug may have the potentiality
of injuring the unborn child.*

ANTIPERSPIRANTS.

Do not apply to broken skin. If a rash develops, discontinue use.

ANTIPYRINE.

Warning—Do not exceed recommended dosage. If skin rash appears,
discontinue use and consult physician.
ANTISEPTICS FOR EXTERNAL USE.

Caution—In case of deep or puncture wounds or serious burns, consult physician.
If redness, irritation, swelling, or pain persists or increases or if infection occurs
digcontinue use and consult physician.

The reference to wounds and burns is not required on preparations intended
solely for diaper rash.
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ARSENIC PREPARATIONS,

Warning—Frequent or prolonged use may cause serious injury. Do not
exceed recommended dosage. Keep out of the reach of children.

BELLADONNA PREPARATIONS AND PREPARATIONS OF ITS ALKA-
LOIDS (ATROPINE, HYOSCYAMINE, AND SCOPOLAMINE (HY-
OSCINE)); HYOSCYAMUS, STRAMONIUM, AND RELATED DRUG
PREPARATIONS,

Warning—Not to be used by elderly persons or by children under 6 years of
age unless directed by physician.

Caution—Do not exceed recommended dosage. Not for frequent or
prolonged use. If dryness of the mouth oecurs, decrease dosage. Discontinue
use if rapid pulse, dizziness, or blurring of vision occurs.

See also Rectal Preparations for additional warnings.

Scopolamine or scopolamine aminoxide preparations for insomnia should
include the following warning or its equivalent:

Warning—Not to be used by persons having glaucoma or excessive pressure
within the eye, by elderly persons (where undiagnosed glaucoma or excessive
pressure within the eye may be present), or by children under 12 years of age,
unless directed by a physician.

In addition to this statement, the following or its equivalent should be included:

Caulion—Do not exceed recommended dosage. Not for frequent or
prolonged use. If dryness of the mouth occurs, decrease dosage. Discontinue
use if rapid pulse, dizziness, or blurring of vision ocecurs.

Scopolamine or scopolamine aminoxide preparations for motion sickness
should inelude the following:

Warning—Not to be used by children under 6 years of age unless directed
by physician.

Caution—Do not exceed recommended dosage. Discontinue use if rapid
pulse, dizziness, or blurring of vision oceurs.

BORIC ACID (POWDERED, CRYSTALLINE, OR GRANULAR).

Warning—Do not use as a dusting powder, especially on infants, or take

internally. Use only as a solution. Do not apply to badly broken or raw skin,
or to large areas of the body.

BROMIDES.

Caution—Use only as directed. Do not give to children or use in the presence
of kidney disease. If skin rash appears or if nervous symptoms persist, recur
frequently, or are unusual, discontinue use and consult physician.

CARBOLIC ACID (PHENOL) PREPARATIONS (MORE THAN 0.5 PER-
CENT) FOR EXTERNAL USE.

Warning—Use according to directions. Do not apply to large areas of the
body. If applied to fingers or toes, do not bandage.

CATHARTICS AND LAXATIVES—IRRITANTS AND OTHER PERI-
STALTIC STIMULANTS.

Warning—Do not use when abdominal pain, nausea, or vomiting are present.
Frequent or prolonged use of this preparation may result in dependence on
laxatives.

Mercury preparations should have added to the “frequent use” statement, the
words “and serious mercury poisoning.’’

Phenolphthalein preparations should bear, in addition to the general warning,
the following statement:

Caulion—If skin rash appears, do not use this or any other preparation con-
taining ][-)Iu-nniphLhaluin,

See also Mineral Oil Laxatives.

CHLORATES: MOUTH WASH OR GARGLE.

Avoid swallowing.

COBALT PREPARATIONS. (Seealso § 3.48 of this chapter.)

Warning—Do not exceed the recommended dosage. Do not administer
to children under 12 years of age unless directed by physician. Do not use for
more than 2 months unless directed by physician.

This warning is not required on articles containing not more than 0.5 milli-
gram of cobalt as a cobalt salt per dosage unit and which recommend administra-
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tion of not more than 0.5 milligram per dose and not more than 2 milligrams per
24-hour period.

“COUGH-DUE-TO-COLD” PREPARATIONS. (See also §130.102(a) (14)
and (20) of this chapter).

Warning—Persons with a high fever or persistent cough should not use this
preparation unless directed by physician.

COUNTERIRRITANTS AND RUBEFACIENTS,

Caution—Do not apply to irritated skin or if excessive irritation develops.
Avoid getting into the eyes or on mucous membranes,

If offered for use in arthritis or rheumatism, in juxtaposition therewith, the
statement:

Caution—If pain persists for more than 10 days, or redness is present, or in
conditions affecting children under 12 years of age consult a physician immediately.

See also “Salicylates” in this section for additional warnings for preparations
containing methyl salicylate.

CREOSOTE, CRESOLS, GUAIACOL, AND SIMILAR SUBSTANCES IN
PREPARATIONS FOR EXTERNAL USE.

Caution—Do not apply to large areas of the body.

CREOSOTE, CRESOLS, GUATACOL, AND SIMILAR SUBSTANCES IN
DOUCHE PREPARATIONS.

Warning—The use of solutions stronger than those recommended may result in
severe local irritation, burns, or serious poisoning. Mix as directed before pouring
into douche bag. IDo not use more often than twice weekly unless directed by
physician,

DIARRHEA PREPARATIONS.

Warning—Do not use for more than 2 days or in the presence of high fever or
in infants or children under 3 years of age unless directed by a physician.
DISPENSERS PRESSURIZED BY GASEOUS PROPELLANTS FOR

DRUGS FOR EXTERNAL USE. (See also §130.102(a) (11) and (18) of
this chapter.)

Warning—Keep away from eyes or other mucous membranes. Avoid inhaling.

This warning is not necessary for preparations specifically designed for use on
mucous membranes.

Where indicated, in order to prevent chilling the tissues, a caution should be
ineluded against holding the dispenser too close to the body.

Warning—Contents under pressure. Do not puncture. IJo not use or store
near heat or open flame. Exposure to temperatures above 130° Fahrenheit may
cause bursting, Never throw container into fire or incinerator.

DOUCHE PREPARATIONS,

Warning—Do not use more often than twice weekly unless directed by physician.

See also Creosote * * * Douche for additional warning.
DRESSINGS, PROTECTIVE SPRAY-ON TYPE. (See also § 130,102(a) (11)

and (18) of this chapter.)

Warning—In case of deep or puncture wounds or serious burns consult physician.
If redness, irritation, swelling or pain persists or increases or if infection oceurs
consult physician. Keep away from eyes or other mucous membranes. Avoid
inhaling.

See also Dispensers Pressurized by Gaseous Propellants * * * for additional
warnings to be included for produets under pressure.

EPHEDRINE PREPARATIONS (ORAL)

Warning—Do not exceed the recommended dosage. Reduce dosage if nervous-
ness, restlessness, or sleeplessness oceurs. Do not use if high blood pressure,
heart disease, diabetes, or thyroid disease is present unless directed by physician.
EPINEPHRINE INHALATION 1:100 (NOT FOR INJECTION).

Warning—For inhalation only. Reduce dosage if bronchial irritation, nervous-
ness, restlessness, or sleeplessness occurs. Do not use if high blood pressure,
heart disease, diabetes, or thyroid disease is present unless directed by physician.
If prompt relief is not obtained consult physician. Do not use epinephrine
inhalation if it is brown in color or contains a precipitate.
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GENTIAN VIOLET (METHYLROSANILINE CHLORIDE) TABLETS.
Caution—Do not bite or chew tablets before swallowing. If nausea develops,
discontinue for 1 or 2 days; then resume treatment with reduced dosage, increasing
dose gradually to former level. This preparation should not be used by persons
with heart, kidney, or liver disease or intestinal disorders. Abstinence from
aleohol during treatment is advisable.
HEXYLRESORCINOL ANTHELMINTICS.
Warning—Do not chew or break in the mouth.

IODINE AND IODIDES (ORAL).

Caution—If a skin rash appears, discontinue use and consult physician.
MERCURY PREPARATIONS FOR EXTERNAL USE.

Warning—Discontinue use if rash or irritation develops or if condition for
which used persists. Frequent or prolonged use, or application to large areas
may cause serious mercury poisoning.

Ammoniated mercury bleach cream:

Warning—Discontinue use if rash or irritation develops. Do not apply to irri-
tated or damaged skin (cuts, bruises, sunburn) or after shaving or using a depila-
tory. Do not apply to children under 12 years of age.

MINERAL OIL LAXATIVES. (See also § 3.4 of this chapter.)

Caution—Take only at bedtime. Avoid prolonged use. Do not administer
to infants or young children, in pregnancy, or to bedridden or aged patients
unless directed by physician.

NASAL PREPARATIONS: OIL BASE.

Warning—Do not exceed recommended dosage nor use for prolonged
period. Do not administer to infants or children unless directed by physician.
Do not use as a spray.

NASAL PREPARATIONS IN PLASTIC SPRAY CONTAINERS.

Arvoid overdosage. Follow directions for use carefully.

NASAL PREPARATIONS: VASOCONSTRICTORS (AMPHETAMINE, EP-
HEDRINE, EPINEPHRINE, METHAMPHETAMINE, AND OTHERS
OF SIMILAR ACTIVITY). (See also §130.102(a)(16) of this chapter.)

Caution—Do not exceed recommended dosage. Overdosage may cause
nervousness, restlessness, or sleeplessness. Do not use for more than 3 or
4 consecutive days unless directed by physician.

NASAL PREPARATIONS: VASOCONSTRICTORS (PHENYLEPHRINE
HYDROCHLORIDE, HYDROXYAMPHETAMINE, PHENYLPRO-
PANOLAMINE, AND OTHERS OF SIMILAR ACTIVITY).

Caution—Do not exceed recommended dosage.

NUX VOMICA AND STRYCHNINE PREPARATIONS.

Warning—Do not exceed the recommended dosage. Keep out of the
reach of children.

QPHTHALMIC PREPARATIONS. (See also §3.28 of this chapter.)

Warning—If irritation persists or increases, discontinue use and consult phy-
sician. Keep container tightly closed.

Solutions should include the statement: Do not touch dropper tip (or other
dispensing tip) to any surface, since this may contaminate solution.

ori¢ acid offered for use in the preparation of ophthalmic solutions should
bear the statement: Prepare solution by boiling in water. Store in a sterile
container. Prepare sufficient for one day’s use and discard unused portion.

Phenacetin-containing preparations. (See Acetophenetidin.)
PHENYLEPHRINE HYDROCHLORIDE PREPARATIONS, ORAL.

Caution—Individuals with high blood pressure, heart disease, diabetes, or
thyroid disease should use only as directed by physician.
PHENYLPROPANOLAMINE HYDROCHLORIDE PREPARATIONS,

ORAL.

Caution—Individuals with high blood pressure, heart disease, diabetes, or

thyroid disease should use only as directed by physician.
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POTASSIUM PERMANGANATE AQUEOUS SOLUTIONS (CONTAIN-
ING NOT MORE THAN 0.04 PERCENT POTASSIUM PERMANGA-
NATE) (See § 3.7 of this chapter.)

Warning—TFor esternal use on the skin only. Severe injury may result from
use internally or as a douche. Avoid contact with mucous membranes. [Item
added, 25 F.R. 8074, Aug. 23, 1960.]

QUININE AND OTHER CINCHONA DERIVATIVES (EXCEPT FOR
USE IN MALARIA).

Caution—Discontinue use if ringing in the ears, deafness, skin rash, or visual
disturbances oceur.

RECTAL PREPARATIONS FOR EXTERNAL USE. (See also § 130.102(a)
(3) of this chapter.)

Warning—In case of rectal bleeding, consult physician promptly.

See also Belladonna Preparations * * * for additional warnings.

RESINS, OLEORESINS, AND VOLATILE OILS.

Caution—If nausea, vomiting, abdominal discomfort, diarrhea, or skin rash
occurs, diseontinue use and consult physician.

RESORCINOL (NOT THE MONOACETATE) HAIR PREPARATIONS.

Caution—Excessive use of this preparation may temporarily discolor blond,
white, or red hair.

SALICYLATES, INCLUDING ASPIRIN AND SALICYLAMIDE (EXCEPT
METHYL SALICYLATE, EFFERVESCENT SALICYLATE PREPA-
RATIONS, AND PREPARATIONS OF PARAAMINOSALICYLIC ACID
AND ITS SALTS). (See also §§ 3.43 and 3.509 of this chapter.)

Warning—Xeep out of the reach of children; or

Warning—Keep this and all medications out of the reach of children.

The above information should appear on the label.

Caution—For children under 3 years of age consult physician; or

Caution—For younger children consult your physician.

One of the two statements immediately preceding is required on the label of all
aspirin tablets, but such a statement is not required on the labels of other salicy-
lates clearly offered for administration to adults only.

If offered for use in arthritis or rheumatism, in juxtaposition therewith, the
statement:

Caution—If pain persists for more than 10 days, or redness is present, or
in conditions affecting children under 12 years of age consult a physician
immediately.

SALICYLATES: METHYL SALICYLATE (WINTERGREEN OIL). See
also §§ 3.35 and 3.509 of this chapter.

Warning—Do not use otherwise than as directed. Keep out of the reach
of children to avoid accidental poisoning.

If the preparation is a counterirritant or rubefacient the statement:

Caution—Discontinue use if excessive irritation of the skin develops. Avoid
getting into the eyes or on mucous membranes.

If offered for use in arthritis or rheumatism, in juxtaposition therewith, the
statement:

Caulion—If pain persists for more than 10 days or redness is present, or in con-
ditions affecting children under 12 years of age consult a physician immediately.
SILVER.

Caution—Frequent or prolonged use of this preparation may result in
permanent discoloration of skin and muecous membranes.

SODIUM PERBORATE MOUTH WASH AND GARGLE AND TOOTH-
PASTE.

Caufion—Discontinue use if irritation or inflammation develops, or increases.
Avoid swallowing.

SULFONAMIDE NOSE DROPS.

Caution—Do not use if a known allergy to sulfonamide drugs exists,
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SULFUR PREPARATION FOR EXTERNAL USE.

Caution—If undue skin irritation develops or increases, discontinue use and
consult physician.

THROAT PREPARATIONS FOR TEMPORARY RELIEF OF MINOR
SORE THROAT: LOZENGES, TROCHES, WASHES, GARGLES, ETC.
(See also § 3.510 of this chapter.)

Warning—Severe or persistent sore throat or sore throat accompanied by high
fever, headache, nausea, and vomiting may be serious. Consult physician
promptly. Do not use more than 2 days or administer to children under 3 years
of age unless directed by physician.

TOOTHACHE PREPARATIONS.

For temporary use only until a dentist can be consulted.

ZINC STEARATE DUSTING POWDERS.

Warning—Keep out of the reach of infants and children; avoid inhaling.
§131.16 Drugs for human use; warning and caution statements required by

regulations.

ACETAMINOPHEN (N-ACETYL-p-AMINOPHENOL). (See § 130.102(a)(1)
of this chapter.)

Warning—Do not give to children under 3 years of age or use for more than
10 days unless directed by a physician.

If offered for use in arthritis, or rheumatism, in juxtaposition therewith, the
statement:

Caution—If pain persists for more than 10 days, or redness is present, or in
conditions affecting children under 12 years of age consult a physician immediately,
ALCOHOL RUBBING COMPOUND. (See 26 CFR 182.855(a)(5); The

National Formulary, Tenth Edition 1955, pp. 27-28; and section 502(g) of
the act.)

Warning—For external use only. If taken internally serious gastric disturb-
ances will result.

ANTIBIOTIC-CONTAINING DRUGS FOR EXTERNAL USE FOR PRE-
VENTION OF INFECTION. (See § 130.102(a)(5) of this chapter.)

Caution—If redness, irritation, swelling, or pain persists or increases or if
infection occurs, discontinue use and consult physician. Do not use in the eyes.
*ANTIHISTAMINICS, ORAL (PHENYLTOLOXAMINE DIHYDROGEN

CITRATE, MECLIZINE HYDROCHLORIDE, DOXYLAMINE SUC-
CINATE, CHLOROTHEN CITRATE, CYCLIZINE HYDROCHLO-
RIDE, AND CHLORCYCLIZINE HYDROCHLORIDE PREPARA-
TIONS), (See §§ 3.29 and 130.102(a) (4), (6), (13), (24), and (25) of this
chapter.)

Caution—This preparation may cause drowsiness. Do not drive or operate
machinery while taking this medication. Do not give to children under 6 years
of age or exceed the recommended dosage unless directed by physician.

If offered for symptoms of colds, the statement:

Caution—If relief does not oceur within 3 days, discontinue use and consult
physician.

*For chloreyclizine-, eyclizine-, or meclizine-containing preparations, the
statement:

Warning—Not for use by women who are pregnant or who may possibly be-
come pregnant, unless directed by a physician, since this drug may have the
potentiality of injuring the unborn child.*

BACITRACIN-CONTAINING OINTMENTS. (See §§ 146e.402, 146e.407,
146e.411 of this chapter.)

For use only in the prevention of infection in minor cuts and abrasions.

Use of the drug should be discontinued and a physician consulted if signs of
infection or irritation appear.
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BACITRACIN (ZINC BACITRACIN)-POLYMYXIN OINTMENT; BAC-
ITRACIN-POLYMYXIN-NEOMYCIN OINTMENT. (See §§ 146¢.409
and 146e.422 of this chapter.)

For use only in the prevention of infection in minor euts and abrasions. Use
of the drug should be discontinued and a physician consulted if signs of infection
or irritation appear,

If it is in liquid form, also the statement ““Not for injection.”
CARBETAPENTANE CITRATE PREPARATIONS. (See Cough-Due-to-

Cold Preparations.)

“COUGH-DUE-TO-COLD" PREPARATIONS (DEXTROMETHORPHAN
HYDROBROMIDE AND CARBETAPENTANE CITRATE). (See
§ 130.102(a) (14) and (20) of this chapter.)

Warning—Keep out of the reach of children. Do not administer to children
under 2 years of age unless directed by physician. Persistent cough may indicate
the presence of a serious condition. Persons with a high fever or persistent cough
should not use this preparation unless direeted by physician.
DEXTROMETHORPHAN HYDROBROMIDE PREPARATIONS. (See

Cough-Due-to-Cold Preparations.)

DIAMTHAZOLE DIHYDROCHLORIDE FOR EXTERNAL USE. (See
§ 130.102(a) (7) of this chapter.)

Warning—Do not apply to children under 6 yvears of age because serious
reactions may occur. Do not apply to children 6 to 12 years of age unless directed
by physician. Do not use on muecous membranes. Discontinue use and con-
sult physician if irritation develops or relief is not obtained. Keep out of the
reach of children.

DICYCLOMINE HYDROCHLORIDE WITH AN ANTACID. (See § 130.102
(a) (8) of this chapter.)

Warning—Do not exceed the recommended dosage. Do not administer
to children under 12 years of age or use for a prolonged period unless directed by
physician, since persistent or recurring symptoms may indicate a serious disease
requiring medical attention.

DIPHEMANIL METHYLSULFATE FOR EXTERNAL USE, (See § 130.102
(a) (22) of this chapter.)

Caution—If redness, irritation, swelling, or pain persists or increases, discon-
tinue use and consult physician.

DYCLONINE HYDROCHLORIDE. (See § 130.102(a)(23) of this chapter.)

Caulion—Do not use in the eyes. Not for prolonged use. Do not apply to
large areas of the body. If redness, irritation, swelling, or pain persists or in-
creases, discontinue use unless direeted by physician. Do not use, but consult
physician for deep or puneture wounds or serious burns. Do not use in case of
rectal bleeding, as this may indicate serious disease.

HEXADENOL. (See § 130.102(a)(11) of this chapter.)

Caution—Do not use for treatment of serious burns or skin conditions or for
conditions which persist for prolonged periods. In such eases, consult your phy-
sician. Do not spray in vicinity of eyes, mouth, nose, or ears. Do not store above
120° F.

INSULIN. (See § 164.6(c) of this chapter.)

Insulin (40, 80, or 100 U.S.P. units per milliliter):

Caution—Do not remove stopper. Not for intravenous nor intramuscular use,
Do not use after expiration date shown on outside wrapper or container. Do not
use if drug has become viscous or if its color has become other than water clear,

In addition to the above warnings, the following statements should be included
in the labeling: “Keep in a cold place, avoid freezing. Failure to follow directions
for use may lead to infection.”

68-085—66——105
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Protamine zine insulin, isophane insulin, lente insulin, semilente insulin, or ultra-

lente insulin:

Caution—Do not remove stopper. Not for intravenous nor intramuscular use.
Do not use after expiration date shown on outside wrapper or container. Do
not substitute for any other insulin-containing drug unless directed by physi-
cian. Do not use when precipitate has become lumped or granular in appear-
ance or has formed a deposit of solid particles on the wall of the container.

In addition to the above warnings for protamine zine insulin * * *, the fol-
lowing statements should be ineluded in the labeling of these preparations: “Keep
in a cold place, avoid freezing”; “Shake carefully” or “Shake well before using”
or “Shake well” or “Shake carefully to suspend all particles’; “Failure to follow
directions for use may lead to infection.”

Globin zine insulin:

~ Caution—Do not remove stopper. Not for intravenous nor intramuscular use.

Do not use after expiration date shown on outside wrapper or container. Do not

use if any turbidity or precipitate has developed in the solution. Do not sub-

stitute for any other insulin-containing drug unless directed by physician.

In addition to the above warnings for globin zine insulin, the following state-
ments should be included in the labeling: “Keep in a cold place, avoid freezing.
Failure to follow directions for use may lead to infection.”

*IPECAC SYRUP IN ONE-FLUID OUNCE CONTAINERS FOR EMER-
GENCY TREATMENT OF POISONING, TO INDUCE VOMITING.
(See § 3.30 of this chapter.)

Ipecac syrup packaged for over-the-counter sale must bear statements to the
following effect, in a prominent and conspicuous manner:

The following statement (boxed and in red letters):

“For emergency use to ¢ause vomiting in poisoning. Before using, call physi-
cian, the Poison Control Center, or hospital emergency room immediately for
advice.”

The following warning: Warning—Keep out of reach of children. Do not
use in unconscious persons. Ordinarily, this drug should not be used if strych-
nine, corrosives such as alkalies (lve) and strong acids, or petroleum distillates
such as kerosene, gasoline, coal oil, fuel oil, paint thinner, or cleaning fluid have
been ingested.

ISOAMYLHYDROCUPREINE AND ZOLAMINE HYDROCHLORIDE
RECTAL PREPARATIONS FOR EXTERNAL USE. (See §130.102(a) (3)
of this chapter.)

Warning—Do not use this preparation in case of rectal bleeding, as this may
indicate serious disease.

NEOMYCIN SULFATE WITH A VASOCONSTRICTOR, IN NASAL PREP-
ARATIONS (SPRAY OR DROPS). (See § 130.102(a)(9) of this chapter.)

Caution—Do not exceed recommended dosage. Do not administer to
children under 3 years of age unless directed by physician.

OXYTETRACYCLINE AND POLYMYXIN B SULFATE. (See Antibiotic-
Containing Drugs for External Use * * ¥)

PRAMOXINE HYDROCHLORIDE FOR EXTERNAL USE. (See
§ 130.102(a) (19) of this chapter.)

Caulion—Do not use in the eyes or nose. Not for prolonged use. Do not
apply to large areas of the body. If redness, irritation, swelling, or pain persists
or increases, discontinue use unless directed by a physieian.,

SODIUM FLUORIDE DENTIFRICE POWDER. (See § 130.102(a)(10) of
this chapter.)

Caution—Children under 6 years of age should not use this drug.
SODIUM GENTISATE. (See §§ 3.43, 3.509, 130.102(a)(2) of this chapter.)

Warning—Do not give to children under 6 years of age or use for prolonged
period unless directed by physician.

Warning—Keep this and all medications out of the reach of children; or

Warning—Keep out of the reach of children.
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If offered for use in arthritis or rheumatism, in juxtaposition therewith, the
statement:

Caution—1f pain persists for more than 10 days, or redness is present, or in
conditions affecting children under 12 years of age, consult a physician imme-
diately.

SODIUM MONOFLUOROPHOSPHATE DENTIFRICE SOLUTION. (See
§ 130.102(a)(15) of this chapter.)

Caution—Children under 6 years of age should not use this drug.

TUAMINOHEPTANE SULFATE NASAL PREPARATIONS  (See §130.-
102(a) (16) of this chapter.)

Caution—Do not exceed recommended dosage. Overdosage may cause
nervousness, restlessness, or sleeplessne Individuals with high blood pressure,
heart disease, diabetes, or thyroid disease should use only as directed by

i Do not use for more than 3 or 4 consecutive c[.‘l)‘h unless directed

SATE PREPARATIONS. (See § 130.102(a) (18) of this chapter.)
Caulion—Do not use but consult physician for deep or puncture wounds or
serious burns, If redness, irritation, swelli or pain [ic]'.\j:--‘- or increases, dis-

continue use and consult physieian.
Warning—Contents under pressure. Do not puncture. Do not use or store
heat or open flame. Exposure to t sratures above 130° Fahrenheit may

ecause bursting. Never throw container intc or incinerator,

§131.17 Drugs for human use; warning and caution statements specifically
required by law.

PREPARATIONS CONTAINING HABIT-FORMING DERIVATIVES OF
SUBSTANCES NAMED IN SECTION 502(d) OF THE ACT. (See
§8 165.1, 165.2, and 165.5 of this chapter.)

The statement “Warning—May be habit forming” isTrequired to appear on

the labels of all drugs containing derivatives designated in}§ 165.1 of this el

as habit forming, including exempt narcotic preparations described in § 165.5(a)

of this chapter and preparations containing one or more derivatives of barbiturie

acid, unless such drug is not suitable for internal use and is distributed and sold

exclusively for such external use as involves no possibility of habit formation.

APPENDIX III

AND LABELING OF DRUGS

1. The definition of terms in See. 201 of the Federal Food, Drug and Cosmetic
Act are broad and elasti

(a) “Drug’ means, among other things, articles used in the diagnosis, cure,
mitigation, treatment or prevention of disease in man or other animals.

(b) “Label” means matter displayed on the immediate container.

(¢) “Labeling” means matter accompanying the article.

{d) “Misbranding” includes not only representations expressly made but
the failure of labeling to reveal faets material in the light of representations
contained in the labeling or material with respect to consequences which may
result from use of the labeled article under the conditions of use stated or under
such conditions as are customary.

The elements of misbranding are comprehensive and the requirements are
ad and precise.

(a) Labeling must not be “false or misleading in any particular,” and a
drug is misbranded if it is dangerous to health when used as directed in its
labeling. (See. 502(a) and (j))

(b} The label must contain name and address of manufacturer or dis-
tributor and statement of weight, measure or numerical count.  (See. 502(b))

Elaborate regulations, going into much detail, affect label compliance with
the statutory provisions. (21 CFR 1.102)

(0} Information on labelssand in labeling must be prominently placed

h such conspicuousness (as compared with other words, statements,
ns or deviees, in the labeling) and in such terms as to render it likely
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to be read and understood by the ordinary individual under customary
conditions of purchase and use.” (See. 502(¢))

Elaborate regulations, going into much detail, affect label compliance with
the statutory provisions. (21 CFR 1.103)

(d) If it contains any habit forming substance, the label must bear the
name and quantity or proportion of such substance and the statement
“Warning—May be habit forming.” (Sec. 502(d))

(¢) The label must bear the “established name’ of the drug and, if it
consists of two or more ingredients, the established name (and in some
eases the quantity) of active ingredients. (See. 502(e))

Elaborate regulations, going into much detail, affect label compliance
with the statutory provisions. (21 CFR 1.105)

(f) The labeling must contain (1) adequate directions for use and (2)
such adequate warnings against use in those pathological conditions or by
children where its use may be dangerous to health or against unsafe dosage
or methods or duration of administration or application, in such manner and
form, as are necessary for the protection of users. (Seec. 502(F))

() If it is a drug the name of which is recognized in an official compendium,
it must be packaged and labeled as preseribed in the compendium. (See.
502(g))

(h) If a drug has been found by the Secretary to be liable to deterioration,
it must be packaged in such form and manner, and its label bear such pre-
eautions as the Secretary shall by regulation require as necessary for the pro-
tection of the public health. (See. 502(h))

(i) The container must not be “so made, formed or filled as to be mislead-
ing”’ : the drug must not be an imitation of another drug; it must not be offered
for sale under the name of another drug. (See. 502(i))

(i) Under the “Drug Abuse Control Amendments of 1965,” it must not be
a “counterfeit drug” which is defined (Sec. 201(g)(2)):

“The term ‘counterfeit drug’ means a drug whieh, or the container or label-
ing of which, without authorization, bears the trademark, tradename, or
other identifying mark, imprint, or device, or any likeness thereof, of a drug
manufacturer, processor, packer, or distributor other than the person or
ing of which, without autherization, bears the trademark, tradename, or
persons who in fact manufactured, processed, packed, or distributed such
drug and which thereby falsely purports or is represented to be the product
of, or to have been packed or distributed by, such other drug manufacturer,
processor, packer or distributor.”

(k) All depressant and stimulant drugs subject to the “Drug Abuse Control
Amendments of 1965” (See. 511) must bear prominently on the principal
panel of the label the following symbol or modifications:

The symbol in outline form is for use as
a large, open-letter overprint.

(1) The advertising and labeling of prescription drugs pursuant to the 1962
Amendments, must contain the established name “‘printed prominently and
in type at least half as large as that used for any trade or brand name thereof,’
the ingredients and “such other information in brief summary relating to
side effects, contraindications, and effectiveness as shall be required in regula-
tions.” (Sec. 502(n))

(m) A drug which is not safe for use other than on preseription must be
labeled “Caution: Federal law prohibits dispensing without prescription.”
(Sec. 503(b)(4))

(n) Regulations require, when appropriate, such statements as “for pre-
seription compounding”; “Caution: E’-'or manufacturing, processing or
repacking”; “For investigational use”;¥*Diagnostic reagent—For profes-
sional use only.” (21 CFR 1.106 (j), (k), ()

3. Packaging and labeling are subject to review and approval under the pro-
visions of Sec. 505 as to “new drugs.” The Aect provides for the submission of
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If;lwling material and the regulations make detailed requirements (21 CFR 130,
et seq.).

4.q'$£!c. 507 requires certification of antibiotics and extensive regulations
preseribe numerous labeling and packaging requirements (21 CFR 141, et seq.).

5. See. 510 requires registration for the manufacture, processing or repackaging
of drugs and requires factory inspection at least once every two years.

6. Sec. 704 provides for inspection of factories, including the materials therein
and the labeling pertaining to them.

7. See. 801 forbids importation of any drug article which is misbranded. Tt
permits exportation when labeled on the outside of the shipping package to show
that it is intended for export.

8. 8. 985 and H.R. 15440, the so-called “Fair Packaging and Labeling Act,”
now pending before the Committee on Interstate and Foreign Commerce—if
passed in present form—will add further controls and specifications which will
not be known until adoption of regulations.

Mr. Hoge. In deference to the time element which we have dis-
cussed, I will shorten a good deal by skipping. I don’t want to skip,
however, an expression of our appreciation, Mr. Chairman; we are
grateful for this opportunity to be heard before this committee, and
we are the more grateful, Mr. Chairman, because of the seriousness
of this bill.

I am going to cut my statement to eliminate two of the points which
I was to discuss because they have been discussed very fully: the
aspirin matter just now by Dr. Tainter and safety closures recently
by Mzr. Fisher. ~ I am going to come in a moment to the third element
which is the matter of labeling. I want to say to you as I do that
this bill is extremely serious in that respect—more serious, I think,
than we have realized; certainly more serious than has been repre-
sented yet to this committee. With your permission and your pa-
tience I am going to try in my statement to analyze that part of the
bill and leave with you the seriousness of it.

Mr. Chairman my statement has a reference as to who I am. My
name is James F. Hoge and I am a member of the bar of the State of
North Carolina and of the State of New York. I have practiced in
New York for nearly 36 years and am located at 90 Park Avenue,
New York City.

I appear today for my client—The Proprietary Association, located
in this city. It is an association of manufacturers of proprietary
medicines.

There is another thing that I would not like to skip in the matter
of time, and that is the position of this association on food and drug
legislation.

%\Ir. Chairman, I appeared before this committee on August 10,
1935, and pledged the support of this association to the bill which was
then before you, and which about 3 years later became the Federal
Food, Drug, and Cosmetic Act of 1938,

We were first a very ardent opponent of that bill because of reasons
which were stated and argued at the time and we appeared before
committees in the House and in the Senate on it. In May of 1935,
when the bill passed the Senate, we had withdrawn our opposition.
The bill had been amended, and we gave our support at that time.
I stated our support of record in your proceedings on August 10,
1935, and I would like to quote just this sentence from my state-
ment then:

We do not oppose the bill here today, and we do not propose any amendments,
I am particularly glad to say that, Mr. Chairman, because up until this time we




224 CHILD SAFETY ACT AND PERSONNEL TRAINING

have considered it necessary to be an opponent although all the while we have
realized that improved food and drug legislation was and is needed, not only in
the interests of the public but in the interest of legitimate industry.

And, Mr. Chairman, that has been our position ever since, and it is
our position here today; and while we are cast in the status of an oppo-
nent to this bill, H.R. 13886, our opposition is only in part. We
have no objection to the hazardous substances part, the latter part
of the bill. We have no objection to H.R. 13884 which was before
you originally when you opened these hearings; and our opposition to
H.R. 13886 relates solely to the provisions on aspirin, which we have
discussed here today; to the provisions on bottle closures; and then
to the third matter to which I now come.

In this matter our opposition is to the unlimited delegation of
authority. We, as you have heard, have no objection to re-
ducing the number of tablets in a bottle of aspirin. We don’t know
what to say specifically about bottle closures, but we will cooperate
with whatever you try to work out on that. I think I would like to
say this, however, about the aspirin matter right at the point where
you were a moment ago, Mr. Chairman. I remember the 1955 meet-
ing although I was not present. 1 have attached to my statement as
appendix 1 (see p. 210), a copy of the “Drug Trade News" for Feb-
ruary 28, 1955, which has been referred to several times this morning.
When you have a chance to study it, I would call vour attention to
the people who were at the meeting, to the firms who were there, to
the industry which was represented, the names of the companies, the
names of the people from the Government, and the names of the people
from the universities. Now as I recall, it was not so much a matter
of reducing the number of tablets in a bottle of children’s aspirin, as
it was of vm‘tul!l'.'r-_-'il!;_-' the irlt]nr-lr_\' not to inerease the number. The
principal makers were then manufacturing bottles of 50 just as they
are today, and the consensus of that meeting, as I remember it and as
it seems to read in the “Druge Trade News” report, was that the in-
dustry was encouraged by the conference not to increase the number.

Now, with that, let me come to the matter of labeling, and that
begins on page 7, I believe, of our statement, Mr, Chairman. T hope
you will inelude in the record what I have said with respect to aspirin
and bottle closures and come to page 7 which I have entitled * Basic
Changes in Labeling Law.”

Section 4(b) of the bill includes in identical language a provision of
H.R. 13885, which is also before this committee, although you have
bad no hearings on it yet. What H.R. 13886 does at this point is to
take one of the provisions of 13885, which in that bill is entitled “Drug
Labeling Regulation,” and incorporate it now into this bill, 13886, as
“Child Safety Act of 1966.”

Now, such excerpted portion would apply to all drugs, not just to
aspirin but to all drugs and with respect to them, the use by children
would be merely incidental. This excerpted portion would drastically
amend section 502(f)(2). That section was put into the law in 1938
and since its enactment in 1938 it has required drug labeling to bear
“adequate” directions and “adequate” warnings. The manufacturer
is and has been under the oblization to include such adequate diree-
tions and warnings on penalty of encountering, if he fails, the serious
sanctions of injunction, eriminal prosecution and product seizure.

Section 502(f) was a highly important provision at the time of
enactment in 1938. MNr. Chairman, 1 remember so vividly the dis-
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cussions and the debates first in opposition, then finally in support of
a provision of law that was to require the manufacturer to put on his
labels warnings against using or against methods of using. The phi-
losophy of it was—and it is a good philosophy— that warnings are
“the other side of the coin.”” On one side of the coin are directions
how to use; on the other side are directions how not to use. So it
was really a very forward piece of legislation when it was put in this
law in 1938. And, I submit to you, it has been the better for im-
posing the responsibility on the manufacturer, for requiring that he
meet the law’s commandments and prohibitions at the risk of the seri-
ous sanetions of injunction and criminal prosecution and seizure.

In the course of the hearings on June 24, 1966, before you, there
was testimony that the FDA had been, I am quoting now:
dealing with regulations under that section since 1938 without provision for
hearing—
and that—
we are regulating the entire range of drug labeling under that section without
any problem without a hearing, so we didn’t think it called for one to add this
additional thing,

That “additional thing” I suppose was the proposed exhaustive,
comprehensive rewrite of the section. Now, that statement made
before you is not accurate. FDA has indeed been ‘“‘regulating the
entire range of drug labeling under that section,” and 1t has been
doing it “without any problem without a hearing.”

But. Mr. Chairman, that is where any analogy to the proposed
amendment stops. The law requires the manufacturer to include, as
I just said, adequate directions and adequate warnings and imposes
the responsibility on him to comply with the law; and on the FDA to
enforce the law. The proposed amendment would, in effect, em-
power FDA to make the law, and that is the heart of our objection to
this proposed rewrite of the warning section of the law.

For, under this amendment, every detail of the labeling as to direc-
tions and warnings—Mr. Chairman, when you deal with over-the-
counter drugs, there are three important things: what the article is
good for, and how you use it, and how you don’t use it. It is im-
portant to put the weight on the label to put on the name and address
and all other required things, of course. But the most important
thing, if you are selling an over-the-counter medicine, without &
prescription, is to tell a person what it is good for, how to use it, and
how not to use it, and that is where this subject comes to a crisis.
For, as I have just said, every detail now of the labeling, as to direc-
tions and warnings would be formulated by the FDA.

For more than a quarter of a century FDA has formulated and pub-
lished, and industry has applied a comprehensive set of suggested
warnings which appear in the Code of Federal Regulations, title 21,
chapter 1, part 131, entitled “Interpretative Statements Re Warnings
on Drugs and Devices for Over-the-Counter Sale.”

Mr. Chairman, so that you could see what is the situation in this
respect, I have attached as appendix II (see p. 211) a copy of the
Code of Federal Regulations, showing the suggested warnings which
now exist and to some extent have existed for 25 years. I say to
some extent, because suggestions have been added through the years,
of course, but this law was passed in 1938, June; it was to take effect
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in June 1939, it was extended to January 1940; so, since January 1940,
or very soon thereafter, there have been these suggested warnings to
go on over-the-counter articles and they are now as you see them here
on my statement.

Mr. NeuseN. Mr. Chairman, at that point would the gentleman
yield for a question?

Mr. Jarman. Yes.

Mr. NeLseN. In the District of Columbia Committee I introduced
a bill, and the chairman introduced a bill dealing with the qualifying
of the District of Columbia for rehabilitation funds on the same basis
as the States, which I think it a very good bill.

The bill then went to the Education Committee and they added
an elected school board to it and this addition killed the whole thing.

Now, if this section you refer to is already in the Drug Safety Act,
would not this bill, which certainly has areas of merit, be jeopardized
in its passage because of the additional section that is put in there?

Mr. Hoge. Well, if I understand you, Congressman, it would.
I don’t know whether I am familiar enough with it——

Mr. NeLsen. I am dealing with this bill.

Mr. Hoge. Yes.

Mr. NeLsen. I am using my instance as a parallel where a good
bill was defeated or put on the shelf because of an additional item
which was put i it. If the child safety bill is to be passed and the
controversial section is added to it which is already in the law, might
not the addition jeopardize the bill?

Mr. Hoge. Well, I would think so. And I appreciate your putting
a point here. Let me just say this, Mr. Chairman, I have been at
this a long time. I have been counsel for this association for 32
years, and I was present during the whole time that this food and
drug law was worked out from June 1933 to June 1938 when it was
passed, and it is & wonderful piece of legislation and it was hammered
out in a democratic way, first by ardent opposition, then by support,
by conferences in chambers, before you in hearings and in every way
possible to exchange the views. This law as so hammered out is a
good law, and we are dealing right now with one of the most important
aspects of it, to wit, the command for directions and warnings on the
label and the responsibility of the citizen to obey the law. This law
did that; it made the Food and Drug Administration responsible for
enforcing it and it left the courts to adjudicate it. Thank you,
Congressman Nelsen for interrupting me at that point.

On page 9 I want to call your attention to something that is very
germane. I have quoted for you there—in fact have photostated—
the purpose of issuance of the sugeested warning and caution state-
ment. It is taken from the code which you will see in another section
of my statement—appendix II (see p. 221). I underscored just
enough so that we can move along quickly without reading it all.
But I wanted you to see that the Food and Drug said itself in issuing
these suggestions, that they are issued for the purpose—I am quoting
now:
issued for the purpose of assisting industry in preparing proper labeling for these
articles for over-the-counter sale and in meeting the legal requirements of the Act

that the label or labeling of drugs and devices bear adequate warnings in such
manner and form as are necessary for the protection of users.
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And three lines farther on it says:

These suggested warning or caution statements are illustrative of those that
may be necessary or desirable. It is the responsibility of the manufacturer,
packer, shipper, or distributor in interstate commerce to see that such statements
are adequate for compliance with the provisions of the law.

And that is a responsibility, Mr. Chairman, that every citizen
ought to accept and we accept it gladly. Let me just say this, Mr.
Chairman. If you will look at the labels in the drugstores, you will
see that practically all of them bear the warnings or the spint of the
warnings which are suggested here. You have heard no charge that
the industry stands in violation of the warning section of the act.
We have made a point of that. Of course, the best, most practical
thing one can do is to accept the warnings that the Government has
suggested; use them or use language that says the same thing even
if not in exactly the same language.

Now, enactment of section 4(b) would completely change the
concept and application of the existing law with respect to the
labeling of over-the-counter drugs. It would amend existing law so
substantially and so completely as to swallow up and replace practi-
cally all other labeling requirements pertaining to over-the-counter
drugs. It would swallow up everything except name and address
and the weight and a few technical matters of that sort.

It would put these articles, insofar as labeling is concerned, under
a system of virtual licensing. 1t would accomplish this by unlimited
delegation of authority to FDA to prescribe the labeling, including
the manner and the form of statement, with respect to directions and
warnings; with respeet to all matters, says the amendment, to be in-
cluded in, or omitted from, the labeling; and even to require “such
other information” as the FDA decrees.

Now, the overwhelming enlargement of the section is shown in my
statement by the new matter being capitalized. In the interest of time
I won’t read it but I put it there for you, the bill, at this particular
point, where it would amend section 502 and I have elevated into caps
the new matter and I have also, on some of the copies underscored it
so as bring it out the more,

Now I would like to break that down for you in a way which I think
will show it a little easier than repeating so much of the language which
goes into the proposal. So, I say in my statement on page 11, that the
sweeping extent of the proposed delegation may be analyzed by re-
arranging, or breaking down, the words of the section as proposed to
be amended. The proposal is that FDA have unlimited delegation to
require “‘such other information relating to”—the bill says—“the
foregoing matters.”

Now, what are the “foregoing matters”? They are (1) adequate
directions; and (2) adequate warnings against—(a) use in pathological
conditions; (b) use by children; (¢) unsafe dosage; (d) methods of
administration; (e) duration of administration or application; (f) risk
of aceidental injury; and (g) instructions for first aid.

And then the bill continues:

“And to” (h) side effects; (i) contraindications; (j) effectiveness,
and (k) “other matters” as may be required by regulation, and the
article will be misbranded, says the bill, quoting again unless such
labeling “conforms’ in all respects with regulations as to (1) “manner”
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of statement and (m) “form of statement” for the “safe and effective”
use of the product.

Mr. Chairman, the breakdown speaks for itself. It both demon-
strates the thoroughness of the present provisions of law and the
extent of the attempted enlargement under the proposed amendment.
Now except for (f) and (g), which were the risk of aceidental injury,
and instructions for first aid—except for those two elements—the law
now covers all the substantive elements in the foregoing analysis. As
interpreted and applied, and as illustrated by the -ﬂngt_{oalod warn-
ings in appendix Il to my statement, the law requires “adequate”
warnings against use in pathological conditions, where its use may
be dangerous, says the present law. Well, the warnings suggested in
appendix IT will show that some of the pathological conditons against
which we must warn are infection, burns, irritation, swelling, rash,
rapid pluse, dizziness, glavcoma, kidney disease, neverous symptoms,
nausea, fever, persistent coughs, high blood pressure, diabetes heart
disease, liver disease, intestinal disorders, diarrhea, and sore throat.
And, there are more, too. 1 have picked out representative ones from
the warnings here in appendix Il. That is what we have to warn
against now, they are the pathological conditions.

(b) Use by children, and there rather than try to copy some of
them, knowing of the interest that we have now in this aspect of the
matter, I underlined in red the warnings which now appear with respect
to children. There are 32 of them if I have counted correctly, and I
say again for ready reference, I put them in red so that you could see
the nature of the warnings that now pertain to us and so far as this
record shows, are now obeyed.

(¢) Unsafe dosage, which would tie in I think, Mr. Chairman, with
the matter of antidotes and accidental risk and so on. There are 27
suggested warnings against unsafe dosage and I underline those in
green so as to bring them up quickly and to differentiate them from
the other, and you will see the nature of them without taking the time
now to read them to you.

(d) Methods of administration. Well, some of the warnings require
or suggest that we should have a warning against use as a dusting
powder or against internal use if it is an external matter or against use
in solution or against application to large areas of the body or against
bandaging the extremities, the fingers and the toes or maybe for inhala-
tion only or maybe against inhalation, and then, of course, there are
many other warnings not for ingestion, that would be again unsafe
methods of administration. And then the warning law says there
must be warnings against duration of administration or application
where it might be dangerous, and so these suggestions deal with warn-
ing against use if the symptoms persist, or if they recur frequently,
and then there are warnings which suggest that we should put on the
label the limitation of the number of days in which the medicine
should be used before you see a doctor, for instance.

Then there are quite a few of them against frequent or prolonged use
and ever so many of them of an affirmative character, as well as
negative, to use only as directed, which is a very important direction.

Mr. Chairman, it is the theory of this law when it was enacted back
in 1938 that one set of drugs should have a doctor to prescribe them
because of the potency and the danger of them; another set of drugs
should be so labeled that the laymen could use them and as to him
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then the burden, said the law, and the philosophy was, you put on
that label all the material that the layman needs with which to use
the drug intelligently and safely. This is the basic philosophy of this
law, since 1938.

Now let me pass over momentarily (f), which was the risk of acci-
dental injury and (g), instructions as to first aid and come to (h),
which was “side effects” and (i) contraindications. The bill throws
those in, Mr. Chairman, as though it was something new. It is not
new. The only thing new about side effects and contraindications in
the bill is that as with all of it the Secretary would be given the power
to prescribe and to tell us what to do rather than impose as the law
now does, the burden.

All richt. A side effect is defined by Webster as “an effect of a
drug other than the one it was administered to evoke.”

Stedman, in his Medical Dictionary, goes to a little more length but
it is a helpful definition.

A side effect is a result of drug or other form of therapy in addition to or in
extension of the desired therapeutic effect. While technically the therapeutic
effect carried bevond the desired limit, for instance, a hemorrhage from an anti-
coagulant is a side effect, the term more often refers to pharmacologic results of
therapy unrelated to the usual objective, for instance, a development of signs of
Cushing’s syndrome with steroid therapy. The term usually, but not necessarily,
connotes an undesirable effect.

“Contraindication” is defined by Webster as “an indieation,
symptom, or condition that makes inadvisable a parficular treatment
or procedure.”

And, by Stedman, as “any special sympton or circumstance that
renders the use of a remedy or the carrying ouf of a surgical procedure
inadvisable.”

And T call your attention again, without reading the details of it,
to appendix II which we went over a moment ago in abstract, that
yvou will find there time after time, that we must warn against the
side effects. We must warn and mention against the contraindica-
tions, so I repeat, it is all in the law now. The only thing that isn’t
in the law is the power of the Secretary to prescribe it literally for us.

Now, as to “effectiveness,” and that was (j) in my breakdown
there. The law has been strict as to over-the-counter medicines ever
since enactment in 1938.

Now in the Kefauver hearings we went into a great deal of “effec-
tiveness’’ with respect to prescription drugs, comparative effectiveness
if you please, but with respect to these over-the-counter things which,
Mr. Chairman, if they are not comparatively simple must be on pre-
seription, they ought not to be sold unless they are capable of being
handled by the layman.

Now, a drug is defined as misbranded if, and it has been since
1938, if “its labeling is false or misleading in any particular.”” That
is 502(a).

And then this very important provision was put in in 1938 and we
ought to look at it because it is very relevant to what we are talking
about today. The law provides, in 201(n) that:

If in article is alleged to be misbranded because the labeling is misleading, then
in determining whether the labeling is misleading, there should be taken into ae-
count, among other things, not only representations made or suggested by state-
ment, word, design, device, or any combination thereof, but alzo the extent to
which the labeling fails to reveal facts material in the light of such representations
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or material with respect to consequences which may result from the use of the
article to which the labeling relates under the conditions of use presecribed in the
labeling thereof or under such conditions of use as are customary or usual.

Mr. Chairman, out of your experience in hearings of this kind, you
can imagine how much thought, debate, went into the working out of
that section and incorporating it in the statute.

Now, if the drug is not effective for the claims contained in its
labeling, then the labeling is false or misleading and drug is misbranded
and is subject to seizure and the manufacturer is subject to criminal
prosecution and/or injunction.

Now, as to (k) in that breakdown of a few moments ago, which was
“‘other matters”, as may be required by regulation, I can only say that
that obviously is a wide open grant of authority.

As for (1) and (m), “manner and form of statement”, the law now
requires the warnings “in such manner and form, as are necessary for
the protection of users.”’

So, Mr. Chairman, the law now embraces, and since 1938 has
embraced, the substance of everything proposed except warnings as
to risk of accidental injury and instructions for first aid, that 1s (f)
and (g) in my analysis. Other than those elements, the bill adds
nothing to existing law except a delegation of unlimited authority
to the FDA, and there has been no showing of any need for this dele-
gation. If over-the-counter drugs are so fraught with danger or with
the need for professional direction as to require the proposed form of
licensing control, they should not be sold over the counter. They
should be sold only on prescription.

Now, I come to “product liability’” and I am almost at the end of
my statement as I am contracting i1t, Mr. Chairman.

Special attention may now be drawn to the proposal that the
labeling of drugs should bear warnings against risk of causing acci-
dental injury, and should include instructions for first aid treatment
in the event of accidental injury. This proposal should have most
careful examination, If enacted, it would likely open wide the door
to minute administrative regulation and enormous product liability.

Let me interrupt myself here, I might forget if, yet in my study I
wanted to say this to you; I said there just a moment ago that the
instruetion for first aid should apply to accidental injury.

The way the bill is worded, that is not correct. As I reexamine
and read it, and if you will read the language of the bill, you will see
that the first aid instructions would apply to everything that is in the
law now, pathological conditions, unsafe dosage, use by children,
everything the law now says, with this addition, the way it is put
into the bill, at this particular point, would require first aid instrue-
tions with respect to all of them.

With the passage of time there would likely be an increasing admin-
istrative demand for warnings against an increasing number of risks.
The fact of the matter is, this amendment would be the answer to a
negligence lawyer’s prayer. The manufacturer would be liable for
injury not only from intended use but from unintended use and from
abuse and misuse.

The risk of accidental injury is dependent upon many contingencies
over which the manufacturer has no control. Accidents may accom-
pany the use of the drugs in all the circumstances, ways, and aspects
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in which they may accompany practically everything the people do:
walking, riding, bathing, working, playing, and so forth.

The proposal for inclusion in labeling of instructions for first aid
treatment is even more alarming. It may be asserted by the enforce-
ment agency or by ecivil litigants that “instructions are necessary or
appropriate” in a multitude of circumstances. It may be asserted
that such “instructions” are ‘“necessary’’ with respect to all uses,
intended or unintended, and in all the conditions for which it 1s
recommended. What is considered ‘“necessary or appropriate” at
one time may not be so considered at another. The list of conditions
in which such instructions are deemed “necessary or appropriate’
may lengthen with time, and the composition of the “instruct ions”’
may broaden and the nature of them may change with changing
administrations.

It is quite well recognized that the Food and Drug Act is directed

rimarily to procecting the health of the public. So, Mr. Chairman,
et me be clear about this, when public health requires it, the threat
of enlarged product liability must be tolerated, we must assume that
burden. But I ask you this morning, must it be baited, must it be
invited, must it be encouraged by solemn legislation enacted by the
Congress?

First aid treatment involves questions of therapeutics; involves
medical care and incident of the practice of medicine; involves ques-
tions as to the propriety of, and the appropriate self-medication in
such cases. Thus, the manufacturer \\‘uull)d e faced with differences

of medical opinion as to whether the stated instructions were the
proper ones, whether they, and/or the unstated ones, were “necessary
or appropriate.” Uncertainty, controversy, and litigation would in-

evitably be bred by questions of this sort, proliferated and blown into
considerable proportion by crosswinds of medical opinion.

Now, Mr. Chairman, at this point I would like to hesitate. Ihope
that the rest of my statement may be made a part of the record and if
time will permit, I wish you would recognize the gentleman with me,
Mr. Connolly, who has had considerable experience in the law of
product liability and he is with me this morning for that purpose. I
think he has a statement which he may file, but perhaps you may hear
him briefly.

Dr. Paul is a physician and has had considerable experience with
injuries, accidents, that sort of thing; and he has a statement which he
will file too, but perhaps you would hear both of them briefly.

Mr. Jarymay. The committee will be glad to hear from them.

Mr. Convorry. May I proceed, Mr. Chairman?

Mr. Jarmayn. Yes.

Mr. Coxvorny. Mr. Chairman, I am a practicing lawyer in the
city of Washington. My credentials are set forth on the first page of
my prepared statement. I have prepared this statement and I have
also prepared a memorandum brief which supports the conclusions
that I have reached. I am going to depart from that in the interest
of time and try to summarize it extemporaneously and I ask however
that the statement and the brief, if you care to have it, will be in-
cluded in the record.

Mr. Jarman. They will be accepted for the record.

(The prepared statement of Paul R. Connolly and memorandum
brief attached thereto, follow:)
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StarEmENT oF Pavn R. Conxowry, Esq.

Mr. Chairman and Members of the Subcommittee: My name is Paul R.
Connolly. Iam a partner in the Washington law firm of Hogan & Hartson, having
offices at 815 Connecticut Avenue.! My appearance before you today is in the
capacity of consulting eounsel to the Proprietary Association? by whom I have
been requested to discuss the impact of certain language found in H.R. 13886
upon a manufacturer’s liability in tort, I have specific reference to those provi-
sions which would amend Section 502(f) of the Federal Food, Drug & Cosmetic
Act [21 U.S.C. § 352(f)] to require a manufacturer to include upon its labeling
“(2) such adequate warnings * * * apgainst a substantial and reasonably fore-
seeable risk of causing accidental injury, in such manner and form, as are neces-
sary for the protection of users, including instructions for first-aid treatment when
necessary or appropriate; and (3) such other information relating to the fore-
going ‘matters and to side effects, contraindications, effectiveness, and other
matters as may be required by or pursuant to regulations * * #**

Although there is no field of tort law which is developing as rapidly, as exten-
sively and whose direction is more toward the imposition of new liability upon
a manufacturer than in the field of products cases, there is as yet no body of
judiecial precedent which would impose the nature or the extent of new liability
contemplated or inherent in the language proposed by this Bill. Despite the
ready familiarity of the ring of the words of the Bill to the ear of the tort lawyer
their arrangement and setting would create a vast new area of liability for manu-
facturers without regard to any fault or wrongdoing on their part. Its adoption
would necessarily inhibit the development of new produets; largely impose an in-
surer’s obligation upon them, and increase the cost of their products by greatly
inereasing their insurance costs.

The reach and extent of the proposed amendatory language to Section 502(f)
is best appreciated if it is considered in the light of the most advanced judicial
and pedagogical opinion. So measured, the proposed Bill (1) would extend a
manufacturer’s duty to warn to four areas in which most courts have hitherto
held there is no such duty; (2) would preseribe a new “good Samaritan” duty,
which no court has as yet imposed and for the discharge of which a manufacturer
is plainly a poor choice, and (3) would deprive a manufacturer of his common law
defenses.

I. THE DUTY TO WARN EXTENDED INTO FOUR NEW AREAS

The most modern, advanced statement concerning a manufacturer's liability
for marketing a defective product Is to be found in Section 402A of the RESTATE-
MENT (SECOND), TORTS, which imposes strict linbility upon a supplier of a
produet which is in a defective condition and unreasonably dangerous to the
consumer.! Comment h to that section makes it clear that a produet would be
classified “‘defective” if it failed to bear an adequate warning of danger where
appropriate. Comment j illustrates the extent of this duty and a substantial
body of case law has defined it. The manufacturer is not an insurer against all
accidental injury involving his produet, and the courts have held that it is un-
reasonable to require a warning against every contingency which might oeccur in
the course of use of his produect.

A, Duty to Warn of Hazards Arising From An Unintended Use of the Product

Even though a manufacturer can appreciate the fact that a user of his prod-
uet might put it to a purpose for which it was not infended by him, the courts
have held that there is no duty to warn against such misuse. The proposed
language of H.R. 13586, however, would require a warning against any reason-
ably foreseeable misuse. This would require a considerable degree of foresight
and imagination on the part of the manufacturer to anticipate the myriad mis-
uses of his produet by the entire spectrum of humanity ranging from those of
very tender years, to the blind and to the simply careless.

11 am a member of the American College of Tria
Counsel, presently serving as a member of its Ex v ittoe: and the American and Distriet of Co-
lum Bar Associations, L have taught and le i extensi in the f of Trial Tacties, Negligence
Law and Evidence at the Georgetown University Law Center; at the Practicing Law Institute, and else-
where,

2 An Association of proprietary drug manufactarers with offices at 1700 Pennsylvania Avenue, N.W.,
Washington, D.C.

3 The adoption by the American Law Institute of the doctrine of strict liability has most recently been
eriticized as an attempt at legislating. It is argued that § 402A is not a “restatement” of existing case law
but a declaration of new law. See: Dalrymple, ** Brief Opposing Strict Liability in Tort,”” Defense Research
Institute, Inc. (1966),
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B. Duty to Warn Against Obvious and Patent Hazards

The courts have held that a manufacturer is required fo give notice only of
latent dangers inherent in his product and is not liable for a patent deficiency
which should have been obvious to the consumer. The proposed Bill, however,
makes no such distinetion. 1t requires notice of every foreseeable hazard whether
obvious to anyone or not.

C. Duty to Warn of the Risk of Trivial Injury

No court or commentator has thought it appropriate to require a manufae-
turer to warn of the danger of slight or trivial injury. Rather, the imposition
of liability rests upon the immediate threat of serious bodily harm. Judge
Prettyman, writing for the court in Jamieson v. Woodward & Lothrop, 247 F. 2d
23, 20 (D.C. Cir. 1957) put the matter well when he said:

“But we do not find in the authorities a doctrine that, if the injury ordi-
narily foreseen is relatively minor and so need not be warned against, a
manufacturer must nevertheless warn against any dire consequence which,
also obviously, may ensue. Quite to the contrary it is well established that
a manufacturer is not liable, unless serious bodily harm 1is reasonably fore-
seeable.”

The proposed amendatory langunge of H.R. 13886, however, uses the word
tgnbstantial”’ as modifying the risk, not the injury. Suech transposition of words
would require & warning against the substantial possibility of a slight or insignifi-
cant injury and the consequences which could result therefrom.

D. Duty toa Warn of Side Effects, Coniraindications and Effectiveness of the Product

Most courts have held that a produet is not defective because it does not provide
warning against a hazard or side effect of which the manufacturer could not reason-
ably have had knowledge. The Fifth Circuit’s refual to impose liability upon a
tobacco company which provided no warning of the carcinogenic quality of its
cigarettes is a familiar example of this principle.! Likewise, there is no duty to
warn of an oceasional allergic or idiosyneritio reaction. There is a duty to warn
only where the allergie class is sufficiently large to refleet upon the capability of
the product. The reason for! this rule is said, to arise from the fact that most
people are allergic to something; that a warning would serve no purpose since the
user most, probably is unaware of his allergy, and that such warnings w ould inhibit.
the use of a product which may very well be helpful to the great majority of users.®

H. R. 13886 would vest in the Secretary, without right of hearing, the authority
to establish an absoliute duty to warn against all undesirable effects arising from a
product’s use. This would give the Secretary the power to impose an insurer’'s
liability upon any manufacturer subject to the Food, Drug & Cosmetic Act.

. THE DUTY TO BE “THE GOOD SAMARITAN"

A manufacturer is not under any present duty to prescribe first-aid freatment
on his produet’s literature. The “good Samaritan rule” rather inhibits such a
practice since, if a person volunteers to provide such care, he is liable if the care
turns out to be inaccurate or insufficient.

The proposed Bill would require the performance of a duty to render first aid
and would undoubtedly impose additional liability upon the manufacturer if that
aid were inaccurate: ill-advised, or inadequate. The variety of types of aceci-
dental injury and the disparate nature of the human response thereto make it
extremely impractical to preseribe treatment in advance by means of a printed
label.

III. THE DEPRIVATION OF THE COMMON LAW DEFENSES OF CONTRIBUTORY NEGLI-
GENCE AND ASSUMPTION OF RIBK

Generally speaking, a manufacturer of a product which has caused injury may
defend upon the ground that the user was himself negligent in the use of the pro-
duet or else that he exposed himself to a known risk of injury in the manner in
which he used it. There is & eonsiderable body of case law, however, which holds
that where legislation is enacted to protect a special class of persons thovezht to
be ineapable of protecting themselves, e.g., children and the intoxicated, the
defenses of contributory negligence and assumption of risk are not available to one
charged with violating the statute.

 8oe Lartigue v. R. J. Reynolds Tobacte Co,, 317 F, 2d 19 (5th Cir. 1063).

# Freedman, “Allergy and Products Lighility Today,” 24 Ohio St. 1. J. 479 (1063).
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In the light of the preamble to H.R. 13886 and its common-name title, it may
well be successfully argued that a manufacturer charged with a violation of its
provisions is deprived of his common law defenses,

The opinions and conclusions which I have expressed concerning the present
state of the law are supported by a memorandum brief which my office has
prepared and which I desire to file as an addendum to these remarks,

IV. RECOMMENDATIONS

The perfectly well-intentioned motives behind H.R. 13886—to proteect children
and other users from substances hazardous to their bodily integrity—may be
better served if the subcommittee were to follow the drafts of the American Law
Institute in its RESTATEMENT, rather than attempt to employ new language
and invoke new concepts of liability. If such an approach were employed, the
language of H.R. 13886 should be modified to require a warning as to “risks of
serious bodily harm which are reasonably foreseeable to the manufacturer from
an in't’cnded use of the product but which are not reasonably obvious to an intended
user.

In my opinion there should not be imposed any statutory duty to prescribe
first-aid remedies. Probably the only safe and comprehensive advice which should
be given in such cases is a general admonition to “‘contact your physician in case
of misuse."”

MgemoraNpuM Brier Prerarep BY PauL R. ConnorLy, Esq., CONCERNING THE
LiaBILITY oF A MaNUFACTURER UNDER CEBRTAIN LANGUAGE PROPOSED BY
H.R. 13886

H.R. 13886 (89th Cong., 2d Sess.) pr%poses to amend Section 502(f) of the
Federal Food, Drug & Cosmetic Act, 21 U.S.C. § 352(f), to require that product

labels bear “* * * (2) such adequate warnings * * * against a substantial and
reasonably foreseeable risk of causing accidental injury, in such manner and form,
as are necessary for the protection of users, including instructions for first-aid
treatment when necessary or appropriate; and (3) such other information relating
to the foregoing matters and to side effects, contraindications, effectiveness, and

other matters as may be required by or pursuant to regulations * * * prescribed
by the Secretary [of Health, Education & Welfare].”

The adoption of such statutory language would enlarge the lability of a manu-
facturer subject to the Act beyond any degree yet imposed by the rapidly develop-
ing case law in the field of produects liability. This statement can be readily
appreciated by a comparison of the liability proposed by the Bill with the most
advanced present state of the law as developed in judicial opinions.

I. THE DUTY TO WARN—GENERALLY

The most advanced statement of the law concerning a manufacturer's dutv to
warn is to be found under Section 402A of the RESTATEMENT (SECOND),
TORTS, which imposes strict liability on a supplier of a product which is in a de-
fective condition and reasonably dangerous to the consumer. Comment h to
Section 402A suggests that, where a manufacturer has reason to anticipate that
danger may result from the use of his product, as for example, the ingestion of an
overdose of a drug, failure to provide an adequate warning against such danger will
render the product defective within the meaning of section 402A.

Comment j summarizes the law concerning the manufacturer's duty to warn,
and provides as follows:

j. Directions or warning.—In order to prevent the product from being
unreasonably dangerous, the seller may be required to give directions or
warning, on the container, as to its use. The seller may reasonably assume
that those with common allergies, as for example fo eggs or strawberries, will
be aware of them, and he is not required to warn against them. Where, how-
ever, the produet contains an ingredient to which a substantial number of the
population are allergic, and the ingredient is one whose danger is not gen-
erally known, or if known is one which the consumer would reasonably not
expeet to find in the produet, the seller is required to give warning against it,
if he has knowledge, or by the application of reasonable, developed human
gkill and foresight should have knowledge, of the presence of the ingredient
and the danger. Likewise in the case of poisonous drugs, or those unduly
dangerous for other reasons, warning as to use may be required.
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But a seller is not required to warn with respect to products, or ingredients
in them, which are only dangerous, or potentially so, when consumed in
excessive quantity, or over a long period of time, when the danger, or poten-
tiality of danger, is generally known and recognized. Again the dangers of
aleoholic beverages are an example, as are also those foods containing such
substances as saturated fats, which may over a period of time have a de-
leterious effect upon the human heart.

Where warning is given, the seller may reasonably assume that it will be
read and heeded; and a product bearing such a warning, which is safe for use
if it is followed, is not in defective condition, nor is it unreasonably dangerous.

Thus, under present case law a manufacturer must provide warnings commen-
surate with the potential danger of his product. Bean v. Ross Manufacturing Co.,
344 S.W. 2d 18 (Mo. 1961); Tampa Drug Co. v. Wait, 103 So. 2d 603 (Fla. 1958) ;
Hubbard-Hall Chemical Co. v. Silverman, 340 F. 2d 402 (1st Cir. 1965) (applying
Mass. Law).

However, the manufacturer is not an insurer against all accidental injury and
the courts have held that it is unreasonable to require a warning against every
contingeney which might oceur in the use of his produet. Thus, for example, a
manufacturer of chlorine gas was not required to warn an injured plaintiff of the
dangers inherent in using an inadequate gas mask while working with chlorine
gas, May v. Allied Chlorine & Chemical Products, Inc., 168 So. 2d 784 (Fla. App.
1964).

II. THE DUTY TO WARN ““AGAINST A SUBSTANTIAL AND REASONABLE FORESEEABLE
RISK OF CAUSING ACCIDENTAL INJURY"

1. The duty to warn against hazards which arise from an unintended use of
the product. The striet liability imposed upon a manufacturer by § 402A of
the RESTATEMENT is most commonly thought to be restricted to situations
where the produet is used in its customary or intended manner. Comment h,
for example, states, in part, that “‘a product is not in a defective condition when
it is safe for normal handling and consumption.” Consequently, a manufacturer
is not under a duty to warn of the dangers inherent in using a hot catalyst with
his chemical produet when he intended it only to be used with a cold catalyst,
Marker v. Universal Oil Products Co., 250 F. 2d 603 (10th Cir. 1957) (applying
Okla. law); nor is he required to contemplate misuse of his product by careless,
ignorant, or incompetent persons, such as the use of a lawn mower in close proxim-
ity to children. Murphy v. Cory Pump & Supply Co., 197 N.E. 2d 849 (Il
App. 1964), or the use of a paper cutter without normal safety precautions,
Beckhusen v. E. P. Lawson, 196 N.Y.S, 2d 531 (App. Div. 1960), rev'd on other
grounds, 214 N.Y.S. 2d 342 (1961).
A manufacturer is not liable for injuries which oceur when his product is not
put to the use intended by the manufacturer. Nelson v. Union Wire Rope Corp.,
187 N.E.2d 425 (Ill. App. 1963), modified on other grounds, 199 N.E.2d 269 (IlL
1964); O’ Donnell v. Asplundh Tree Expert Co., 99 A.2d 577 (N.J. 1963); Boyd v.
Frenchee Chemical Corp., 37 F.Supp. 306 (E.D.N.Y. 1941). Thus, in McCready
v. United Iron & Steel Co., 272 F.2d 700 (10th Cir. 1959) (applying Okla. law),
a manufacturer of casement windows was not liable to construction workmen
who used the moldings on these windows as a stepladder, even though there
was some evidence that he knew of such use.
As a corollary to the rule of intended use, the courts have imposed liability
on a manufacturer only where an injury resulted from normal use of the product.
Hentschel v. Baby Bathinelte Corp., 215 F.2d 102 (2d Cir. 1954), cert. denied,
349 U.S. 923 (1955); Dubbs v. Zak Bros. Co., 175 N.E. 626 (Ohio App. 1931).
Thus, in Sawyer v. Pine 0il Sales Co., 155 F.2d 855 (5th Cir. 1946), a cleansing
agent manufactured by defendant splashed into plaintiff's eye. The courts,
affirming a judgment for the defendant manufacturer, stated, 155 F.2d at 856:
“Certain it is that persons in the general use of benzene, household am-
monia, lysol, naptha, and other similar agents, are aware of the fact that
painful consequences will result if they are used in such manner as to allow
them to get into the eye, but these potential consequences do not result in
a discontinuance of their use nor in the conclusion that they are unfit for
the use to which they are intended to be put.”

Abnormal use of the product was therefore held to be a bar to plaintiff’s recovery,

The results in many of the above cited cases have been criticized by some law re-
view authors, e.g., Dillard & Hart, ‘“Product Liability: Directions for Use and the
Duty to Warn,” 41 Va. L.R. 145 (1955); and Noel, “Manufacturer’s Negligence of
Design or Directions for Use of a Produet,” 71 Yale L. J. 816 (1962). These
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authors advocate an extension of the manufacturer’s duty to warn, and would
require him to foresee abnormal and unintended uses. Dillard and Hart, for
example, suggest a distinetion between direetions for use and warnings against
the risk of harm created by a plaintiff’s failure to follow directions. These authors
vigorously defend the holding of the Virginia Supreme Court in MeClanahan v.
California Spray-Chemical Corp., 75 S.E.2d 712 (Va. 1953), imposing liability on
the manufacturer of a fungicide for the destruction of an apple crop when the
product was applied by the plaintiff at the wrong time of the year, contrary to
defendant’s direetions, on the theory that the manufacturer had a duty to warn
of the dangers of failure to follow its directions.

Subsequent to these articles, some recent eases have extended the manufactsurer’
liability to injury resulting from an abnormal use of the product, other than that
intended by the manufacturer. These courts view “intended use’” as a way to
deseribe what the manufacturer can “‘reasonably foresee.” If it is reasonably
foreseeable that a cleansing agent will get in a plaintifi’s eye, or that a child will
ingest drugs carelessly left within his reach, these courts would impose liability
on the manufacturer, despite the fact these uses were not specifically intended
by him. Thus, where it was formerly held that a manufacturer was not liable
for the death of a child who poured fingernail polish remover on his clothing and
then lit & mateh to himself, Lawson v. Benjamin Ansehl Co., 180 5. W.2d 751 (Mo.
1944), it has recently been held that a manufacturer is liable for the death of a
ehild who drank furniture polish because the use was reasonably foreseeable
and therefore “intended,” Spruill v. Boyle-Midway, Inc., 308 F.2d 79 (4th Cir.
1962) (applying Va. law).

The proposed amendment to Section 502(f) would appear to adopt the views
expressed in the Spruill and MeClanahan cases by requiring a warning wherever
there is a reasonably foreseeable risk of any accidental injury. The danger exists
that the courts would utilize this language as a legislative license to extend the
drug manufacturer’s linbility and compel him to foresee and warn against the risk
of any injury which might be likely to oceur in a home through the use or abuse of
his produet. Thus, the proposed amendment to Section 502(f) goes beyond the
RESTATEMENT and adopts the theory of linbility esponsed by isolated authors
and only the most far-reaching cases.

2, The duty to warn against obvious and patent hazards: H.R. 13886 requires a
manufacturer to give adequate warnings against any substantial and reasonably
foreseeable risks. The courts have consistently held that a manufacturer is
required to give notice of danger only of latent dangers in his product, and is not
liable for injury caused by patent dangers obviously known to the consumer when
using the produet in an intended manner, McDaniel v. Williams, 257 N.Y.S. 2d 702
(App. Div. 1965); Stevens v. Durbin-Dureo, Inc., 377 S.W.2d 343 (Mo. 1964);
Sirickler v. Sloan, 141 N.E.2d 863 (Ind. 1956). Thus, in Dempsey v. Virginia
Dare Stores, 186 S.W.2d 217 (Mo. 1945), the manufacturer of a loosely woven and
longhaired robe was not liable for injuries when the robe caught fire because of its
patently flammable qualities.

The rule is well stated in Katz v. Arundel-Brooks Concrete Corp., 151 A. 2d 731
733 (Md. 1959):

“We think it would be as unreasonable to require every supplier of conerete
to warn of its caustic properties, as to require an electric company to warn
of the danger of touching uninsulated wires. If the danger is not patent, it
i at least in the realm of common knowledge which the supplier may properly
take for granted.”

Thus, if a dangerous condition is obvious, no warning is required. By requir-
ing a warning against any foreseeable risks, the proposed Bill would alter this rule
and require drug manufacturers to warn in every case of the consequencies of
taking an overdose, or of failure to use as directed.

3. The duty to warn against the possibility of trivial injury and remote conse-
quences: In Jamieson v. Woodward & Lothrop, 247 F. 2d 23 (D.C. Cir 1957),
plaintiff brought an action against a supplier of an exercising machine for injuries
to her eye resulting from a rubber stretching mechanism which slipped from her
feet. In an extended discussion of the problem of the foreseeability of minor in-
juries, the court, refusing to impose liability on the supplier, stated, 247 F. 2d
at 29:

“But we do not find in the authorities a doetrine that, if the injury ordi-
narily foreseen is relatively minor and so need not be warned against, a manu-
facturer must nevertheless warn against any dire unusual consequence which,
also obviously, may ensue. Quite to the contrary it is well established that
a manufacturer is not liable, unless serious bodily harm is reasonable foresece-
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able. Of course, so far as foreseeability is concerned, not only may the usual
be foreseen, but the unusual may often be foreseen as a remote possibility.
A manufacturer may foresee as a remote possibility that a metal decoration
on a jewelry box may seratch one and cause an infection; the heel of a lady's
shoe may break at an inopportune moment, causing serious injury; or that
a stickpin may stab a man to the heart. Yet for these remote eventualities
the law imposes no liability on the mantfacturer. ‘Reasonably foreseeable’
in the rule here applicable does not encompass the far reaches of pessimistic
imagination.” [Emphasis added.]

H.B. 13886 would alter this rule by requiring a manufacturer to warn against a
substantial and foreseeable risk of relatively minor injuries, such as an upset
stomach, skin rash, temporarily blurred vision or drowsiness.

4. The duty to warn concerning side effects, contraindications and effectiveness
of the product: H.R. 13886 would authorize the Seeretary of Health, Education
and Welfare to impose, without hearing, an absolute duty to warn of the side
effects, contraindications and effectiveness of a product.

Two problems are presentad by this provision. The courts have not compelled
a manufacturer to warn against side effects, the existence of which he eould not
reasonably know, e.g., the carcinogenic quality of cigarette tobacco, Lartigue v.
R. J. Reynolds Tobacco Co., 317 F. 2d 19 (5th Cir. 1963), or the allergenic quality
of face cream, Howard v. Avon Products, 395 P. 2d 1007 (Colo. 1964) : or the danger
of radiation from a luminous watch dial, La Porte v. United States Radium Corp.,
13 F. Supp. 263 (D. N.J. 1935); Cf. Cochran v. Brooke, 409 P. 2d 904 (Ore, 1966).
Some courts would, however, extend a manufacturer’s liability to include unknown
and unknowable side effects, subjecting him to an absolute liability for injury
from side effects. See Green v. American Tobacco Co., 154 So. 2d 169 (Fla. 1963)
and Braun v. Rowz Distributing Co., 312 8.W. 2d 758 (Mo, 1958). No protection
against a similar extension of this rule is found in the Bill. In fact, it would
appear that liability could be imposed upon a manufacturer despite the fact that a
partieular hazard could not have been discovered by the most careful research
and development. The manufacturer is made an insurer againsi untoward
results. This can only inhibit the development of new products. See, Connolly,
“The Liability of a Manufacturer for Unknowable Hazards Inherent in His
Product,” 23 Ins. Counsel Jour: 303-307 (1965).

Secondly, a manufacturer may anticipate that his product is contraindicated
to a consumer who has an allergy or an idiosyncratic reaction. Some courts
have stated that a manufacturer has no duty to warn such consumers. In
Kinkead v. Lysol, Inc., 206 N.Y.8. 461 (App. N.Y. 1937), the court in a memo-
randum opinion stated that the manufacturer as a matter of law does not have to
anticipate injuries based solely on allergic reactions. The court stated that the
defective condition causing damage was in the unusual plaintiff, not the defend-
ant's produet, See also, Cumberland v. Household Research Corp., 145 ¥. Supp.
782 (D). Mass. 1956); Payne v. R. H. While Co., 49 N.E. 2d 425 (Mass, 1043).
The great majority of eases hold that a manufacturer has no duty to warn of the
potential allergenic qualities of his product unless a substantial number of persons
will be affected adversely by that product. FE.g., Merrill v. Beaute Vues Corp.,
235 F. 2d 893 (10th Cir. 1956): Wright v. Carter Produets, 244 F. 2d 53 (2d Cir.
1057). Thus, in Bennell v. Pilot Products Co., 235 P. 2d 525 (Utah 1051), the
court stated that the manufascturer’s knowledge that some unknown few might
suffer allergic reactions imposed no duty to warn upon the manufacturer when
these consumers were not in an identifiable class which could be effectively
warned. The court further stated that an allergic response is generally held not
to be within the zone of legal foreseeability. See also, Lehner v. Procter & Gamble
Manufacturing Co., 143 N.Y.5. 2d 172 (Sup. Ct. 1955). Ewven where an idio-
syneratic response is foreseeable in fact, the manufacturer will not be held to a duty
to warn unless he can foresee that a substantial number of people will be similarly
harmed. For example, in Grau v. Procter & Gamble Co., 324 F. 2d 309 (5th Cir.
1963), even though the manufacturer knew, by virtue of a prior claim, that an
ingredient of its Crest toothpaste could eause, in rare individuals, an allergie
reaction, the court held that there was no dufy to warn against such a remote
result. H.R. 13886 would authorize regulations extending a manufacturer’s
duty to warn against idiosyncratic reactions to extremes which find little or no
support in the case law of the various states.

The few cases which hold a manufacturer liable for the damage suffered by a
unigue consumer have been erificized severely, e.g., Braun v. Rouz Distribuling
Co., 312 8.W, 2d 758 (Mo. 1958); eritized in Freedman, “Allergy and Products
Liability Today,”” 24 Ohio St. L. J. 479 (1963). Those scholars who have ap-
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proved such cases have done so on the radieally novel theory that the manufac-
turer of chemical produets should be subjected to an absolute liability similar to
that imposed by Seection 522 of the RESTATEMENT [relating to extrahazardous
activities]. E.g., Elkind, “Counsel for the Plaintiff Views the Problem of the
Allergic Consumer,” 20 Bus. Law 179 (1964). The sound policy reasons for
refusing to impose such liability are set forth in Freedman, “Allergy and Produets
Libility Today,"” supra. In this article, the author urges that the Federal Food,
Drug & Cosmetic Act labeling provisions should not be expanded to require warn-
ings against potential allergic responses:

Drug products under Section 502(f) of the Act are required to be labeled so
as to appropriately warn against known dangers in method of use or quantity
of dosage. Surely no one would contend that every manufacturer must warn
about a potential allergic response in that particular, suseeptible individual,
simply because, as Dr. Harry Swartz expressed it, ‘“‘Everybody is a candidate
for allergy and 509 of the population actually suffer from allergy in one form
or another today."” Indeed, it can be substantiated that there is no limited
class of natural or artificial substances which possess a unique capacity to
harm allergically a given user; nor is there a limited class of allergic users who
will react adversely to natural or artificial substances.

To impose liability without fault upon the manufacturer for any allergic
response Is to make the manufacturer the insurer of every purchaser and user
of the produect. There is no produet to which some person at some time is not
sensitive! If every produet earried a caution about possible allergic responses,
what economic justification would there be for such warnings when the
purchaser is ordinarily unaware of his peculiar susceptibility until he has
used the product! Legally, such a warning would provide the requisite
notice of potential allergic response which would pertain fo an infinitesimal

rt of the population. The reputable manufacturer who does warn may

nd himself at a severe disadvantage with competitors who label their
products without any warning, in the hope of improving their competitive
sales position. Then again, the warning itself may generate more linbility,
for it constitutes an admission of knowledge of danger, and must therefore
stand the test of “sufficiency” and duty to warn * * * [Id. at 485-486.
The same policy reasons advanced by this author argue against the provisions of
H.R. 13886, which would change the case law and require a warning to even the
hypersensitive user of a produect.

III. THE DUTY TO FURNISH FIRST-AID INSTRUCTIONS

H.R. 13886 would require a manufacturer to label his product with instructions
for first aid, “when necessary or appropriate.”” A manufacturer is under no
present legal duty to specify first-aid treatment on the labels of his product. See
Shaw v. Calgon, Inc., 114 A.2d 278 (N.J. 1955). Unlike the proposed legislation,
even the rare and extreme cases which require such labeling indicate that a duty
to prescribe an antidote arises only when the foreseeable risk is of extremely
serious harm, cf. Chas. Pfizer & Co. v. Branch, 365 S.W.2d 832 (Tex. Civ. App.
1963). Thus, the general requirement to provide first-aid instructions included
in IliR. 13886 imposes a duty upon the manufacturer which exceeds all known
case law,

The implieations of this labeling requirement are limited only by the bounds of
imagination. It appears that the manufacturer may be required to prescribe
sufficient first-aid procedures for the results of any foreseeable misuse of his

roduct. Moreover, having undertaken to provide such instructions, he may be
reld liable if such instructions are found to be inaccurate or inadequate. Cf.
Johnson v. Wesl Fargo Mfg. Co., 95 N.W.2d 497 (Minn. 1959).

Should H.R. 13886 become law, a plaintiffi might effectively argue that the
manufacturer should be held liable for a consumer’s idiosyneratic reaction to a
preseribed antidote and that he should be held liable for causing a consumer to
diagnose and treat improperly a reaction as product-related when, in fact, it was
an independent malady requiring immediate medical attention.

Quite possibly, the courts will impose a higher standard of care upon the manu-
facturer who gives first-aid treatment pursuant to a statutory duty than the
would impose upon a manufacturer whose instructions were gratuitously rendered.
In many jurisdictions the courts have stated that a defendant who has voluntarily
assumed a duty is liable for its misperformance only if his conduet has aggravated
the situation and left the plaintiff in a worse position than he would have been
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had the defendant done nothing. United Slates v. Gavangan, 280 F. 2d 319 (5th
Cir. 1960); Therrien v. First Nat'l Stores, Inc., 6 A. 2d 731 (R.L. 1939); Kuchynski
v. Ukryn, 200 A. 416 (N.H. 1938) ; Kirshenbaum v. General Outdoor Advertising Co.,
180 N.E. 245 (N.Y. 1932); Erie Ry. Co. v. Stewart, 40 F. 2d 855 (6th Cir. 1930);
Podespik v. Worcester Consol. St. Ry. Co., 103 N.E. 638 (Mass. 1913). This limi-
tation on a defendant’s liability is often described as an inducement to cause him
to undertake voluntarily to protect another. It is not unlikely that this limita-
tion will be discarded if the defendant’s doctoring is no longer voluntary, but the
result of a statutory duty.

1V, THE DEPRIVATION OF COMMON LAW DEFENSES

Under present case law, the manufacturer of a product which may cause harm
to the user has a duty to warn of the dangerous propensities of his product. The
question of the adequacy of the warning and the reasonableness of the notice to
the user concerning dangers inherent in the use of the product are generally
questions for the jury to decide. Whether plaintiff’s injury was caused by his
own eontributory negligence or by assumption of the risk, or by an independent
intervening cause are also usually questions for the jury.! Tampa Drug Co. v.
Waitl, 103 So. 2d 603 (Fla. 1958); Martin v. Bengue, Inc. 136 A. 2d 626 (N.J. 1957).

H.I. 13886 would impose a statutory duty to warn. Beecause this duty is
imposed by statute, the defendant manufacturer may not be able to raise the
defenses available to him at common law. In certain circumstances a defendant
who has breached a statutory duty may not assert the plaintiff’s contributory
negligence or his assumption of the risk as a defense. The availability of these
defenses turns upon the type of protection the statute is intended to afford. If
the statutory duty is imposed to protect the public in general and not a particular
or limited class of users, the manufacturer may avail himself of the defenses of
contributory negligence and assumption of the risk. See Wright v. Cutter Products,
Ine., 244 F. 2d 53 (2d Cir. 1957).

In Dart v. Pure Oil Co., 27 N.W. 2d 555 (Minn. 1947), a Minnesota statute
prescribed certain precautions in the handling and labeling of volatile oils distilled
from petroleum. The court held that the statute was enacted for the protection
of the public in general and not for a parficular or limited class of users. Hence
the manufacturer was entitled to have submitted to the jury the question whether
plaintifi’s use of an acetelyne torch on a barrel containing flammable oils rendered
the plaintiff contributorily negligent and barred his recovery. The Dart court
recognized, however, that certain statutes are enacted to protect a limited class of
persons against their inability to protect themselves. A defendant’s violation of
such a statute, the court continued, would preclude his use of the defense of
contributory negligence. The court listed child labor statutes, statutes prohibiting
sale of dangerous articles to minors, and statutes for the protection of intoxicated
persons as exemplatives of this type of statute.

Many courts hold that where a protective statutory duty is limited to a certain
class of persons, particularly children, the normal defenses of contributory negli-
gence and assumption of risk do not apply. If a manufacturer violates such a
statutory duty, he is made an insurer against all injuries to the plaintiff from the
use of his produet. Thus, in Bennett Drug Stores, Inc. v. Mosely, 20 8.E. 2d 208
(Ga. App. 1942), a statute provided that no poison could be sold unless its char-
acter was known to the purchaser. The court held that this statute evidenced a
legislative intent to protect an ignorant public against the consequences of a
dangerous produet and precluded reliance by the manufacturer or distributor on
the defense of contributory negligence.

Similarly, Section 482 of the RESTATEMENT (SECOND), TORTS, pro-
vides that:

“The plaintiff’s contributory negligence bars his recovery for the negligence
of the defendant consisting of the violation of a statute, unless the effect of
the statute is to place the entire responsibility for such harm as has oc-
curred upon the defendant.”

1 It has been suggested that logieally there ean be no defense of contributory negligence or nssumption of
the risk in a duty to warn case. In Dillard and Hart, “Product Liability: Directions for Use and the Duty
to Warn.” 41 Va. L. Rev. 145, 163 (1058), the authors suggest that the proef that a plaintiff knew or should
have known of a certain risk is proof that the defendant’s failure to warn of that risk did not canse the damage
complained of.  Such a proof prevents recovery by the plaintiff becsuse he has failed to establish proximate
causation, an essential element of negligence.” It does not constitute a proof of contributory negligence.
The courts as s whole cantinue to use the language of contributory negligence in duty to wam cases, This
memorandum adopts their language.
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The RESTATEMENT would bring about the same result with respect to the
defense of assumption of risk. RESTATEMENT, TORTS, §496F (1965). The
RESTATEMENT further provides that:

“Even where those for whose benefit the statute is enacted may be expected
to be, and are in fact, fully able to protect themselves, it may still be found
that the purpose of this legislation is to relieve them of the burden of doing
so and to place the entire responsibility for aveiding the harm upon the de-
fendant, RESTATEMENT (SECOND), TORTS, §483, comment d  at

537; and § 496F, comment b at 579 (1965).”

Since H.R. 13886 is specifically a “Bill to protect children and others from
accidental death or injury” it could be effectively argued that the purpose of this
legislation is fo proteet a limited class of persons who generally are unable to
exercise self-protection. It could be argued that a layman is ignorant of the
harmful tendencies of the chemical preparations he uses to maintain his health
and comfort. In this sense, he cannot protect himself from the dangers attending
such produets, The effect of this legislation well may be to place all responsibility
for injuries to such consumers on the manufacturer who is presumably an expert
in such matters. If the courts so read this statute, the manufacturer would be
held liable to a plaintiff who was injured by an obviously negligent misuse of his
product, and would thus become an insurer as against all injuries resulting from
use of his produet,

CONCLUSION

Fundamentally, H.R. 13886 would (1) create a new, extensive federal duty to
warn on all drug manufacturers which has not hitherto been thought necessary
or desirable; (2) impose an exceptional duty to write first-aid instructions in
anticipation of all the vagaries of injury with such completeness as to prevent the
imposition of a secondary liability, and (3) deprive the drug manufacturers of the
traditional defenses of contributory negligence and assumption of risk.

Mr. Convorry. Mr. Chairman, I was requested by Mr. Hoge on
behalf of the Proprietary Association to express an opinion as to the
manner in which section 4(b) of H.R. 13886 increases or enlarges, if
any, the product liability of a manufacturer of a proprietary drug.
And, T have concluded that it greatly enlarges that liability and I
direct my attention almost exclusively to the proposed and mandatory
language of the bill: a new section (f) which requires that the labeling
bear adequate warnings “against a substantial and reasonably fore-
seeable risk of causing accidental injury.”

Does this enlarge and increase the liability of the manufacturer?
Extensively?

Mzr. Chairman, over the last few years T know of no area of tort law
which has so greatly increased and has received so much attention as
the field of product liability. Over the last several years a new section
of the restatement of the law has been hammered out by lawvers and
- - (2 a)
1s now section 402(f) of the Restatement of the Law of Torts.

Basically it nnIpnsEs a strict liability on the manufacturer of a
product which is deemed defective, irrespective of any fault or wrong-
doing on the part of the manufacturer, a showing of the exercise of
reasonable care on the part of the manufacturer is no defense if in
fact he has marketed a defective product.

It also imposes certain duties upon the manufacturer to warn of the
hazard with respect to his produect.

I sugeest, Mr. Chairman, and gentlemen, that section 402(a) of the
Restatement of the Law of Torts is the most advanced statement of
a manufacturer’s liability for his product. Basically, however, the
restatement does not go so far as this bill. This bill imposes a duty
to warn, on a manufacturer, and four new areas which neither the
Restatement of the Law of Torts nor any judicial opinion has yet
sought to go.
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At page 4 of my statement I outline those four new areas in which
the duty to warn is imposed.

I think the most far-reaching way in which the bill goes is to require
a manufacturer to warn of hazards arising from an unintended use of
his product. Both the restatement and the decided cases have held
that there is no duty whatsoever on the part of a manufacturer to
warn against the hazards of a misuse of his product.

Now, we all know children and adults can misuse products. The
propriety of misuse or the foreseeability of a misuse rather is some-
thing that we can appreciate. A manufacturer can foresee a mistse
of his product but no court has yet gone so far as to say that he must
nevertheless even though he can foresee a misuse, warn against it.

The courts and textwriters have not gone so far as to require manu-
facturers to provide warnings against obvious or patent misuses or
against obvious or patent hazards. The obligation to warn has been
restricted to those of which the manufacturer must have or may have
knowledge, but of which the average person would not have knowledge.

Now the law would characterize such hazards as latent dangers
and there is an obligation in the law now throughout the country to
warn of latent hazards, but this bill would require a manufacturer not
only to provide warnings as to latent hazards but also of any patent
deficiencies. The list of such deficiencies, of course, would be as long
as imagination could make them.

What is more, presently there is no duty to warn the user of a slight
or trivial injury. The duty to warn is restricted to situations where
serious bodily harm might result. This bill contains no such limita-
tion and would impose a duty upon a manufacturer to warn against a
slight, a trivial injury or even such injuries as may be remote.

Fourthly, there is presently, and this is a matter that has been very,
very closely litigated, there is no duty to warn against a hazard or side
effect of which the manufacturer could not reasonably have had
knowledge. This bill would remove that restriction and impose an
obligation upon a manufacturer to give warnings of hazards that he
could not have known about, and I will give you an illustration of that.

I think most of us, if we are not familiar with the actual decided case
are familiar with the newspaper coverage with respect to it.

The first test case so to speak that litigated the question of whether
a tobacco company was liable in failing to give warnings of the carcin-
ogenic effects of smoking. The Fifth Circuit Court of Appeals after
much consideration decided that since a manufacturer could not
reasonably have had knowledge of the carcinogenic effects of cigarette
smoking, need not have provided a warning that cigarette smoking
was hazardous and therefore there was no Liability.

Perhaps the law is now changed, indeed it has been changed be-
cause the manufacturer is charged with that knowledge now.

Mz. Rogers of Florida. Only wasn’t it because of that deficiency in
the law that Congress had to act?

Mr. ConvorLy. No, I think not, Mr. Rogers. You see the dif-
ference is this, that the court found that a reasonably careful manu-
facturer, using the skill of science available to him, could not have
known at the time cigarettes were manufactured and sold throughout
the thirties and forties and fifties when the plaintiff was engaged in
smoking, in this instance a Camel cigarette, could not have known
that tobacco was a carcinogenic agent.
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I think quite apart from the labeling requirement today, in view of
the large body of statistics accumulated by the Department of Health,
Education, and Welfare, that there would be an obligation imposed
on a manufacturer, or a jury could find, I will put it that way, that a
manufacturer was marketing a defective product if it did not contain
the warning, irrespective of the Federal law.

Mr. RoaGers of Florida. Of course we require the warning because
of the testimony presented to the Congress.

Mr. Coxnorry. This bill would require that there would be a
responsibility on the part of the manufacturer to warn of the effects
of which he could not reasonably have had knowledge. In other
words, if a person could prove a cause and effect relationship, a side
effect coming from a particular drug, there would be liability imposed
upon the manufacturer if the manufacturer had not warned of that
side effect on his labeling, even though at the time the package was
made he could not reasonably have known of this occurrence, this
side effect.

Mr. Rogers of Florida. I thought the wording was—as to side
effects, contraindications, and effectiveness and other matters may be
required or pursuant to regulations prescribed by the Secretary, under
that wouldn’t he have to first prescribe these before you would be
held to a liability?

Mr. ConNorLry. I think we are now coming to the way it would
be regulated, but I am talking now about in a civil damage suit.

Mr. RoGers of Florida. I mean unless you were required to put
this on by regulations, you would not be held to a liability, would
you? Under the law, the proposed law?

Mr. Coxnorny. You (-msd not be held liable for a violation of
this act.

Mr. Rocegs of Florida. No, I don’t think you could be held liable
at all, could you, unless it had been recognized

Mr. Connorry. Question would arise as to whether or not you had
a duty of

Mr. Rocers of Florida. It says only prescribed by the Secretary in
order to carry out the purpose.

Mr. Connorry. Correct.

Mr. RoGers of Florida. Doesn’t it?

Mr. Connorny. Yes.

Mr. Rogers of Florida. Doesn’t that mean that he must have this
finding before you would be obligated?

Mr. Conxorry. It depends on what the Secretary preseribes.

Mr. Rogers of Florida. T don’t care what he preseribes.

Mr. ConNorLLy. Suppose he preseribes a catchall.

Mr. Rogers of Florida. I don’t think that is intended, is it?

Mr. Coxnornry. Well, it is solely within his discretion as to what he
can prescribe.

Mr. Rogers of Florida. Well, if we put hearings in this, for the
effective and safe use of the drug, it says with respect to the manner
and form of statement of matters included. I just wanted to make
that point clear. I can see what you are driving at, but I wondered
if the proposed language would not require that the Secretary first
make a finding and require you to do this before there would be
any liability upon you.

Maybe we can go into that after we come back. We have to go.
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Mr. Jarman. Mr. Connolly, we will have to suspend now. A
quorum call is now in process in the House.
The committee will make an effort to get permission to sit again
at 2 o’clock, and the committee will stand adjourned.
(Whereupon, at 12:25 p.m., the subcommittee stood in recess until
2 p.m. this same day.)
AFTERNOON SESSION

Mr. Jarman. The committee will be in order. .
When we adjourned, we were hearing from Mr. Paul Connolly, and
we will be very glad to hear your continuation.

STATEMENT OF JAMES F. HOGE; ACCOMPANIED BY PAUL R.
CONNOLLY, AND DR. WILLIAM D. PAUL—Resumed

Mzr. ConvoLLy. And I was having some trouble with a question as
I recall of Mr. Rogers which I would like to come back to and see if
I can’t answer it. The bell perhaps helped us all to reflect a little bit
upon 1t.

Mr. Rogers, as T understood your question, you inquired as to
whether or not liability could be imposed upon a manufacturer for
failure to warn of unknowable side effects if tﬂxcre was no regulation.

Mr. Rogers of Florida. Seeing that such-

Mzr. Coxnorry. Promulgated by the Secretary?

Mr. Rocers of Florida. Yes.

Mz, Connorny. I would like to make one thing perfectly clear.
As I read the amendatory language of 502(f), the power to prescribe
regulation arises only under ()-3. I think there still exists a duty to
warn irrespective of regulation with respect to the matters under 1 and
2. Under 2, although not articulated, I think by implication is
contained a duty to warn of side effects and contraindications.

Mr. Rogers of Florida. Even without regulations?

Mr. Connorny. Correct.

Mr. Rocers of Florida. Applicable to the labeling of such drug?

Mr. Coxnorry. I think so.

Mr. Roaers of Florida. Prescribed by the Secretary?

Mr. Connorny. I think so.

Mr. Rogers of Florida. You separate that then from the matters
in (3)?

Mr. ConvorLy. Yes.

Mr. Rocers of Florida. You don’t think (3) has anything to do
with (1) and (2)?

Mr. Coxxorry. Oh, I think it does. I think the Secretary has the
right to draft in terms the warnings that are necessarily required by
(2). You have a duty to warn under (2), and the Secretary under (3)
may in haec verba tell you what those warnings should be.

Also, while we had the recess, I happened to read an article which
appeared in yesterday’s New York Times magazine, on aspirin,
strangely enough, and it was somewhat interesting to me—I am not
a doctor—to find out that the medical fraternity says that there are
many uses of aspirin that they don’t know about, and indeed there
are probably many reasons for not using aspirin, and I suggest to
you, Mr. Congressman, that it would be altogether appropriate when
I said that one would have to know the kind of a regulation promul-
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gated by the Secretary would be appropriate, or he would be au-
thorized to promulgate a regulation which would require labels on
bottles of aspirin to bear this admonition: “Continued use of this
product may give rise to undesirable side effects.”” 1 don’t think
anyone in the courts could do anything about that under this proposed
amendatory language, because you could not get witnesses to say
that that was an incorrect regulation.

The second aspect of this fourth area of a duty to warn is under the
proposed amendatory language there would be a duty to warn of
oceasional allergic or idiosyneratic election. The law as it has been
developed so far imposes no such duty on a manufacturer, unless the
allergic class is so large and so significant that it can be said that a
manufacturer should not put in the general stream of commerce a
product that may affect so many people. But if the class of persons
affected by the allergy is small and insignificant, there is no duty to
warn.

So to summarize and briefly, the proposed amendatory language
imposes a duty to warn on a manufacturer in four areas that neither
the courts nor even the text writers have seen fit to go: the duty to
warn of the unanticipated or unintended use, the duty to warn with
respect to obvious defects, the duty to warn with respect to the trivial
injury, and the duty to warn with respect to side effects and contra
indications.

Now, the amendatory language I am of the opinion also imposes a
new duty, and that is the duty as I have characterized it to be the
Good Samaritan. The statutory, the proposed statutory language
would require a manufacturer to place on his labeling instructions for
first-aid treatment when necessary or appropriate. The law does not
require a manufacturer today, as it has been developed in the case
law, to prescribe firist-aid treatment, he would, of course, be liable,
if the care turns out to be inadequate or insufficient. But this bill
would require the performance of that duty; namely, to render, to
provide first-aid instruetion.

I suggest to you that the variety of types of accidental injury and
the disparate nature of the human response thereto, make it extremely
impractical to prescribe treatment in advance by means of the printed
label. T suggest also that the manufacturer would really be called
upon to practice medicine.

Finally, I think that this bill, unless the congressional intent were
made much more manifest than is presently the case, could deprive a
manulacturer of the common law defenses of contributory negligence
in assumption of risk which he presently would have to a product’s
linbility case. Generally speaking, a manufacturer may defend a
product’s case on the grmuwl that the user was himself contributorily
negligent or he assumed the risk of injury or damage to himself.
However, there is a considerable body of case law which holds that
these defenses are not available, when there is a statute enacted whose
purpose is to protect a limited class of persons, such as children, for
example.

It 1s said, and T would like to refer to the restatement, section 482
says that—
the plaintifi’s contributory negligence bars his recovery for the negligence of the
defendant consisting of a statute, unless the effect of the statute is to place the
entire responsibility for such harm as has occurred upon the defendant.
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Continuing under 496(f) :

Even where those for whose benefit the statute is enacted may be expected to be
and are in fact fully able to protect themselves it may still be found that the
purpose of this legislation is to relieve them of the burden of doing so and to place
the entire responsibility for avoiding the harm upon the defendant.

Now, since H.R. 13886 is specifically a “bill to protect children and
others from accidental injury or death,” it could be effectively argued,
I contend, that the purpose of the legislation is to protect a limited
class of persons who generally are unable to exercise self-protection.
That being so, the courts, in deciding the liability of a manufacturer,
could and most probably would conclude that defense of contributory
negligence and assumption of risk were not available to a manu-
facturer unless, as I said, the Congress expressed its intent in specific
terms.

These, then, I sugeest, are far-reaching concepts that go right to the
heart of the court liability of a manufacturer. These are matters
which sre being debated in the courts and in our country’s law schools
and by the text writers, and there is nothing like a unanimity of
approach. I wonder whether this committee, and indeed Congress
itself, should create a vast new body of tort law which would rest upon
a Federal statute. It would seem to me to be wiser to let the tort
law develop in the ordinary manner of a case-by-case adjudication.

I think, however, the most significant part of this proposed amenda-
tory language is the language which requires warnings against a sub-
stantial and reasonably foreseeable risk of causing accidental injury.
The single objection which I see from a manufacturer’s standpoint to
that language is the duty to warn against foreseeable, albeit unintended,
use of the product.

If I could make a recommendation to the committee or to the sub-

committee, I would sugeest that it rather follow the language of the
American Law Institute’s restatement, rather than attempting to em-
loy new language to express this duty. So tested, the approach would
e that 13886 should be modified to require a warning as to “risks
of serious bodily harm which are reasonably foreseeable to the manu-
facturer from an intended use of the product but which are not reason-
ably obvious to an intended user.”

That specific language is contained at page S of my prepared state-
ment. I suggest that that does follow the very carefully thought out,
well hammered out language adopted by the members of the American
Law Institute when they formulated their restatement.

Thank you, gentlemen.

Mr. Jarman. Thank you, Mr. Connolly. The Chair would like
to suggest that the committee now hear from Dr. Paul, after which
questions can be asked of all three witnesses.

(Dr. Paul’s prepared statement follows:)

STATEMENT OF WiLLiam D, Pavi, M.D.

My name is W. D. Paul, M.D., I am Profess A i
habilitation at the College of Medicine, University of Iowa, Towa City, Towa.
am head of the arthritis clinic at the University Hospitals, part of the College
of Medicine, and Medical director of the ITowa Chapter of the Arthritis Foundation,
My interest in the Child Safety Act of 1966, H.R. 13886, stems from the fact that
for many years I have devoted most of my time to the diagnosis, treatment,
research and teaching of arthritis. Thursday, August 14, 1966, Surgeon General
William Stewart, of the Public Health Service, released a statement to the news
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media on the subject of arthritis, the foremost crippler in the United States. He
stated that the National Center for Health Statistics reported that arthritis ranks
second only to heart disedse as the leading cause of activity limitation among
persons who suffer from chronic disability. Last year (1965) the World Health
Organization called an international meeting to discuss the problem of arthritis,
and it was coneluded that arthritis is a major disease in all countries of the world.
Rheumatoid arthritis, the commonest form of arthritis, as well as the type that
causes the greatest erippling, is no respecter of age, as it oceurs at all ages, from
infancy (1 yr or less) to the very old (90 yrs or more). The basie treatment of all
forms of arthritis, except gout, is the judicious use of salieylates. Rheumatolo-
gists have found, by experience, that acetylsalicylic acid (aspirin) is the most use-
ful antiarthritic drug, the safest, and the most economieal.

Since the end of World War II, medical students have been taught to use the
metric system when prescribing drugs. It is of interest that a bill to change
weights and measures to the metric system, 8774, has passed the senate and is
pending before the House. The standard tablet of children’s aspirin contains
1}4 gr of the drug, or 75 mg in the metric system. The adult tablet is 5 gr or 300
mg. Physicians are accustomed to ordering a 75 mg tablet for children, or 300
mg for an adult. The average maximum dose for very young child is 75 mg/kg/24
hrs, a kilogram (kg) being 2.2 Ibs. For older children the dose is approximately
1.8 gm/24 hr. Since the weight of children of a given age may vary widely, many
pediatricians feel that a more accurate method of determining dose is to base it
on the surface area of the child. This is based on weight against height, the
result being expressed in square meters (M?). Rheumatic fever is a common
disease in children, and treated primarily with aspirin. The therapeutic dose in
this disease is 3.0 gms/M2?/24 hr. When one divides 3.0 gm by 75 mg (1% gr)
the answer is 40. Forty 14 gr tablets (75 mg) would be a total of 3.0 gm of the
drug. Both of these numbers are round figures, easily understood by physicians
who then could calculate the number of tablets he wishes to prescribe, and he
would know how long a bottle or vial of 40 tablets would last.

Children between the ages of 3 through 5, average between 14.5 to 18.4 kg in
weight. When one treats acute rheumatic fever, rheumatoid arthritis or fever
in children of this age, the dose of aspirin will average 25 grains in 24 hr periods.
Twenty-five grains represent twenty 14 gr tablets which represents 1.5 gms of
aspirin, or one-half the number of tablets we recommend to be packaged in a
single container, or enough tablets to last only two days of treatment.

For children 3 years of age or younger, the present label informs the parent to
consult a physician for the proper dosage. This is required by present regulations
and should not be changed, We would recommend that under See. 2 of H.R.
13886, this committee state that a maximum of 40 tablets of flavored children’s
aspirin be packaged in any one container. This would represent a total dose of
3.0 gm. If in the future physicians and/or the commissioner of the F.D.A.
decided that fewer tablets should be marketed in a single container, they could by
common consent reduce the number without asking Congress to enact a new law.

We at Iowa are concerned that if fewer tablets, for instance 20-25, are required
to be packaged in a single container by this aet, parents will purchase several
containers at one time instead of one. If there are 4 or 5 bottles of children’s
aspirin in the medicine chest, the parents may not realize that one is missing, or
if some tablets have been removed from more than one container.

We have heard that 959, of all the children’s aspirin sold are packaged with a
safety closure stopper. The manufacturers are constantly seeking a better safety
device and would need no coereion to adopt the new closure. On the other hand,
an improved closure would make it more difficult for an individual to manipulate.
As mentioned above, rheumatoid arthritis is the greatest crippler. This disease
affects any joint in the body, but involves the wrists and hands early, resulting
in severe crippling. One of the major functions of the fingers is grasp or pinch.
Rheumatoid arthritis is a chronie progressive dizease, and can only be kept under
control by various antiarthritic drugs. These vietims, all ages, have difficulty
in opening containers, and if the safety closure poses too much of a problem will
leave the bottle open in order to have easier access to the medication. If there
are children or pets in the household, the open container now becomes a magnet
to attract the curious.

Another group of people that interests me is the so-called elder eitizen. It isin
this group that one finds the largest number of people suffering from heart disease.
One form of heart disease is the so-called heart attack, or myoeardial infaretion.
If they survive the initial attack, they then, under stress of tension, excitement,
overexertion, over eating ete. will develop pain in the chest, called angina pectoris.
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This pain can be relieved, or another heart attack aborted, by placing nitroglycer-
ine under the tongue. When an individual has angina pectoris he reaches for a
nitroglycerine tablet, usually kept in his pocket, but now he must open a safety
closure first. While he is trving to open the container, the pain becomes worse,
he has difficulty breathing, his hands become weak, and he may sucecumb to the
attack before he is able to extricate a tablet. A more common type of heart
disease, is heart failure; shortness of breath, swelling of ankles, eyanosis, irregular
heart beat, and enlargement of the liver. Heart failure can be kept under control
with the digitalis drugs. A favorite with the physicians is digoxin, in doses of
0.25 mg twice a day. Again, if the safety closure is too difficult to manipulate,
the elder eitizen will keep the container uncapped, and of eourse it will be available
to voungstersor pets. How potent is a tablet of digoxin? Four tablets of 0.25 mg
equals one milligram, 1,000 milligrams equal one gram, and 30 grams equal one
ounce. These tablets are more toxie than a 300 mg (5 gr) adult aspirin tablet.

The members of the College of Pharmacy, the University Hospital Pharmacy
and the Poison Control Center, all of the University of Iowa, have asked me to
transmit this thonght to the subcommittee. The primary reason for objecting to
this kind of remedial action (a better safety closure) is that it would tend to provide
a false sense of security to the parent or patient. Xven less care would result,
regarding proper storage and general safe-guarding of medications around the
house.

In 1965, the National Clearinghouse for Poison Control Centers was notified
that 16,328 children, under the age of 5, accidentally ingested aspirin. Most of
these were very mild as hospitalization was not necessary, even for observation,
in 87.49%. During the same year 125 of these children died from all forms of all
salicylates including aspirin, a deplorable figure indeed. The bright side of the
picture is the fact that during 1965 there were 20,424,000 actual living children
under the age of 5 (Bureau of Census). One manufacturer stated that they
bottled 50 million bottles of children’s aspirin tablets a year, and from this one
ean assume that a large number of the more than 20 million children must have
been given aspirin for various illnesses, without any toxic effect.

When thinking of poisons, it is necessary to remember that the difference
between the amount of a given substance needed to produce a wanted effect and
the amount that may cause injury to tissue or body functions, determines the
toxicity. If one takes water, as an example, we know that a glass full (200 ce)
will satisfy thirst. However, during hot weather, when a large amount of water
is consumed (about 10 glasses) and sweating is profuse, diarrhea may result.
This causes washing out of electrolytes (salts) followed by abdominal distress and
chemical alkalosis, The difference in the amounts that quench thirst and cause
diarrhea, is large, and therefore we can say that water is not poisonous. Phenol
or carbolic acid is very poisonous because the smallest amount that we can place
on tissue, even the amount adhering to the point of a needle, will destroy the tissue
on which it comes in contact. The effective dose and toxic dose are the same.
Aspirin is essentially a safe drug as a dose of 150 mg (two 1}4 gr tablets) will
reduce fever in infants, or 600 mg (two 5 gr tablets) will relieve a headache or
painful joint in an adult. A toxie, but not necessarily a lethal dose of aspirin for
infants would be in the range of 30 or more 75 mg (1% gr) tablets ingested at one
time, or a much smaller dose taken over a period of time in a very sick child.
For older children or an adult the toxic dose varies a great deal. Many arthritics
can take 20 or even 30 adult size tablets every day for weeks, with only slight
ringing of the ears (tinnitus).

It would appear that I am trying to paint a rosy picture ignoring the 125
deaths from aspirin or other salicylates. Two factors that are often overlooked
when discussing fatal cases of salicylate poisoning is first, that many medicaments
contain salicylates, either aspirin or other forms of salicylates, and secondly the
role of therapeutic overdosage. This past Sunday I visited a local pharmacy
located in a town of about 3,000 people, adjacent to Iowa City (The Drug Fair,
Coralville, Towa). I found 109 items on the shelves that contained salicylates
ranging from aspirin, sodium salicylate, choline salicylate to methyl salievlate.
These preparations are recommended for headache, muscular pains, liniments,
sleeping potions, relaxants, inhalants, antifungal (athletes foot), cough mixtures,
cold preparations, and corn salves. Included were tablets, liquids, ointments and
plasters. Most of these state the amount of salicylate per dose on the label, but
some showed no dosage, and most were mixtures of many drugs including saliey-
lates. I have outlined these items in Appendix 1. We do not know how many
deaths were actually caused by childrens aspirin, but looking over this list one
can see that “‘other salicylates” from their large numbers, are more readily
available to the curious child.
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March 26, 1966 an artiele titled “Infants, Toddlers, and Aspirin’ appeared in
the British Med. Jour. (page 757). The authors showed that therapeutic over-
dosage is common in infants up to the age of 3, and accidental overdosage is
more common from 3 to 5 vears. (Appendix 2). They coneluded that, *‘in
Glasgow, during 1965-65, there were 79 cases of aspirin poisoning, of which 67
were aceidental with two deaths, and 12 therapeutic (overdosage) with six deaths,
Accidental and therapeutic deaths occur in different age groups, and there is
reason to believe that very few therapeutic deaths are included in the aceidental-
poisoning returns, so the problem is even greater than the national mortality
suggests.

No child died in the accidental group who was admitted within 24 hours of
ingestion, and the therapeutiec group had all been given aspirin for at least 24
hrs before admission. The time factor is therefore very important, and it is
linked fo aceurate di osis. Not one of the eight children who died was diagnosed
correctly before admission.”

Why is therapeutic overdosage more dangerous than accidental poisoning?
The answer lies in the symptoms that occur during overdosage. Usually the child
is being treated for a disease causing fever. As salieylism starts the child breathes
faster, then over breathes (hyperventilation). This 18es a respiratory alkalosis,
a condition in which the blood becomes too alkaline. The child becomes very
fretful, has nausea and vomiting, becomes dehyvdrated, and then has a high fever.
This is then followed by chemi weidosis, At this time the child looks as if it
has pneumonia, or if the urine examined, sugar and acetone are found. An
elevated blood sugar is usually present. The child is given more aspirin in an
attempt to reduce the fever and restlessness. The laboratory findings and symp-
toms are those typical of diabetic coma (ketosis). Hospitalization is delayved and
the death rate mounts. In aceidental poisoning the frantic parent ealls & physi-
cian at once, the child is treated or gsent to a hospital, and reeovery is assured.

An antidote is a substance that neutralizes, dilutes or removes a noxious sub-
stance. When a child swallows lye; a mild acid such as vinegar (acetie acid)
may neutralize the caunstic. In the case of acids, milk can be given which will
form a harmless protein salt when it combines with the acid. There are no
antidotes for the chemieal substances used as drugs. Previously, I mentioned
digoxin, a drug given in an infinitesimal dose of 0.25 mg twice a day, to combat
heart failure. The symptoms of toxicity are loss of appetite, nausea, fuzziness of
mentality to psychosis, irregular heart beats, diarrhea, abdominal distress; the
very same symptoms that oceur in heart failure for which the digoxin was given.
These symptoms may oceur on the same dose required to keep the heart failure
under control. Again there is no antidote, no method of clearing the body of the
digoxin, and attempts to cause vomiting or giving something to counteract the
digoxin, may cause such a burden to the already damaged heart, that it may stop
beating. If one were to outline the side effects and methods of combating over-
dosage of any drug, it would be necessary to write a medical text on the label, or
an insert, of several pages. This would be an excellent idea if every one using
the drug had a medieal degree.

Everyone is in agreement that hazardous substances, such as insecticides,
pesticides, lyve, ete. should earry warnings on the label and directions for treating
burns, ete. There are regulations in effect at present that cover labeling of haz-
ardous substances. On page 3, line 22, of H,R. 13886, we read “or against a
substantial and reasonably foreseeable risk of causing aceidental injury,”’ and
on page 4, line 4, “or pursuant to regulations (applicable to the labeling of such
drugs) prescribed by the Secretary in order to carry out the purpose of this
paragraph.” A man takes a digitalis tablet, walks down stairs, trips and frac-
tures his spine. Would this be classified as foreseeable risk? A physician
preseribes a tranquilizer, the patient takes the (one) tablet, then sits down to
eat dinner. His wife has prepared fried chicken which he relishes, but accidentally
Inhales a piece of chicken bone and is rushed to the hospital for removal of the
foreign body. Is this event a foreseeable risk from ingesting one tranquilizing
Hill? A man who has angina pectoris was told to take nitroglyeerine for the pain.
While working in a machine shop, he had pain, took a nitrogiveerine tablet,
Shortly afterwards he became dizzy and cut his finger. Could this be called a
foreseeable risk, or included in contraindications? These are a few instances
that I can recall. If we were to put on the label or insert every precautionary
measure that might result in a *‘foreseeable risk™ no label would be large enough,
and an insert would have to be as voluminous as a medical text. People would
be afraid to us a detergent, wear elothes that were cleaned in a petroleum deriva-
tive, or add salt to their food. We know that the use of extra salt can retain
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water and cause swelling in people with heart disease. The present regulations
require the labeling of hazardous materials, even mentioning antidotes when
necessary; therefore why add probable risks to confuse and scare the publie?

We could go through a series of commonly used substances and show the
difficulty of pointing out, side effects, indications and contraindications to lay
persons, none of whom have a backeground in medicine. Adding emergency
measures that might be started by a parent or relative (in the case of an adult)
would not only delay adequate treatment but confuse the picture of overdosage.
For instance, how should a mother cause vomiting in a child, Should she place
her finger in the childs throat and gag it? This may cause vomiting, but the
child may also inhale some of the vomitus and develop a serious pneumonia, not at
once but hours or days later. Or the mother can be told to give syrup of Tpecac
which may cause vomiting any time from 10 or 15 minutes to 30 minutes after
ingestion. The mother is no longer worried because the child has vomited
Between the time of ingestion of the drug, and the time the child has vomited, a
large portion of the drug has been absorbed. The next day the child has fever,
over ventilation, and is fretful. Now the diagnosis becomes an acute upper
respiratory infection, a pneumonia or diabetic acidosis. The child may be given
more of the same drug (probably aspirin) and there is further delay before proper
treatment is instituted.

The poison control center at the University Hospital in Iowa City has been in
operation for the past six years, During this time they have had numerous calls
about accidental poisonings. During the six year peri 1 there were only fwo
oceasions when it was deemed necessary to tell the parent, or person calling, what
first-aid methods to carry out. The department of Pediatries sees about 2,000
children a year, some of whom are admitted for aspirin poisoning. There are less
than one death a year from salicylates, methyl salicylate being the most frequent
salieylate causing death.

In conelusion we would like to submit the following suggestions for your con-
sideration.

1. The Child Safety Aet of 1966 should include a statement that each container
of childrens’ Aavored aspirin should contain up to a maximum of forty 75 mg
tablets, a total dose of 3.0 gm,

2. The safety closure used at present is adequate. Making the safety elosure
deviee more complicated would act as a hardship to the erippled, debilitated,
or elderly person. It would also, we feel add to the problem of accidental poisoning.
The glass container, whether it be glass or plastic, should be tall and thin so that
even the absence of two or more tablets would be readily recognized. Horizontal
lines could be raised on the outside of the vial, and the number 10, 20, 30, and 40
placed next to the horizonal line. This would make it easier to detect the loss of
tablets.

3. The label should contain, as it does now, the notation in bold letters, “Keep
all medieation out of the reach of children."

At the University Hospital we have this passage imprinted on the paper sacks,
called preseription bags. All pharmacists should be encouraged to do this. The
label should state, “Contact vour doctor, nearest hospital, or Poison Control
center immediately if aceidental ingestion or overdose occeurs.” The label should
state, ‘‘always save the container and take it to your doctor in case of accidental
poisoning.”

4. Included in the bill should be a statement that pharmacists should label
the contents and dose on all preseription lebels, unless otherwise instructed by the
prescribing physician. This would help identify all drugs, and prevent a physician
from prescribing a potent medicine that the patient received from another physi-
cian, and is still taking.

5. Make funds available to the F.D.A. which would be used as matching funds
obtained from industry to set up an educational program on drug safety. The
funds from industry could be obtained as a tax on the number of tablets sold,
much like the funds obtained to promote agricultural produets. The program
could be earried out through the National P.T.A. and directed toward mothers.
Physicians should also be included and taught how to recognize poisonings,
especially due to salicylates, Architects and builders should be urged to place
metal cabinet, that has a safety lock or combination loek, in the bathroom or
bedroom to be used as a locked safe for all medications.
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Towa

found on shelves of the Drug Fair,

TRAINING

Coralville,

Name

Builerin
Ansecin. .

Imu«t Aspirin .
Tower Industries upir:n
Excedrin. ... R
Children's by

]\L"-i'l\l efle

\h}‘lrlll

Chewable children's aspirin

Purepac children’saspirin.__________

A spirin cor l|m||.|'ll1
Enseals_ bzl

Do :
Measurin Time Releass

Aspergum s
CRlevrin s

Salrin .

rririn buflered tablets
Empirin compound . ..
P- \ C ||||H1|u-t‘§rl

FOR PAIN AND ABTHRITIS
Defencin d
Counterps .

Zaromin_ .. .___.

Arthropan.

Actaso] s |p nlrup-
DeWitts (muscle |;uLn,|
Phenodyne tablets. .
Phenosal ‘
Falgos

Persisten. .

Alysine elixir.............
Balicionyl.

Coricidin....

Congespirin_

Coryban-11_

Coricidin D._.

Coricidin Medtabs, children
Triaminicin.

Flotcher's cold tabs.
666 cold tablets, also hqun}

Dricole tablets

Hill's cascaro qu linn mm tablets_ .
Pyrroxate cold EEE
Coldene syru

Coldene syrup., children_
Liquiprin_ .. b

4-Way liquid cold sy

Ursinus inlay tabs

-| Sodium salic
| ‘-*lu\t.mnlrk- 1 grain__ _

Dose

Aspirin, 5 grain. ...
Aspirin, 3.5 grain____

_\<;|r1r|n. Sgmin..

\qﬂrln
As ’|

o ain . . 5
1 grain (100 tablets per
bottle).

Aluminum salicylate, 14 grain,
76 milligram (50 and 100 tablets
per bottle).

Aspirin, 134 ¢

227 milligram

Aspirin, 5 gra

Aspirin, 5 g

Aspirin, 10 grai

% pirin) . .
5 milligrams.

r:lll.l'lﬂli-\" |'I--r.tt.
ams of nspirin.
and 10 grains

Asp. mn. & ur.ni::s.

Aspirin, 300 mll]ur'nn
Aspirin,
Aspirin,
Aspirin,
gram.
\\|urm no fln-('

14 gr , 0.280 milli-

)
']-:.f'.

Company

Bristol-M yers,

| American Home Products

Cor
Sundra Spot Co,
Norwich Lab,

Tower Industries,

Glenbrook Lah,
Miles Lah,
Plough, Inec.
Bayer.

Do,
Upjohn Co,

Abbott Lab,

Puarepac Corp., New York,
E Ally.

Do.

Da,
Chesebrough-Pond’s, New

York.

White Co,
Darsey Lab., Lincoln, Nebr,
Warren Teoed.
Darsey Lab.
Burroughs Wellcome,
U plohn.
Lirvon.
Horer.

Giroves Lab.
Squibb.

MeKosson Robbins,
Squibb.

Daolein Corp., New York.

J. B. Williams, Ine., New
Jersoy.

Purdue-Frederick.

).
DeWitt, Chicago,

-| Blue Line,

l~.|rum,
Aspirin, 3.1
Aspirin, 2.5 grait

Sodimm =salicylate, 10 grains

Aspirin, 1§ grains

| Pitman-Moare,

: r. Ferment.

Merrell,
Upjohn.

Behering Corp.

| Grove Lab.

I. B. Roerig Co., New York.

| Sehering Corp,

mllllur.\rn
Aspirin, 4.1 milligrams
Balicylamide, no dose. .

Aspirin, 97 milligrams_.........

Aspirin, no dose. .
Aspirin, grains. _ ...
Sodiam salieylate, 216 milligrs

e, 108 milligrs uu 4

Sodium salicylate, no dose_ .
Caleium Carbaspirin, equal to 300 |
milligram aspirin, |

| Beaumont Co,,

1.
Dorsey Lab.

_| Glenbrook Lab.
| Monticello Drug Co., Jack-

sonville, Fla.
Cole Pharmaceutical Co., St.
Louis.
Whitehall Lab,
Upjohn,
Pharmacraft.
Do.

| Johnson & Johnson.
t Louis.
Dorsey Lab.,
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“other salicylates’ found on shelves of the Drug Fair, Coralville,

Name

Dosa

Company

ANTITENSION

Compoz for simple tension.....-
Devarex, simple nervousness. ...
Tranquil-ald. - oo e

Alva-Tranquil relax tensfon . .- <--—=
Alva-Tranquil (8 hours time release) .
FOR_SLEEP

Sleep tablets
Nytol. B
Bominex. . e

LINIMENTS AND _OINTMENTS

Banalg._ ..
Inrra cel solution .
Heet liniment

Omegaofl.. . ---—---.
Concentrated Broska.......-..

Anestol liniment - - .----..
Sloan’s liniment ..
Ben-Gay lotion..

Iy .]m

¢, regular, mild, and
children.

Minit Rub. ....-- k.

Mentholatum r!eep heat rub..

\mnratmn

Tu{r arub..

Cula C <llll|l|l ‘chest rub
Gier-o-foam i
Panalgesic

Methyl-rub._

Dr. Scholl’s corn salve.
Dr. Scholl’s zino-pads .
Freezone ¢orn remover
Compound W__..
Mosco (COrns) . «o------

Advicin antifungal cream. .......
NP 27 antifungal cream._
T-d-Lisol antifongal . .. ool L.

Whitfield's ointment . ...
e et
Prak-t-kal Steem M
Kaz-for-colds, inhalant
Hankscraft vaporizer fluid
Steémaid vaporizer fluid. « oeeeeeeeae
MISCELLANEOUS

Stanback tablets_____.
Stanback powder.

3 R e i e S i e A e

Poan S pllle. s

Salieylamide, 125 milligrams. . ...
Salieylamide, 300 milligrams. . ...

Balicylamide, 225 milligrams

Potassium salicylate, 085 milli-
gram,

Potassium salicylate, 0.1044 milli-
gram,

Salicylamide, 216 milligrams. . ...
icylamide, no dose_ _.

Methyl s¢

Salicylamic e
Methyl salieylate, no dose
--=-do.

Glyeol monosalicylate methyl
salicylate, salicylamide.
Methyl ¢ |i:r3.l|lz- no dose_ -

Jeffery-Martin.
J. B, Williams Co,
Jerge:

New

¥.
Thmu‘?sou Mecieal Co., New

Chicago, IlL

Do,

MecKresson Robbins.
Block Drog Co., New Jersey,
J. B, Williams Co,

Cole Chemieal Co.
Tested Products Co,, 8t. Louis.
\\‘l‘ljlehull Lab., Inc., New

ork.
Omega Chemical Co., New
Jorsey.
Drug Master, 8t. Louis,

Norwich Pharmacal.
Standard Lab., Morris Plains.
Charles Plizer,

Do.

Do.

Do,
Lilly,
| Plough.

-| Grove Lab.

Mentholatum Co., Buffalo,
Hobart Lab., Chicago.

-| MecKesson Lab.

Glyeol monosslicylate, no do:
| Methyl salicylate, no dose.

Whitehall Lab., New York,
Dorsey Lab., Lincoln, Nebr,
Geriatric Pharmaceutical Co.
Polythress,

.| Preiffer.

e A e

Sodium salicylate, no dose. .......

I [ Mosoe

SBecholl Manufscturing Co.,
New York.
Do.

Do.
Whitehall Laboratory.
| Do.
o Chemical Co., Rothes-
ter, |
Schering.
Norw wl: “Pharmacal.
Sorbol. Co., Mechanicsburg,
Ohio,
Lilly.
Purepac Co.
I‘r:\kjl.-ku! Corp., Elizabeth,
NI
Kaz Co., New York.
Hanksecraft Co.
Wheeler Chemical Co., Water
loo, lowa.
Stanback Co., Salisbury, N.C.
Do.
B C Remedy Co., Durham,
N.C.
Foster Milburn Co., Buffalo.




252 CHILD SAFETY ACT AND PERSONNEL TRAINING

APPENDIX 2
[From the British Medical Journal]
InraNTS, TODDLERS, AND ASPIRIN

Campbell’'s peak age for mortality corresponds with the peak age for accidental
poisoning, and is quite different from the peak age for therapeutic poisoning, which
strongly suggests that the therapeutic deaths have not been registered as aeci-
dental deaths. This suggestion would not stand if there were far fewer therapeu-
tie than acecidental deaths, but it will be shown that the reverse is the case.

Number of cases of accidental and therapeutic poisoning by aspirin, in relation

7774 ACCIDENTAL
THEPAPEUTIC

to age.

25

NUMBER OF CASES
Stn, &

»
4

<| I+ It. 2+ 24s
AGE IN YEARS

In the present”series 2 of the 67 patients in the accidental group died, but 6
of the 12 in the therapeutic group died. Again this is similar to t-l]m findings of
Riley and Worley, who had no deaths in 13 accidental eases and 5 deaths in 23
therapeutic cases. The conelusion is that many more children die of therapeutic
than of accidental poisoning, and this is almost entirely due to the greater suscep-
tibility to salicylate poisoning of the child under 2 years of age.

Even at this point the danger of aspirin may be underestimated. Children may
die undiagnosed, and Arena (1962) believes that some cases of aspirin-poisoning
are labelled “virus encephalitis.” One need not have missed the diagnosis
completely to use such a label, and indeed the cause of death in one case in the
present series was certified as “toxic encephalopathy.” A mother is not told that
she killed her child, albeit unwittingly, if there is any doubt at_all.

ACCIDENTAL POISONING

Accidental poisoning by salicylate is easier to study than therapeutic poisoning,
as it involves only one episode of ingestion and is uncomplicated by disease.
Winters (1959) describes three stages of poisoning, and it will be convenient to
consider the present series in relation to t.]h(.-sc stages.

1. There is first an increase in pulmonary ventilation, due fo the stimulant effect
of salicylate on the respiratory centre. This causes alkalosis, with a rise in the
blood pH. In the present series there were eight children, who were admitted
within four hours of ingestion and who were already overbreathing. They
showed no biochemical evidence of acidosis sufficient to cause this overbreathing.
Wallgren, commenting on a communication by Odin (1932), quotes a striking
demonstration of the initial alkalesis. He gave salicylate to two infants with
spasmophilia in order to cure them by inducing acidosis, “When I tried aspirin
treatment for two infants with spasmophilia,” he said, “the effect was the direct
opposite of what had been expected. In spite of the fact that deep respiration
distinetly arose, there occurred an increase in the electrical superexecitation and
the tetania became aggravated. The aspirin was at once discontinued. . . . "
The initial “deep respiration’ is not in fact a sign of acidosis but a toxic effect
resulting in transient alkalosis. This effect may persist in the adult or school-
child, but is present for only an hour or two in the very young child, when the
acidosis of the third phase takes over. Apart from the eight mentioned above,
all the children showing symptoms on admission were in the stage of acidosis
(Winter's third phase). The stimulant effect of the salicylate on the respiratory
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centre does of course persist while the blood salicylate is raised, and is added to
rather than superseded by the hyperventilation of acidosis, so that the hyper-
ventilation of the severely poisoned child becomes very great. This masked
tendency to alkalosis should curb heroic treatment with alkali.

2. There is an increased metabolic rate related to the action of the drug in
uncoupling oxidative phosphorylation, with increased CO, production and fever.
The fever is potentiated by dehydration. Tt may be difficult to believe that an
established “‘antipretic’’ drug shows fever as a toxic effect, but it has been ree-
ognized for a long time and was discussed at length by Dodd ef al. (1937). In
Segar and Holliday’s (1958) 43 cases, of which 32 were therapeutic, 27 had
temperatures of 103° F. (39.4° C.) or over, and 12 had temperatures of 105° F.
(40.6° C.) or over. The incidence of fever was not so high in the present series,
but one child had a temperature of 107° F. (41.7° C.) as the result of aceidental
ingestion. There are many cases in the literature where continuing fever has
led to the treatment of aspirin-poisoning with heroic doses of aspirin.

3. Disturbed carbohydrate and lipid metabolism also occurs. Glycogenolysis
is speeded and glycogen synthesis reduced. The blood-sugar may be normal or
raised. Levels of over 200 mg./100 ml, are quite common. Blood-sugar levels
are available in only four aceidental poisonings in this series, being normal in three
and raised (287 mg.) inone. Low blood-sugars may result from starvation in the
therapeutie group, and did so in two of the present series, but are not a common
feature of salicylate-poisoning. The idea that salicylate produces a low blood-
sugar probably stems from the work of Reid et al. (1957) and Read and Lightbody
(1960), who treated diabetes with aspirin, though they point out that whereas
aspirin reduces the hyperglycaemia of diabetes it does not produce hypoglycaemia
either in the diabetic or in the normal, Hypoglycaemia in reputed salicylate-
poisioning has been described by Mortimer and Lepow (1962) and by Cotton
and Fahlberg (1964), but their experience seems unusual.

Fatty-acid catabolism is accelerated and ketones are produced in excess. The
precise reason for the latter is unknown, but it ig very marked in the first year or
two of life (Done, 1963), when acidosis is most severe.

The 67 cases of accidental poisoning in the present series can now be considered
as a whole, and are summarized in Table III.

TasLe 111.—Analysis of cases of accidenlal poisoning

! Blood levels on admission
| i
| | Number

Group | Time between ingestion Age in r 1
and admission months | ingestion |Salicylate] HCO; |
(mg,/ |(m.Eql) pH

100 mi.) |

Oto]‘.’hnnrs.-..________‘ ) (1) (O3 )

S

12t024 houts. - .oooe--|

ERnoE

b5 e
-

11 24 hours or more. .......

2
s et
[T R -4 s - L

EEEE

154 cases, Average time after ingestion, 3.3 hours.

Few of the children in group I were seriously ill. Ewvacuation of the stomach
and attention to fluid balance sufficed in most. On the other hand, group I
contained the three highest salicylate levels in the series—78 mg. 100 ml. three
hours after ingestion, 82 mg. at nine hours, and 95 mg. at five hours. The first
was treated by exchange transfusion, the others by peritoneal dialysis, and all
recovered.

Four of the six in group II were very ill, and two of the seven in group III died.
It will be seen that there is no essential difference between groups I1 and III as
regartls age, salicylate level, and biochemistry. The difference lies in the time
gince ingestion. Done (1960) pointed out that there is no close correlation between
observed salicylate level and the symptoms.
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Diplomate of American Board of Physical Medicine, 1947.

Fellow of the American Medical Association.
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Born—Brooklyn, New York, January 31, 1900—DMax and Sarah (Siegfried),
parents Married, September 1, 1928—Louise Nichols Ebling.

Dr. Pavr. Mr. Chairman, my name is W. D. Paul, a physician.
I am professor of physical medicine and rehabilitation at the college
of medicine, University of Iowa, Towa City, Towa. T am head of
the arthritis clinic at the university hospital, part of the college of
medicine, and medical director of the Towa Chapter of the Arthritis
Foundation. My interest in the Child Safety Act of 1966, H.R.
13886, stems from the fact that for many years I have devoted most of
my time to the diagnosis, treatment, research, and teaching of arthritis.

Just 6 weeks ago, Thursday, August 14, 1966, Surgeon General
William Stewart, of the Public Health Service, released a statement to
the news media on the subject of arthritis, the foremost crippler in the
United States. He stated that the National Center for Health Sta-
tistics reported that arthritis ranks second only to heart disease as the
leading cause of activity limitation among persons who suffer from
chronic disability. Last year (1965) the World Health Organization
called an international meeting to discuss the problem of arthritis, and
it was coneluded that arthritis is a major disease in all countries of the
world. Rheumatoid arthritis, the commonest form of arthritis, as
well as the type that causes the greatest crippling, is no respecter of
age, as it occurs at all ages, from infancy (1 year or less) to the very
old (90 years or more). The basic treatment of all forms of arthritis,
except gout, is the judicious use of salicylates. Rheumatologists have
found by experience, that acetylsalicylic acid (aspirin) is the most
useful antiarthritic drug, the safest, and the most economical.

I will quickly go over the next page or two. That is that we believe
that a safe dose for a child over the age of 3 when treating rheumatic
fever is about 3 grams on the metric system or a total of 40 tablets of
the 1%-grain as manufactured at the present time. This can be read
in my written brief. We believe that this subcommittee could suggest
a maximum of 40 tablets in a single package, which would be safe.
That would constitute one day’s treatment for an older child with
rheumatic fever, or 2 days’ treatment for a vounger child who has
rheumatic fever, rheumatoid arthritis, or fever. Forty tablets then
could be the maximum and by common consent or hearing the manu-
facturers and the members of the Food and Drug Administration get
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together if they thought that they should have less than 40 tablets
without having Congress enact a new law.

We in lowa are concerned that if fewer tablets, for instance 20 to 25
are required to be packaged in a single container by this act, parents
will purchase several containers at one time instead of one. If there
are four or five bottles of children’s aspirin in the medicine chest, the
yarents may not realize that one is missing, or if some tablets have
Jbeen removed from maore than one container.

We have heard that 95 percent of all children's aspirin sold are
packaged with a safety closure stopper. The manufacturers are con-
stantly seeking a better safety device and would need no coercion to
adopt the new closure. On the other hand, an improved closure
would make it more difficult for an individual to manipulate. As
mentioned above, rheumatoid arthritis is the greatest crippler. This
disease affects any joint in the body, but involves the wrists and hands
early. This finding is stressed by everybody throughout the world
at all our international meetings, that the wrists and hands are in-
volved early, resulting in severe crippling.

One of the major functions of the fingers is grasp or pinch. Rheuma-
toid arthritis is a chronic progressive disease, and can only be kept
under control by various antiarthritic drugs. These victims of all ages,
have difficulty in opening containers, and if the safety closure poses too
much of a problem will leave the bottle open in order to have easier
access to the medication. If there are children or pets in the house-
hold, the open container now becomes a magnet to attract the curious.

Another group of people that interests me is the so-called elder
citizen. It isin this group that one finds the largest number of people
suffering from heart disease. One form of heart disease is the so-called
heart attack, or myocardial infarction. If they survive the initial
attack, they then, under stress of tension, excitement, overexertion,
overeating, et cetera, may develop pain in the chest, called angina

ectoris. This pain can be relieved, or another heart attack aborted,
{;y placing nitroglycerine under the tongue. When an individual has
angina pectoris he reaches for a nitroglycerine tablet, usually kept in
his pocket, and I keep saying ‘he” because it occurs three times as
often in the males as the females, but now he must open a safety closure
first. While he is trying to open the container, the pain becomes worse,
he has difficulty breathing, his hands become weak, and he may suc-
cumb to the attack before he is able to extricate a tablet. A more
common type of heart disease is heart failure; shortness of breath,
swelling of ankles, cyanosis or bluish color, irregular heart beat, and
enlargement of the liver. Heart failure can be kept under control with
the digitalis drugs.

A favorite drug with the physicians is digoxin, in doses of 0.25 mg
twice a day. Again, if the safety closure is too difficult to manipulate,
the elder citizen will keep the container uncapped, and of course it will
be available to youngsters or pets. How potent is a tablet of digoxin?
Four tablets of 0.25 mg equals 1 milligram, 1,000 milligrams equal
one gram, and 30 grams equal one ounce. These tablets are more
toxic than a 300 mg (5 gr) adult aspirin tablet.

The members of the college of pharmacy, the university hospital
harmacy and the poison control center, all of the University of lowa,
ave asked me to transmit this thought to the subcommittee. The

primary reason for objecting to this kind of remedial action (a better
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safety closure) is that it would tend to provide a false sense of security
to the parent or patient. Even less care would result, regarding proper
storage and general safeguarding of medications around the house.

In 1965, the National Clearinghouse for Poison Control Centers
was notified that 16,328 children, under the age of 5, accidentally
ingested aspirin. Most of these were very mild as hospitalization
was not necessary, even for observation, in 87.4 percent. uring the
same year 125 of these children died from all forms of all salicylates
ineluding aspirin, a deplorable figure indeed.

The bright side of the picture is the fact that during 1965 there were
20,424,000 actual living children under the age of 5 (Bureau of Census).
One manufacturer stated that they bottled 50 million bottles of ehil-
drens aspirin tablets a year, and from this one can assume that a large
number of the more than 20 million children must have been given
aspirin for various illnesses, without any toxic effect.

When thinking of poisons, it is necessary to remember that the
difference between the amount of a given substance needed to produce
a wanted effect and the amount that may cause injury to tissue or
body functions, determines the toxicity. If one takes water, as an
example, we know that a glass full (200 cubic centimeters) will satisfy
thirst. However, during hot weather, when a large amount of water
is consumed, and I may add that this is a problem with industry, that
when a large amount of water is consumed (about 10 glasses), and
sweating is profuse, diarrhea may result. This canses washing out of
electrolytes (salts) followed by abdominal distress and chemical
alkalosis, in which the blood becomes more alkaline than normal. The
difference in the amounts that quench thirst and cause diarrhea, is
large, and therefore we can say that water is not poisonous. Phenol or
carbolic acid is very poisonous because the smallest amount that we
can place on tissue, even the amount adhering to the point of a needle,
or as we do in a hospital to the point of a toothpick, will destroy the
tissue on which it comes in contact.

The effective dose and toxie dose are the same. Aspirin is essen-
tially a safe drug as a dose of 150 milligrams (two 1l4-grain tablets)
will reduce fever in infants, or 600 milligrams (two 5-grain tablets)
will relieve a headache or painful joint in an adult. A toxie, but not
necessarily a lethal dose of aspirin for infants would be in the range of
30 or more 75-milligram (114-grain) tablets ingested at one time, or a
much smaller dose than that taken over a period of time in a very sick
child. TFor older children, or an adult, the toxic dose varies a great
deal. Many arthritics can take 20 or even 30 adult-size tablets, every
day for weeks, with only slight ringing of the ears (tinnitus).

It would appear that I am trying to paint a rosy picture ignoring
the 125 deaths from aspirin or other salicylates. Two factors that
are often overlooked when discussing fatal cases of salicylates poison-
ing are first, that many medicaments contain salicylates, either aspirin
or other forms of salicylates, and secondly the role of therapeutic
overdosages.

This past Sunday T visited a local pharmacy located in a town of
about 3,000 people, adjacent to Iowa City (the Drug Fair, Coralville,
Towa). I found 109 items on the shelves that contained salicylates
ranging from aspirin, sodium salicylate, choline salicylate to methyl
salicylate. These preparations are recommended for headache,
muscular pains, liniments, sleeping potions, relaxants, inhalants,
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antifungal (athlete's foat), cough mixtures, cold preparations, and
corn salves. Included were tablets, liquids, ointments, and plasters.
Most of these state the amount of salicylate per dose on the label,
but some showed no dosage, and most were mixtures of many drugs
including salicylates. I have outlined these items in appendix I. We
do not know how many deaths were actually caused by children’s
aspirin, but looking over this list one can see that “other salicylates”
from their large numbers, are more readily available to the curious
child.

March 26, 1966, an article titled “Infants, Toddlers, and Aspirin®
appeared in the British Medieal Journal (p. 757). The authors
showed that therapeutic overdosage is common in infants up to the
age of 3, and accidental overdosage is more common from 3 to 5
years. (App.2.) They concluded that—

In Glasgow, during 1963-65, there were 79 cases of aspirin poisoning, of which
67 were accidental with two deaths, and 12 therapeutic (overdosage) with six
deaths. Aceidental and therapeutic deaths oceur in different age groups, and
there is reason to believe that very few therapeutic deaths are included in the
accidental-poisoning returns, so the problem may be even greater than the
national mortality suggests.

No child died in the accidental group who was admitted within 24 hours of
ingestion, and the therapeutic group had all been given aspirin for at least 24 hours
before admission. The time factor is therefore very important, and it is linked
to accurate diagnosis. Not one of the eight children who died was diagnosed
correctly before admission.

Why is therapeutic overdosage more dangerous than accidental
poisoning? The answer lies in the symptions that occur during over-
dosages. Usually the child is being treated for a disease causing
fever. As salicylism starts the child breathes faster, then over-
breathes (hyperventilation). This causes a respiratory alkalosis, a
condition in which the blood becomes too alkaline. The child becomes
very fretful, has nausea and vomiting, becomes dehydrated, and then
has a high fever. This is then followed by chemical acidosis, or as
the lay people know it, uremia.

At this time the child looks as if it has pneumonia, or if the urine is
examined, sugar and acetone are found. An elevated blood sugar is
usually present. The child is given more aspirin in an attempt to
reduce l-fle fever and restlessness. The laboratory findings and symp-
toms are those typical of diabetic coma (ketosis). Hospitalization is
delayed and the death rate mounts. In accidental poisoning the
frantic parent calls a physician at once, the child is treated or sent to a
hospita{, and if it is sent 24 hours or less after ingestion, recovery is
assured.

An antidote is a substance that neutralizes, dilutes, or removes a
noxious substance. When a child swallows lye, a mild acid such as
vinegar (acetic acid) may neutralize the caustic. 1In the case of acids,
milk can be given which will form a harmless protein salt when it
combines with the acid. There are no antidotes for the chemiecal
substances used as drugs. Previously, I mentioned digoxin, a drug
given in an infinitesimal dose of 0.25 milligram twice a day, to combat
heart failure. The symptoms of toxicity are a loss of appetite, nausea,
fuzziness of mentality to psychosis, irregular heart beats, diarrhea,
abdominal distress; the very same symptoms that occur in heart
failure for which the digoxin was given. These symptoms may occur
on the same dose required to keep the heart failure under control.
This is well known by physicians in the hospitals.
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Again there is no antidote, no method of clearing the body of the
digoxin, and attempts to cause vomiting or giving something to
counteract the digoxin, may cause such a burden to the already
damaged heart, that it may stop beating. If one were to outline the
side effects and methods of combating overdosage of any drug, it
would be necessary to write a medical text on the label, or an insert,
of several pages. This would be an excellent idea if every one using
the drug had a medical degree.

Everyone is in agreement that hazardous substances, such as
insecticides, pesticides, lye, and so forth, should carry warnings on
the label and directions for treating burns, and so forth. There are
reculations in effect at present that cover labeling of hazardous
substances. On page 3, line 22, of H.R. 13886, we read “or against a
substantial and reasonably foreseeable risk of ecausing accidental
injury,” and on page 4, line 4, “or pursuant to recgulations (applicable
to the labeling of such drugs) prescribed by the Secretary in order to
carry out the purpose of this paragraph.”

A man takes a digitalis tablet, walks downstairs, trips and fractures
his spine.  Would this be classified as a foreseeable risk? A physician
prescribes a tranquilizer, the patient takes the (one) tablet, then sits
down to eat dinner. His wife has prepared fried chicken which he
relishes, but accidentally inhales a piece of chicken bone and is rushed
to the hospital for removal of the foreign body. Is this event a fore-
seeable risk from ingesting one tranquilizing pill? T might add that
swallowing chicken bones happens to be a common foreign body that
comes in the hospital as an emergency.

A man who has angina pectoris was told to take nitroglycerine for
the pain. While working in a machine shop, he had a pain, took a
nitroglycerine tablet. Shortly afterward he became dizzy and cut
his fineer. Could this be called a foreseeable risk, or included in
contraindications? We know that some people are sensitive to nitro-
glycerine. It is given for high blood pressure which drops precipi-
tously and they immediately become dizzy or may have more headache
after that. These are a few instances that I can recall.

If we were to put on the label or insert every precautionary measure
that might result in a “foreseeable risk” no label would be large enough,
and an insert would have to be a voluminous as a medical text.
People would be afraid to use a detergent, wear clothes that were
cleaned in a petroleum derivative, or add salt to their food. We
know that the use of extra salt can retain water and cause swelling in
people with heart disease. The present regulations require the label-
g of hazardous materials, even mentioning antidotes when necessary;
therefore why add probable risks to confuse and scare the public?

We could go through a series of commonly used substances and
show the difficulty of pointing out side effects, indications, and con-
traindications to lay persons, none of whom have a background in
medicine. As you heard, they would be practicing medicine. Adding
emergency measures that might be started by a parent or relative
(in the case of an adult) would not only delay adequate treatment
but confuse the picture of overdosage. For instance, how should a
mother cause vomiting in a child. Should she place her finger in
the child’s throat and gag it? This may cause vomiting, but the
child may also inhale some of the vomitus and develop a serious
pneumonia, not at once but hours or days later. Or the mother can
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be told to give sirup of ipecac which may cause vomiting any time
from 10 or 15 minutes to 30 minutes after ingestions. The mother
is no longer worried because the child has vomited. Between the
time of ingestion of the drug, and the time the child has vomited, or
until the mother has found out this child has ingested a drug, a large
portion of the drug has been absorbed. The next day the child has
fever, over ventilation, and is fretful. Now the diagnosis becomes
an acute upper respiratory infection, a pneumonia or diabetic acidosis.
The child may be given more of the same drug (probably aspirin)
and there is further delay before proper treatment is instituted.

The poison control center at the university hospital in Iowa City
has been in operation for the past 6 years. During this time they
have had numerous calls about aceidental poisonings. During the
6-year period there were only two occasions when it was deemed
necessary to tell the parent, or person calling, what first-aid methods
to carry out. These were instances of people driving through and
staying at a motel. The department of pediatrics sees about 2,000
children a year, some of whom are admitted for aspirin poisoning.
There is less than one death a year from salicylates, methyl salicylate
being the most frequent salicylate causing death.

In conclusion we would like to submit the following suggestions
for your consideration.

1. The Child Safety Aect of 1966 should include a statement that
each container of children’s flavored aspirin should contain up to a
maximum of forty 75-mg. tablets, a total dose of 3 gm,

2. The safety closure used at present is adequate. Making the
safety closure device more complicated would act as a hardship
to the crippled, debilitated, or elderly person. It would also, we l'ee},
add to the problem of accidental poisoning. The glass container,
whether it be glass or plastic, should be tall and thin so that even the
absence of two or more tablets would be readily recognized. Hori-
zontal lines could be raised on the outside of the vial, and the numbers
10, 20, 30, and 40 placed next to the horizontal line. This would
make it easier to detect the loss of tablets.

3. The label should contain, as it does mow, the notation in bold
letters, “Keep all medication out of the reach of children.”

At the university hospital we have this passage imprinted on the
paper sacks, called prescription bags. All pharmacists should be en-
couraged to do this. The label should state. “Always save the con-
tainer and take it to your doctor in case of accidental poisoning.”

4. Included in the bill should be a statement that pharmacists
should label the contents and dose on all preseription labels, unless
otherwise instructed by the prescribing physician. This would help
identify all drugs, and prevent a physician from prescribing a potent
medicine that the patient received from another physician, and is still
taking.

5. Make funds available to the FDA which would be used as match-
ing funds obtained from industry to set up an educational program on
drug safety. The funds from industry could be obtained as a tax on
the number of tablets sold, much like the funds obtained to promote
agricultural products. You see I am from Iowa.

The program could be earried out through the national PTA and
directed toward mothers. Physicians should also be included and
taught how to recognize poisonings, especially due to salicylates.
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Architects and builders should be urged to place a metal cabinet, that
has a safety lock or combination lock, in the bathroom or bedroom to
be used as a locked safe for all medications. This would solve prac-
tically all the problems.

Thank you.

Mr. JarmaN. Thank you, Dr. Paul.

yentlemen, you have covered a lot of ground in this three-man
testimony. The one question I think the Chair would like to ask now
of Mr. Hoge would be in the area of packaged aspirin. In your state-
ment, as 1 understand it, you take the position that a voluntary sys-
tem is in force today, with manufacturers acceding to the recommenda-
tion of 1955 by FDA. You also take the position that the conclusion
reached by the conference on the subject has been a good a proach,
and you would favor continuing that. But as I und(‘.rstan(ij it, you
indicate that if the Congress does feel that legislation is necessary,
Congress should go ahead and write into an act the definite number of
aspirin, rather than leave it to administrative regulation. Iam trying
to express the concern I have of the Congress getting into the business
of trying to write specific limitations of that sort. Do you feel that
Congress would have the necessary medical expertise, based on testi-
mony, to do so, and would you not feel that it would be a bad prece-
dent to set in terms of other drugs and other problems of this nature?

Mr. Hoce. Let’s stay with aspirin first. It seems to me that there
has been adduced here before this committee ample evidence on which
vou could legislate. You have heard a good deal of it here today.
In my statement I relied on the evidence of the Food and Drug
Administration.

When Dr. Goddard was asked by Congressman Rogers what he
thought as to the number of tablets, he turned to Dr. Palmisano,
his pediatrician who was with him, and asked that he might answer
the question. Dr. Palmisano answered, and I have a quote in my
statement. “somewhere in the neighborhood of 20 to 25 tablets of
1Y% grains of aspirin flavored would seem to be the place where you
would have to eut it off if you want to do what we are talking about.”

And so, Mr. Chairman, I accepted that piece of evidence as the
basis for my recommendation to you that you accept it and set the
number at 25.

Mr. Jarmax. Of course, we have been getting conflicting testimony
on that subject, and Dr. Paul in his statement just a moment ago
referred to a maximum of 40 aspirin.

Mr. Hogg, I think that is quite true; yes, sir.

Mr. Jarman. The evidence has been conflicting.

Mr. Hoge. Well, conflicting in this sense, and maybe not con-
flicting. That he thinks 40 is all right, and 25, which Dr. Palmisano
sugeested must be even better or safer if you please.

Mr. Jarman. Let me ask you this. If we were trying to set legis-
latively a number, would we not have to hold much more extensive
hearings as to medical testimony to arrive at a fixed number?

Mr. Hoge. Than you have held?

Mr. Jarman. Would you not feel that?

Mr. Hoge. No. sir, I would not, in view of the evidence that has
been put before you here, and the writings.

Mr. Jarman. Then assuming that we would have enough evidence
on which to basis a decision, would you comment on the precedent
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that you think we would be setting from a congressional standpoint in
trying to make such a decision in legislation?

Mr. Hoce. Well, as a general matter I think I would be sympathetic
to the point that you are making, Mr. Chairman. That you perhaps
would be then getting into a field in which you cannot legislate
specifically. But I have thought that this was an exception where
the evidence has been brought forward and where a good deal has
been written and a good deal known about it, so that this was an
exception.

Mr. Jarman. I am speaking only for myself, but I am concerned
as to that approach in legislation of this sort. Many people die of
overdoses of Jm'ping pills. Would the Congress not be justified then
in getting into that field and others in terms of public health and per-
haps a limitation on numbers of pills in a bnn[le‘.’ Where would we
stop?

Mr. Hoce. I mustn’t get into the medical field, but let me say
with respeet to sleeping pills and all of these other matters, the warn-
ings now are very strict with respect to frequent or prolonged use, and
also very strict with respect to seeing a physician rather than con-
tinuing the use, I just counted, as I sat here a moment ago, the
warnings which I have attached as appendix II to my statement, and
I counted some 15 instances in which the warning was “Discontinue
use and see a physician.” It seems to me that that is where we are
at here with respect to this matter of accidental injury and first aid.
That what we ought to do is to require every package of drugs to
provide that it should be kept out of the reach of children, and that in
the event of overdosage or unsafe usage, see a physician or call a
physician immediately.

Mr. Jarman. Thank you very much. Mr. O'Brien?

Mr. O’Briey. Mr. Chairman, I must admit at this stage I am

somewhat confused. We have before us a bill that is cited as the
Child’s Safety Act of 1966, and then we find throughout the testimony
the impact of this legislation not only on children but apparently
right across the adult community. We find areas of this bill that
involve us in a tortured legal situation as to consequences, and I
would like to say that 1 attended the first hearing on this bill, and we
heard the representatives of the Department, and I think that before
we were through, that most of us were close to tears, weeping for
the little children who apparently were being killed in vast numbers
by consuming these colored aspirin.
b Now perhaps it was neglect on my part, but I did not know at the
time of that original testimony that this bill went far beyond child
safety, went into an area which obviously required and does require
extensive hearings. Now I am perfectly willing, Mr. Chairman, to
go'along with a Child Safety Act if we can agree upon its terms.
But I do think if we are going to go much beyond that, that we should
have much more extensive hearings than we have had, and I would
like an opportunity, Mr. Chairman, to discuss this matter again with
some representatives of HEW minus the little exhibits we had showing
how much this aspirin looked like various kinds of candy and minus
the emotional impact upon us.

I think what we are trying to do here in the guise of child safety is
to rewrite a very broad seement of our drug laws. Now, it may be
that that is necessary or will be necessary, but there has been so much
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emphasis, Mr. Chairman, in this session about truth in packaging
and labeling and so fort h, and I think it is about time we employed
a little of it to some of the legislation that comes before us.

I am not suggesting that there was any deliberate attempt to
confuse the members of this committee, and perhaps my confusion
is due to my own limited intelligence. But it was very strange to
me that the members of the llltlll'-.[l'\ affected, distinguished physicians
like Dr. Paul and others apparently weren’t even going to be notified
of our original hearing. If we had had a quorum that morning I
think we would have reported out the bill.

So we have discovered by our very action here, and the length
and number of these hearings, that this bill went far beyond the title
“Child Safety Act of 1966. > ‘Frankly T would like to have an oppor-
tunity to ask some additional questions, based upon a much br oader
krm\\ ledge than I had then, of the representatives of HEW. That
is all, Mr. Chairman.

Mr. Jarman., Mr. Nelsen?

Mr. Neusex. Thank you, Mr. Chairman. Going back to your
t{'\lmmm' on page 10, where you refer to the new language as to
labeling: “or against a substantial and reasonably for eseeable risk of
causing accidental injury.” Those are pretty broad terms. This gets
into the same area as we are dealing with in the truth-in-packaging
bill, whereby under broad general terms, some umpire sits in the ball
game and makes the decision as to whether or not there has been a
viols ation, and you are guilty until you prove you are innocent.

Now, this is pretty broad language. I wonder if you have any
comment about it. 1 see it is underlined in your statement here.

Mr. Hoge. Well now, I underlined it, Congressman Nelsen, because
it is new.

Mr. NeLsen. New language?

Mr. Hoge. That is to be added.

Mr. NeLsen. Yes.

Mr. Hoge. Now first, as to the broadness of it, I can’t conceive of
anything much broader than that. You will note that the language is
““a reasonably foreseeable risk.” Now I assume there is a foreseeable
risk to almost everything we do. Every time you step in your auto-
mobile or step out on the street, anything you do I suppose presents a
reasonably foreseeable risk. Of how many risks I don’t know. There
would be a catalog.

Mr. Neusen. Would that language be an open invitation for all
kinds of legal action?

Mr. Hoge. We think so. I said in my statement that T think this
language would be the answer to a negligence lawyer’s prayer—to put
that into the bill, and also to put the matter of first aid instructions
to go with it, not only with it but with all the rest of the section.

Now, I believe you went on a little further, Congressman Nelsen.

Mr. NeLsexn. Yes.

Mr. Hoce. With respect to being guilty until proven innocent.
I don't think it is quite that literal. In fact, as the law stands
today, and before this amendment, that is not the situation at all.
Quite the contrary. The situation today is, as I said a little while
ago this morning, in my opinion, in good American tradition and
concept, that the Government would charge a violation of the law,
to wit, that we did not have adequate directions or adequate warnings.
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It would have the burden of proving its charge, and if it did, then it
won.

Mr. NeLsEN. I see.

Mr. Hoce. Now what has happened here is not only the injection
of this matter of first aid treatment, and reasonable foreseeable risks
of causing accidental injury; Mr. Rogers had this a moment ago.
If you will pardon me I will put the two things together if I may.

Y ou are looking at page 10 of my statement. If you will draw a line
after the semicolon, “necessary or appropriate’” just before you get to
“and (3),” and will lay aside for the moment the matter of foreseeable
risks and first aid and all of that, and just read it down to that semi-
colon, you will see that the bill would require warnings against patho-
logical conditions or by children where its use may be dangerous or
against unsafe dosage or methods or duration of administration, or
against a reasonably foreseeable risk of causing injury, in such manner
and form as are necessary for the protection of users, including in-
structions for first aid treatment when necessary or appropriate.

Now, Mr. Rogers, when you get there, the burden 1s put on us by
the statute without any regard to regulations at all, appropos of your
question a moment ago. It is from that point on that you get the
regulations. And you will see that it says, “and (3), such other
information relating to the foregoing matters,” to wit, pathological,
use by children, and on through the rest of that language including the
manner and formal statement “as required by regulations.” So
the regulations don’t come in until you get to the words ‘“‘such other
information.”

Now there, Congressman Nelsen, there does come an application
of your question about guilty until proven innocent; not literally, no,
but the difficulty with administrative law is that while it preserves
the form of due process, it doesn’t animate the spirit of it. In fact,
the spirit of due process dies under administrative law because usually
your accuser is also your finder of fact and your judge, and the courts
don’t disturb him if there is any evidence to support what he does.

Mr. NerLsen. Now, on the instructions for first aid, an earlier wit-
ness brought out some statements that were very interesting to me.
The premise was that if instructions for first aid were provided, that
the parent might, in a clumsy way, attempt to provide this first aid
when a doctor should be doing it. This is very interesting to me. It
is quite logical. Do you have any comment about that?

Mr. Hoge. Well, now, I wonder if I could defer to the doctor on
that?

Mr. NeLsEN. Yes.

Mr. HoGe. Dr. Paul is with me for this very sort of thing.

Mr. NELSEN. Yes.

Mr. Hoge. Dr. Paul.

Dr. Pavur. In the first place, you must remember the inside of the
stomach looks like a bath towel. It has many, many projections.
If you take tablets, and I have watched these tablets through a
gastroscope, a scope we put into the stomach, and I have seen them
breakup within a minute. Some tablets are made so that they
do not break up at all. As they disintegrate, they get caught in this
tissue.

Even if you wash out the stomach, there is a great deal of material
still left within the folds of the stomach, unless you put a tube in and
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wash it out very thoroughly which a mother cannot do. The other
thing is that if you do this frantically, even a medical stadent, intern,
or resident or even a staffman tries to do this very rapidly, you are apt
to get the tube into the trachea and allow fluid to go into the lungs and
cause pneumonia. So it should be done under good control in a
hospital.

Now, even if the child vomits, they have enough of this material
left underneath these folds in the stomach so that they can absorb it at
alater time. The thing that worries us at Iowa, if you tell a mother
to cause the vomiting, the child vomits. Aeccording to the label the
child is better, when all the tim2 there is enough material left to be ab-
sorbed so that later that evening or the next day, the child then be-
comes sick, and they think it is something entirely different. If they
would call the physician or the poison control center, then th2 condi-
tion would be known and something done immediately, and it has
been shown by physicians, even though it may be very serious, you can
even put them on an artificial kidney and wash the drug out from the
blood, and the child will recovar.

We feel that by leaving all of this off the label, and saying ““Call the
doctor, call the poison control center,” then there is & followup because
the hospital who calls the physician then knows that something has
happened and they inquire “What have you done about it?”

){r. NerseN. | noticed on page 11 the reference to side affects and
contraindications. On your labels now yvou must provide adequate
warnings on drugs as to side effects and contraindications. I wonder
what would be your judgment as to having this in this bill when it is
already in your food and drug laws?

Mr. HoGe. The only difference, Congressman Nelsen, is that the
bill would permit the Secretary to write and prescribe definitely what
we are to do. As it is now, the law puts the burden upon us to in-
dicate these contraindications and the side effects, and all the rest
that you see here we must do, as T said a moment ago, on the peril of
incurring the sanctions of the law if we fail, seizure, criminal prosecu-
tion, and injunction. Now, that is the only difference.

Mr. NuLsen. Getting back to the number of tablets in a bottle,
in the hearings last week, I had the same feeling that the chairman
expressed, that we might get into a long series of congressional deter-
minations as to how many pills and various kinds of drugs would be
in a bottle, which would be a rather tedious and long-drawn-out affair.
But T am advised by people who should know something about this
that in this particular case of aspirin, there is a pretty general across-
the-board opinion in the drug industry that this is one area that could
be established by a congressional action and come close to at least a
reasonable mark. Would you have any comment about that?

Mr. Hoce. That is my understanding, Congressman Nelsen. T
think I ought to say this, and you will understand my sayingit. Iam
a lawyer. I am not a doctor. And we lawyers have to rely a good
deal on what our clients tell us when we present our causes. ] am told
just what you said, that the state of knowledge in the drug industry
is such that a number could be legislated, and the number has been in-
dicated here by Dr. Palmisano as 25, Dr. Tainter thinks it could be
higher, Dr. Paul thinks it could be higher. But Dr. Palmisano fixed
it at 20 to 25. I think that is what he said.
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Mr. NeuseN. However, if a conference could be arranged where the
industry could agree on something, you would also cooperate in that
instance?

Mr. HoGge. We certainly would, and T wanted to say to you that
a conference could have been had on this subjéct just as it was in 1955.
When the testimony was put before you on the 24th of June—and I
say this without any invidious implication, please undarstand me—it
almost appeared as a unilateral action of the Food and Drug Ad-
ministration that brought about the policy statement for 50 tablets to
the bottle, for keeping medicine out of the reach of children, and fixing
uniform dosage at one and a quarter grains.

The fact of the matter is that there was no emergency presented.
It was a matter of getting the industry together, and I want again to
call your attention to appendix I, which is attached to my statement.
It is a photostat of the Drug Trade News report of that conference,
and I do want you to study, not necessarily at the moment, but later,
the names of the people and the mmpzuucs who were present at
that conference. Abbott Laboratories, Sterling Drug, McNeil Labo-
ratories, Norwich, Eli Lily, Parke- Dll,\l'-, Plough, Upjohn, White
Laboratories, Squibb— all blue chip names. And then likewise from
the Government and from the colleges.

Congressman Nelsen, indeed there could be such a conference, and
if there were such a conference, you would find the industry attending
by knowledgeable, representative people and participating, and I think
it is a foregone conclusion that you would get their cooperation, and
you would come out just as you did in 1955 with an understanding.

Mr. NeiLsEN. I would like to point out that under the Federal
Trade Act, getting into other fields of merchandise, the machinery is
set up there whereby an industrywide conference could be set up on
many of the trade practices. Yet we find that this opportunity has
not been overly exercised. I would also point out that in our hearings
on the truth in packaging bill, some members of industry have
moved, becanse of the fact that the bill is being considered, in making
uniform some of their practices it does prove that it ean be done. So
I want to thank the gentleman for his statement, Mr. Chairman, and
to thank the chairman for yielding to me.

Mr. Hoge. I am so interested in what Congressman Nelsen is
saying. He is ever so right. It should be done, and this is an area
in which cooperation is very essential. Of course, medicine is tech-
nical and complicated. We have heard that here. These companies
don’t need to be policed. They are very law-abiding people, and
very high minded and very much interested in the public health.
There is no difficulty ever to get a conference with the industry and
the Food and Drug and the doctors and the colleges. It can be done
at any time and it ought to be done. As medicine grows and as our
population grows and as our regulation gets more complicated, we
ought to have more and more cooperative conferences and consider-
ation rather than always just legislation.

Off the record.

(Discussion off the record.)

Mr. NeLsEx. That is all, Mr. Chairman.

Mr. Jarman. Mr. Hoge, did the Food and Drug Administration
set up the conference of 1955?
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Mr. HoGe. I think that is a fair way to put it. In my statement I
believe I put it that it was under the direction of the Food and Drug.
Dr. Holland, who was then the Medical Director of the Food and
Drug Administration, had a main hand in organizing and gathering the
people. And we know, from what is written here, that the conference
was held under FDA auspices.

Mr. Jarman. There has been no conference since 19557

Mr. Hoce. Well, there have been conferences.

Mr. Jarman. On this subject?

Mr. Hoge. Not on this subject that T know of; no, sir.

Mr. O’'Briey. Will the chairman yield? There has been no confer-
ence with the industry on this legislation at all?

Mr. Hoge. I think I am right in saying that. I don’t know of any,
Mr. O’Brien.

Mr. O'Briex. In other words, the effort was made to come in and
get a law before an attempt was made to bring it about on a voluntary
basis?

Mr. Hoce. I want to be fair in my answer, of course. I know of no
invitation to a meeting or any approaches. I know of these ideas
having been thrown out in speeches by the Administration. In fact,
some of them I think have been reflected in legislation introduced
in previous Congresses, but not acted upon. But I think I am correct
in answering you. There has been no invitation or any setup of a
meeting or any suggestion of a setup of a meeting. I hope I am right
about that. I mean to be.

Mr. JarmaNn. I might say to the gentleman from New York that
earlier in the hearing today I asked Dr. Tainter if his company had
been contacted by FDA for a conference on this subject, and my
understanding of his response was that it had not been. Mr. Rogers?

Mr. Rocers of Florida. Thank yvou, Mr. Chairman. 1 notice that
on page 8, one reason I was wondering whether it would have to be
preseribed by regulation and somewhat going into the question of
liability, the statement is made: “For ‘under the amendment’ every
detail of the labeling as to directions and warnings would be formulated
and prescribed by FDA.”

That is why I wondered whether they would have to set this before
any liability would play.

Mr. Hoce. Mr. Rogers, I appreciate your remark about that,
and after your interrogation of Mr. Connolly this morning, I reverted
in my mind to that, to the fact that I had said that. I can see how
you would have a question about it now. But I think what I said is
accurate.

Mzr. Rogers of Florida. They have the right to if they desire.

Mr. Hoge. Thatisright. I think thatif you require, as this statute
would provide, at (3), ‘“such other information” as the Secretary de-
mands, and let him preseribe the form and manner of statement, I
think with that authority, the Secretary could very well get into about
as much detail as he wanted to. I don’t know what he would do, but
I think the authority would be there. So that while I might have
written a little differently if we had had that colloquy before I wrote it,
I think we would come back to it.

Mr. Rocers of Florida. Now let me ask you about this. On your
voluntary agreement, I notice that the actual agreement was that the
wording should be “Warning” in double-spaced lettering, in relation
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to “Keep out of reach of children.” ‘“Warning” was the terminology
that the industry had agread upon for aspirin. Also I notice that
same wordage in the Food and Drug title as suggested. 1t says,
“Warning: Keep out of the reach of children.” Or ‘“Warning: Keep
this and all medications out of the reach of children.”

Now just looking at the bottle that was given to us, Bayer Aspirin,
that really isn’t basically carried out here. This is the wordage——

Dr. Pavr, Would you look at the top of the cap?

Mr. Rocers of Florida. Keep out of children’s reach.

Dr. Pavr. It is on the cap and on the label.

Mr. Rocers of Florida. Here it is on the label. “Parents: Please
keep this and all medicines out of the reach of children.” Now I
think there is a difference in significance to it where you just say
“parents,” or where you have the word ‘“warning.” There is a great
difference. 1 would hope that the industry in itself would relook at
their agreement, as was clearly stated, and yet not really carried
out in labeling at least in this one instance. I don’t know if this
prevails, but I would think you would agree that the word “warning”
should appear.

Mr. HoGr. No, I don’t know that I would, Mr. Rogers.

Mr. Rocers of Florida. I thought they agreed to that according
to the opinions that you gave us.

Mr. Hoge. Now the news story we are looking at does say the fol-
lowing, “Warning, keep out of the reach of children.”

Mr. Rocers of Florida. Yes, and so does the FDA agreement.

Mr. HoGe. Yes, that is right.

Mr. Rocers of Florida. Yes.

Mr. Hoge. But the warnings which T have set up in appendix II,
which inclnde all of these, I can’t lay my finger

Mr. Rocers of Florida. On page 6.

Mr. Hoge. Yes, I know, but I can’t put my finger on the exact
wording that T want now, but all during these 25-years, the Food and

»”

Drug Administration has accepted the word ‘“warning,” or the word
“eaution” synonymously, and they have not considered that we have
violated any law or agreement when sometimes we didn’t have the
word actually “warning” or “caution” provided we did have the
warning statement or the cautionary statement. Now that is some-
where in writing, and here at the moment I don’t seem to put my
finger on it exactly. What you are reading did say ‘‘warning,” Mr.
Rogers, I see that.

Mr. Rocers of Florida. In both instances?

Mr. Hoge. Yes, there is no question about that. I think I am quite
right in saying to you and I beheve the Food and Drug would back me
up that all through the years, they haven’t insisted ; maybe sometimes.
In 502(d) yes, the hypnotics must say ‘“Warning, may be habit-form-
ing.”” That is preseribed. That is not suggested as these warnings
are. That is prescribed. But under these as I have given you in
the statement by the Food and Drug are suggested warnings.

Mr. RocEers of Florida. Well, I realize that and also industry agreed
up, that is the point I was making, that the industry itself agreed upon
the warning in double caps, and to keep out of the reach of children.
In other words, it has a different significance to me if you see something
with a “warning” and simply something saying ‘“Parents, please
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keep this out * * * . I think it has more impact than the word
“warning.”

Mr. Hoge. It does, and I am not arguing with you about it. I
am simply trying to say, and I think the Food and Drug would agree,
we had not breached any agreement by not doing it. They would
recognize the validity of what you are saying, but I don’t think they
would charge us with any violation upon that basis. 1 may say this
to you. It is a matter in which the industry would take the word
“warning,” but they have taken the other language with the under-
standing of the Food and Drug.

Mr. Rocers of Florida. So Food and Drug has approved the word-
age that you use?

Mr. Hoce. Well, T don’t want to be misunderstood, sir, If you
look, when you have a chance, in red I have put the warnings with
respect to “Keep this and all medications out of the reach of chﬁclmn.”
You will find there that sometimes the word is “caution,” and that
is the Food and Drug suggestion. For instance———

Mr. Rogers of Florida. But caution isn’t even on here. You see,
that is the point I was making. There is no caution warning.

Mr. Hoce. I am looking, sir, at their own——

Mr. Rocers of Florida. I was looking at one specifically for as-
pirin, which said, “Warning,” and your agreement “warning” that
you have pointed out that industry agreed on. In other words, I
just think that if we are going to agree to something, and there are
some suggestions, we ought to live up to it all the way, that is all.

Mr. Hoge. Well, if there is any question——

Mr. Rocers of Florida. I just don’t think “Parents: Please keep
out of the reach of children” has the same impact as a warning in caps
and “Keep out of the reach of children” as you have agreed should be
placed on them. That was the only point I wanted to make. I won’t
argue with you.

Mr. HogE. I don’t want to argue with you, sir, but I will eall your
attention with respect to salicylates that the Food and Drug itsell has
one 1hat varies a little, “Caution: for children under 3 years of age
consult physician,” or “Caution: for younger children, consult your
physician.” Here is another one, “If pain persists or in conditions
affecting children under 12 years consult a physician.” I don’t mean
to argue with you, Mr. Rogers.

Mr. Roaers of Florida. But there is no caution even on here you
see, which is less than a warning I presume. But nevertheless, I am
concerned with the fact that I think I too would be interested in
questioning Food and Drug again on some of the impressions 1 was
given about the little change that was being made in this law, and why
1t is all lumped under child care too.

Now, on the good Samaritan approach, we do this in hazardous
substances, don’t we?

Mr. Coxnorny. Yes, Mr. Rogers.

Mr. Rogers of Florida. Why would it be any different under those
circumstances than here?

Mr. CoxyorLy. 1 would think that a doctor would tell you that
those are fairly well identifiable.

Mr. Rogers of Florida. I mean the principle, the good Samaritan
principle is the same, isn’t it? Basically you are giving some advice
on what to do in the case of a hazardous substance.
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Mr. Coxxorry. Well, your advice can be pretty unmistakable and
pretty certain because these hazardous substances are readily identifi-
able and the antidote or treatment is fairly specific. But with respect
to the vast variety of over-the-counter drugs, your antidotes are not
that specific, and the ways they can be misused are almost legion, I
would suggest, and that being so, I think that you have to be most
exhaustive then in the writing of your first-aid mstructions. If you
are not fulsome and you undertake to do so, there would then be
imposed liability upon you. Or if you are compelled to write first-aid
instructions and t]lle_\' turn out not to be specific enough or are in-
adequate or not fulsome enough there would be liability imposed
upon you.

Mr. Rocers of Florida. That would be so in hazardous substances,
too?

Mr. Coxnorry. It would.

Mr. Rogers of Florida. Now on the restatement of the law, do
you give us all of the full restatements in your statement, the four
points?

Mr. ConvornLy. The text?

Mr. Rocers of Florida. Yes.

Mr. Connorry. Yes.

Mr. RoGErs of Florida. Those are included in your statement?

Mr. ConnoLLy. Yes.

Mr. Rocers of Florida. T would just like to have those.

Mr. Coxyorny. 1 direet your attention to page 2 of my brief
which is the actual quote of the restatement section (j) concerning
directions of warning. That, I think, states the present state of the
law with respect to the duty to warn.

Mr. Rocers of Florida. Dr. Paul, I believe from your testimony
evidently this eautionary labeling requirement would go to preserip-
tion drugs as well as over-the-counter drugs?

Dr. Pavn. Yes, we in lIowa feel very definitely about that, that
there should be a label on all preseription drugs, saying, for instance,
on the ones used for arthritis, “Take Butazolidin.”

You would say Butazolidin, 100 milligrams, so a physician would
know when an individual came to him or he went to their home that
they were using this particular drug and wouldn’t reorder this drug
again, say “You take this.”

We have seen this happen where they take preseriptions from two
different physicians and have trouble.

Mr. RoGers of Florida. There are the directions and adequate
warnings and first-nid treatment, if we would require that on the
over-the-counter drugs, then this would also be required on preserip-
tion drugs?

Dr. Pavrn. Yes. On prescription drugs.

Mr. Rocers of Florida. Who would give this? Would the drug-
gist?

Dr. Paun. Well, that is the question.

Mr. RoGegs of Florida. Would it have to be passed on there, or
where?

Dr. Pavrn. T don’t know how you would write this. For instance,
I was thinking while this discussion was going on about the use of the
Cortisone-like drugs. They came into being in 1950, and it wasn’t
until 1955 that we first began to recognize peripheral neuritis, a
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paralysis of the arms and legs. It is an accentuation of part of the
rheumatoid disease caused by the Cortisone-like drugs. It took a
5-year period before we were actually sure that this is what was going
on and began to recognize this.

Therefore, how could we bring precautionary labels or say what
might happen. For instance, take tetanus toxoid as an example, I
give it to all the athletes at the University of Towa and have no trouble.
A few years ago I was going to Europe and I talked my wife into
taking tetanus toxoid. She promptly developed an arthraligia. All
her joints blew up from the tetanus toxoid and that is the only case
T have had so far with this particular brand of tetanus toxoid that
we use.

Mr. Rocers of Florida. Also, I was impressed with your figures
which you used on page 7, saying that up to the age of 3 1t is a thera-
peutic overdosage that is most common.

Dr. PavL. Yes, sir.

Mr. RocEers of Florida. And the figures that you later gave, 12
therapeutic deaths. This was taking prescriptions given by the
doctors?

Dr. PavL. A physician treated the child. What happens is that
a physician orders something which contains salicylates. And then
over the phone or while he is examining the child, say to the mother,
“Now, if the temperature goes above 104 you give him two tablets of
aspirin.”  This child is reacting to the aspirin but the mother doesn’t
know this. Then according to the doctor’s prescription she gives
more aspirin, this is what usually happens. We used to see this very
frequently when we had polio epidemics. We would get infants sent
in to us for acute poliomyelitis only to find they were overdosed with
aspirin.

[ would see them when they first came in overbreathing, and
would find out that what they actually had was overdosage of
salycilates preseribed by physicians, and then added to by the family.

Mr. Roaars of Florida. What do you do for this?

Dr. PauL. We stop the salicylates immediately, and then start
giving them large amounts of fluids, usually in the vein, which gets
rid of most of the salicylates. So if you see this within an early
period after ingestion, you can save practically all the children.

Mr. Rocers of Florida. I noticed that you say in one instance
here, “Not one of eicht children who died was diagnosed correctly
before admission to the hospital.”

Dr. Pavr. Yes, sir; because these children became dehydrated.
They lost water. They vomited. They had an increased urinary
output at first, and then they look like they have pneumonia, or they
have sugar in the urine and a high blood sugar. This is why they
think they are diabetics. But the point I want to make, if we educated
physicians to this, all they would have to do is take this piece of paper,
which every pediatrician has now, because this is a test for phenyl-
ketonuria (the metabolic defect in children who later become mentally
retarded). This particular chemical on here reacts very quickly to
salicylate. All you have to do is dip this in the urine, it turns black
and you know this child has had aspirin.

Mr. Rocers of Florida. And yet this is called an improper diagno-
9

sis?
Dr. PauLn. Yes, sir; that is called a Phenistix.
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Mr. Rocers of Florida. What is the best way to get the doctors
educated on that?

Dr. PavL. We start in the medical schools and try to teach our
students about this,

Mr. Rocers of Florida. Could the drug companies do this in the
materials that they put out?

Dr. PauL. Yes.

Mr. Rogers of Florida. Labeling for doctors?

Dr. PauL. I think they should make notice that one can test for
salicylate with a Phenistix. As I say, every pediatrician now has
these to test for phenylketonuria. Dr. Carter will agree with me.
Every hospital has these, and it is so simple. You can even do this
with the gastric washings. You wash the stomach out and you dip
this into the gastric washing. It turns black, and you know that this
is not due to sugar, it is due to aspirin.

Mr. Rocers of Florida. What is your formal procedure, and I
won’t pursue this any more, what is the normal procedure of getting
this out to the medical fraternity?

Dr. PauL. There have been two articles now.

Mr. Roaers of Florida. Could Food and Drug put this out?

Dr. Pavr. Food and Drug could put this out. For instance, there
are two articles in the medical literature, called a new method of
determining salycilate in the urine.

Mr. Rocers of Florida. Would you let us have a memo on this?

Dr. Pavn. Surely. Pardon me, [ was just going to continue saying
T put out a bulletin on arthritis information. I abstract foreign
literature for doctors. In one of my monthly bulletins to physicians
I mention the fact that salicylates could be tested with the phe-
nacetin. I think that 1s the way we could educate the doctors.

Mr. Rocers of Florida. Thank you. It has been most helpful.
Thank you very much, Mr. Chairman.

Mr. Carrer. 1 certainly want to compliment Dr. Paul on bis
excellent presentation. He is one of the most astute and articulate

hysicians that we have seen. I would like to ask a few questions.

o you find many cases of rheumatoid arthritis under the age of 67

Dr. Pavr. Oh, yes. Dr. Gouchat in our Department of Pediatrics,
has a standing grant from our Towa chapter of the Arthritis Founda-
tion, now has a group of about 190 children that he has been watching
over a period of years, all under the age of about 6 or 7 who have
rheumatoid arthritis.

The other thing we find, that these very young children of 2 or 3
years of age, come in looking like rheumatic fever with enlarged hearts
and pericardial effusion, looking like rheumatic fever. It may take
you a few months to convince one’s self that this is rheumatoid arthritis
instead of rheumatic fever. Time tells you that, as they develop the
deformities, but we see quite a number of them.

Mr. Carter. What is your average dose of aspirin for a 2-year-old
child with rheumatoid arthritis?

Dr. PavuL. Somewhere around a gram and a half a day.

Mr. CartER. A gram and o half?

Dr. Pavrn. That would be——

Mr. Carrer. Twenty-two and a half grains?

Dr. Pavr. Yes, about 22 tablets of 1% gr., and for older children
we go sometimes all the way up to 3 grams if necessary, depending on
their surface area. That \mu{d be about 40 to 44 tablets. :
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Mr. CarTer. About how much per pound would you say the dose
is for 24 hours?

Dr. Pavr. Sir?

Mr. Carrer. How many grains or how many milligrams per pound
of body weight?

Dr. Pavr. In children of 3 or under it is about a grain per pound
which is 27 grains (average weight 27 pounds). In children older than
that, we may go up to 1%, 2 grains per pound and sometimes even
more, depending on their fever and how much inflammation they have
in the joints at the time, and then start cutting it down.

Mr. CarTER. Yes, sir. What do you consider a minimal lethal
dose of acetylsalicylic acid for a child of 2 years, 3 years and 5 years?

Dr. Pavr. I don’t know, because these British writers have shown
blood salicylate levels of 78 and 90 milligrams percent, a figcure that
I have never obtained in anybody, and I have been doing blood
salicylate levels since about 1938 when we first tried to get a method
for this; yet both those children recovered. On the other hand, they
had some that were much lower than that that had died. I think this
depends on what is going on in the child at the moment. If a child
has a fever from unknown origin or from something else, they may be
rather sensitive. You take another child with rheumatoid arthritis,
and they may be able to take a lot more salicylates. We see this in
adults also, where they may get ringing in the ears very quickly with
a small dose, but in rheumatoid arthritis we find they can take twice
as much before they develop this. So I am a little hard put to answer
that question. I have seen all sorts of figures and in the literature
I have read anything.

Mr. Carter. You don’t know the minimum lethal dose then for
these different age groups? I haven’t been able to find it either. I
checked two pharmacologies and have another one that I haven’t
got to read since Friday. I didn’t find a minimum lethal dose in any
of them. However, I don’t think that a bottle should contain more
than the minimum lethal dose, do you? That way our babies wouldn’t
get too much, if we would keep it below what would kill one of them.

Dr. Pavr. That is the problem. What is the minimal lethal dose?

Mr. Carter. Yes, sir, that is the problem.

Dr. Pavn. In any given child.

Mr. CarTER. You would be willing to limit it to that, the minimum
lethal dose, is that right?

Dr. Paur. That is why I said if we take the average dose of 3
grams for a child who has rheumatic fever (and it has about a square
meter of body surface) if you put that number in a bottle, make this
the maximum, then in conference you could come down to any figure
below that without having to have another act of Congress.

Mr, Carrer. Yes, sir. Now let’s see, for a child of 2 years, I
believe you said one grain of aspirin per pound, is that right?

Dr. PauL. Yes.

Mr, Carrer. And then a child of 2 years at an average weight
would be around 30 pounds, wouldn’t it, something like that?

Dr. Paur. Yes.

Mr. CartEr. Then that would be approximately 30 grains, wouldn’t
it?

Dr. Pavr. That is right.

Mr. Carrer. Thirty grains, that wouldn’t take much of a bottle,
would it?
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Dr. Pavi. No.

Mr. Carter. All right, si. Now let’s go up to 3 years. The
average weight of a child of three would be about how much? About
35 to 40 pounds?

Dr. Paurn. The figures I saw were somewhere around 40 fo 45
pounds.

Mr. Carrer. Forty to forty-five pounds.

Dr. Pavr. I came out with 45 grains for those children.

Mr. Carter. Forty-five grain dose?

Dr. Pavr. Total for 24 hours. That would be 37 tablets of 1} gr.
for a child of 45 pounds.

Mr. Carrer. That is for a 3-year-old?

Dr. PavuL. Yes, sir.

Mr. CarTeER. And a 4-year-old would require about how much, then?

Dr. PauL. About the same or maybe just a little more. You could
probably go up to say 37 or 40 tablets or thereabouts.

Mr. Carrer. Thirty-seven or forty tablets, of course, would be
50 grains, I believe, wouldn’t it? T think if we are going to go into
this and do it right, we should definitely find more out about the
minimum lethal dose, and if we have less in the bottle than that, we
know our children are safe, is that not true?

Dr. Pavr. Yes, sir.

Mr. Carrer. That is all. Thank you, sir.

Mr. JarmaN. Are there any further questions?

Mr. HoGe. Mr. Chairman, may I just say a closing word?

Mr. Jarman. Yes, Mr. Hoge.

Mr. Hoce. I should like to express appreciation for your giving us
this hearing today and sitting this afternoon as you have, and if you
will pardon me, in view of my age, I would like to say appreciation not
only for the hearing on this bill but for hearings on the many bills that
vou have heard in this field, and I have had the privilege of appearing
before you for some 35 years, and we are grateful to you. Mr. Rogers,
I believe you were on the subject of prescription. These warnings
would apply to prescription drugs as well as to over-the-counter. Of
course, 1 have been speaking for the over-the-counter people.

My closing words to you are these: One of the best things that ever
happened to the drug industry and particularly to the over-the-counter
drug industry was the passage of the Federal Food, Drug, and Cosmetic
Act of 1938." That was one of the best things that ever happened to
them and in happening to them it happened to the whole country.
My plea to you here on this bill is that we keep that law, which is a
good law, and we not spoil it by some wanton, unbridled delegation of
administration authority which this bill proposes particularly with
respect to the labeling. ~ We are certainly in favor of child safety, Mr.
Chairman, just as much as anybody, and we only ask let’s keep this
bill on child safety and not rewrite the whole food and drug law under
the pretense that we are protecting the children. Thank you again.

Mr. Jarman. Thank you. For the commitiee I would like to
thank you gentlemen and Dr. Tainter for your testimony today and for
adding in a very real way to the hearing that we are having on this
proposed legislation.

The committee stands adjourned.

(Whereupon, at 4:20 p.m. the committee was adjourned, to recon-
vene subject to the call of the Chair.)
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MONDAY, SEPTEMBER 19, 1966

House oF REPRESENTATIVES,
Suecoaarrree ox Pusric Heavrm axp WELFARE
or THE CoaMrrrEE oN INTERSTATE AND ForeiGN COMMERCE,
Washington, D.C.

The subcommittee met at 10 a.m., pursuant to recess, in room 2218,
Rayburn House Office Building, Hon. John Jarman (chairman of the
subcommittee) presiding.

Mr. Jarmax. The subcommittee will come to order. We are
pleased to have back with us Dr. James Goddard, Commissioner of
Food and Drugs, and his associates to comment further on the child
safety bills that are before the subcommittee.

Dr. Gopparp. Thank you, Mr. Chairman.

On my left is Mr. William W. Goodrich, General Counsel for Food
and Drugs and on my right is Dr. Basil G. Delta, a pediatrician who
has been working on this problem of child safety.

We appreciate this opportunity to appear again in support of H.R.
13886, the Child Safety Act.

FURTHER STATEMENT OF HON. JAMES L. GODDARD, COMMIS-
SIONER OF FOOD AND DRUGS; ACCOMPANIED BY WILLIAM W.
GOODRICH, ASSISTANT GENERAL COUNSEL FOR F00D AND
DRUGS: AND BASIL G. DELTA, M.D., MEDICAL OFFICER, BUREAU
OF MEDICINE, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

Dr. Gopparp. Our study of the testimony which has been presented
to you since we last appeared here on June 24 indicates that the fol-
lowing issues have been raised:

1. Whether the extent of the hazard from children’s aspirin has
been overstated;

9. Whether the maximum number of children’s aspirin to be per-
mitted in a container should be fixed by law or left to regulation
by the Secretary;

3. Whether a practical safety closure for drug containers is avail-
able;

4. Whether warning labels as to accidental injury are needed for
drugs and cosmetics; the argument being that drugs are already ade-
quately labeled, and that cosmetics have not been involved in any
serious accidental poisonings;

5. Whether there is any need or basis for giving us authority
to require increased warnings on drugs and additional labeling in-
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formation to assure the safe and effective use of over-the-counter
drugs; _

6. Whether the provision for improved labeling warnings and in-
structions should be conditioned upon a notice and opportunity for
hearing before the labeling changes may be placed into effect; and

7. Whether improved labeling warnings should not be required be-
cause they may increase the product liability of drug firms.

We would like, Mr. Chairman, to take these points up one by one.

The hazard from children’s aspirin:

When I appeared here in June, I provided figures from the National
Clearinghouse for Poison Control Centers on reported fatalities due
to aspirin and other salicylates.

These figures showed that 125 fatalities to children under 5 years
+f age due to ingestion of aspirin and other salicylates occurred during
1964, the last year for which there are complete figures. The type of
salicylates involved in all cases of death was not recorded, and is
not known.

We also provided the committee with the statistics from the Na-
tional Clearinghouse on oil of wintergreen, another of the salicylates
frequently involved in poisonings of children under age five.

In addition, we provided the committee with data on the accidential
ingestion of aspirin in 1965. Children’s aspirin accounted for 10,854
of the 12,102 ingestions of aspirin where the dosage form was speci-
fied; there are, in addition, 4,226 instances where the dosage form
was unspecified, or a total of 16,328.

Thus, as we stated mn our testimony, where information on dosage

form was re})orted, 90 percent of the cases of accidental ingestion of

aspirin by children under five involved children’s aspirin—78.5 per-
cent of these cases were reported to have been treated by physicians.

This pattern of accidental ingestion of children’s aspirin has been
the consistent experience over a period of time. For example, in
1963, as reported by the New York City Poison Control Center,
“Flavored aspirin preparation was most frequently incriminated, pri-
marily because of their frequent use for children under 5 years of age.
Children under five are the chief victims of flavored aspirin poison-
]l’l",!'."

Thus, it is clear that children’s aspirin was by far the most frequent-
ly implicated in these cases of accidental ingestion—the overwnelming
majority of which required medical attention.

Since the type of aspirin involved in fatalities was not recorded in
all cases, it is not possible to say with any certainty that the fatality
experience followed the ingestion experience. Two possible assump-
vions might be made:

First, that the fatality experience followed, in general, the ingestion
experience, or

Second, that the fatalities oceurred primarily from the 10 pereent
of the ingestions of adult aspirin.

If the children’s aspirin were too low in strength to cause a fatality,
the latter assumption could be made. But we know that children’s
aspirin do cause fatalities and that the assumption cannot be made.
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We continue to believe that the available data demonstrate that
there is a substantial risk of serious illness or death to young children
through the accidental ingestion of children’s aspirin.

How many more of the ingestions might have been deaths, but for
prompt action by physicians? The poison control centers in fact
prevent serious illness or deaths by quickly furnishing accurate in-
formation to physicians and parents. The fact that more lives are
not lost hardly proves there was no risk.

We think that the number of reported instances and the danger
inherent in this situation warrant congressional action to protect
children from these risks by limiting the availability of children’s
aspirin in retail packages which now contain enough aspirin to kill
or cause serious illness to a child of tender age.

Limitation of the number of aspirin in containers:

We had not understood that there was any serious dispute about
what may constitute a toxic dose of aspirin to a young child. We think
the ficures supplied by Dr. Palmisano, who accompanied me at the
opening hearing, represent the consensus of medical opinion on this
point.

Our pediatricians do not agree with the implications of one chart
presented here to show that children have ingested large amounts
of aspirin without serious adverse effects.

The medical reports do not bear this out. Since the chart entitled
“Recorded Ingestions in 2- to 5-year Group Where Age and Dosages
Are Known” was submitted to the committee on September 12 we
have been able to review 22 of the 24 literature references cited in
which the children were alleged to have ingested 120 or more grains
of aspirin.

Two of the cited articles were not available either in our library or
the National Library of Medicine at the time of the review.

In each case we found that the children invloved received significant
medical treatment and in some cases heroic therapy to save their lives.

The treatment ranged from gastric lavage, intravenous fluids, and
oxygen, to exchange blood transfusions, use of an artificial kidney, and
peritoneal dialysis, the last three of which are available only in
large medical centers.

Rather than minimizing the significance of massive ingestion of
aspirin by small children, we believe the data submitted by the wit-
ness who presented this chart confirms that a very serious hazard
does exist when large quantities of aspirin are ingested by young chil-
dren. And without prompt medical treatment, the number of fatali-
ties would unquestionably be much higher.

I have here, Mr. Chairman, which will be available for the record if
you wish, a tabulation of those cases in which the dosage was above 120
grains, the management of the cases showing the use of intravenous
fluids, gastric lavage or in some instances it is simply cited as heroic
therapy and the outcome and the places where the cases occurred.

Mr. Jaryaxn. That will be accepted for the record.

(The document referred to follows:)
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Dr. Gopparp. Thank you.

Thus we conclude that 1 grain of aspirin per pound of body weight
is about the point of danger, and we would propose to restrict con-
tents of bottles accordingly.

The problem presented to you is whether the maximum content of
the containers should be written into the law or left to regulations.
The argument is that we may fix the figure at 25 aspirin today and
reduce it to 10 tomorrow.

This is not at all likely. 'We would plan to start the program at
20 to 25 114 grain tablets after full consultation with pediatric au-
thorities, and with representatives of the affected industry.

We would maintain the quantity at that point so long as it seemed
to assure safety. As we indicated when we testified before, the estab-
lished procedure under which we would issue regulations to set the
quantity limitation on children’s aspirin permits all interested parties,
including both the scientific community and the affected industry, to
submit comments and views on such a proposed rule.

But we think we should have the authority to reduce the figure if
experience proves necessary without asking that the entire medical
problem on which a reduction would have to turn, be reexamined by
the Congress.

We believe the desirability of this approach is borne out by a review
of the testimony which the committee has already received. Already
you have had recommendations ranging from an outright ban of chil-
dren’s aspirin to suggestions that the limit be no lower than 25, 35,
40 tablets per bottle. As we stated before, we do not believe the
problem warrants a total ban of this product but neither do we believe
a limit set at 35 or 40 tablets of 114 grains is adequate to deal with
the problem.

We respectfully submit that full and complete consultation with
pediatric experts and the industry affected will provide us the best
guidance in this matter.

BAFETY CLOSURES

We are not now sure that there are entirely satisfactory safety
closures. We have seen some that appear to do a good job and there
are others which warrant further study and consideration as to
practicability.

What the bill would do, and what we would expect to do under it,
is to encourage the development of suitable and practicable safety
closures for the drugs for which they may be needed.

We could not and would not require an impractical safety closure.
But we cannot agree that this is a problem that can be solved by a
joint industry-government study group with no mandate for action
and no means of making its recommendations effective.

There will be resistance to safety closures—even practicable ones—
and we recommend legislation that would allow us to move ahead to re-
quire them on drugs where needed as soon as practicable closures are
developed.

Given such anthority, it seems to us that the determination whether
a sufficiently satisfactory closure has been developed and its use should
be required involves, not so much issues that can best be resolved
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through plenary hearings, but. rather, issues that can better be dealt
with through a process which permits consultation and conference with
expert consultants and interested industry groups and provides ade-
quate opportunity for the submission of views on proposed regulations.

COSMETICS INVOLVED IN ACCIDENTAL INGESTIONS

Representatives of the Toilet Goods Association contend that ex-

rience with cosmetics does not establish a need for label warnings in-

ormation as to accidental ingestions.

In 1964 there were 3,058 cases of the accidental ingestion of cosmetics
by children under 5 years of age reported to the national clearing-
house. In 1965 this figure has risen to 3,271. In both years over 20
percent of the children ingesting the cosmetics received medical treat-
ment.

Thus, we believe it is clear that the accidental ingestion of cosmetics
is not a rare occurrence as was suggested to the committee by one wit-
ness. In fact, we must recall that these are cases reported to local
poison control centers and to the national clearinghouse and thus do
not reflect the total picture in regard to the risk.

And irrespective of how one defines whether such an ingestion i3
serious, I'm sure the parents of the 620 youngsters who were treated,
some of whom were hospitalized, considered this a serious matter.

Further, we know from reports made to us, to the national clearing-
house, and in the scientific literature, that some children have been
seriously ill and others have died from the ingestion or inhalation of
cosmetics.

You may recall that I discussed one such case at prior hearings.

At present the labels of cosmetics are not required to bear any in-

redient information, aside from certain information on hair dyes.
3ut now the physician in an emergency room with a child who has in-
rested a cosmetic has no data on which to act, and the parent has no
abel information to help avoid accidental ingestions of cosmetics
which contain ingredients that may be dangerous to the child.

The bill does not, as one witness suggested, require warning against
wholly or consequential ingestions. The warnings must be presented
when there is a substantial risk of injury or death.

If the risk is one that should be avoided and involves the need to
seek emergency treatment for the child, we think it should be stated on
the label.

DRUG LABELING AS TO ACCIDENTAL INGESTION

Drugs play a major role in accidental ingestions. Yet they are
exempt from the Federal Hazardous Substances Labeling Act. We
think that plainly this is a serious defect in existing law. Certainly,
more care would be exercised in storing drugs out of the reach of
children, if the parent were informed by the label of the hazards that
may be associated with accidental ingestion.

And first aid information, where needed, would provide an extra
margin to avoid serious injury from accidental ingestion. It would
also assist the physician called to treat a child who has ingested a
drug product., :

When the Hazardous Substances Labeling Act was enacted in 1960,
drugs were exempt primarily because of the argument that any drug
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warning should be required under the Federal Food, Drug, and Cos-
metic Act, and not. the Federal Hazardous Substances Labeling Act.

In each of the succeeding Congresses we have requested that this
gap in consumer protection be closed. But as yet, 6 years later, the
problem has not been remedied.

DRUG LABELING WITH ADDITIONAL WARNINGS, CONTRAINDICATIONS AND
INFORMATION AS TO SAFE AND EFFECTIVE USE

It has been contended that this provision makes sweeping changes
in labeling controls, on points not relevant to child safety and under
conditions that would deprive the drug producer of hearing on the
need for the labeling changes.

Actually, both this bill and H.R. 13885, the Drug Safety bill, which
is also pending before your committee, involve amendment to section
502 (f) of the Federal Food, Drug, and Cosmetic Act. And because
they do, the same amendments were offered to the same sect ion in both
bills,

Thus, we agree that some of the amendments to section 502(f) are
relevant to general drug safety and effectiveness as well as to child
safety. This is no reason, we believe, for postponing action on these
necessary amendments in the context of this bill.

We strongly support these changes, and we do not agree that they
rob any drug producer of any important labeling rights. Nor can we
agree that it makes good sense to require that before a needed labeling
change to add a new warning of danger or a new contraindication or
a new instruction as to effectiveness could be called for, the long proc-
ess of hearing would have to be completed.

Many times the new warning, the new contraindication, and the
new effectiveness information is needed at the earliest possible time
by the person who is attempting to treat himself.

We have seen several instances where drugs long considered safe for
self-medication or in broad usage on the advice of physicians called
for new warnings of newly discovered hazards.

Phenacetin and dipyrone are but two examples.

Phenacetin, a drug used in many analgesic products, was found to
be associated with kidney damage in excessive dosage or in prolonged
use.

Dipyrone, a drug used for relieving high fever in children, was
learned to be a cause of fatal arganulocytosis.

Both required labeling changes. Both required changes in the indi-
cations for use and the warnings against misuse. In both cases, we
issued statements of policy calling for relabeling to make the drugs
safe.

In the case of dipyrone, we reclassified it as a new drug because it
was not generally recognized as safe and effective under the new label-
ing recommended to us by an ad hoc committee of medical experts.

What the bill does is provide an orderly means to bring about these
needed changes in drug labeling, in a way that would be applicable
to all producers and distributors of the drug.

In the past, when statements of policy or interpretive regulations
have been issued on drug warnings, most firms affected have promptly
complied. But not all have.
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This has caused dissatisfaction among the better firms who made
the changes, when their competitors dragged their feet. We have
been told repeatedly that firm A, for example, would change its label-
ing, but that it couldn’t do so until all other firms did the same.

The regulation procedure we have recommended would make the
labeling change for all concerned at the same time; and at an early
time when the change was such as to require it.

The point that this is a rewrite of regulatory procedures without
the requirement of a hearing is not true. As we have shown, it formal-
izes and reinforced the statement of policy procedure that we have
long followed.

And in more than 25 years of experience with regulations under
section 502(f)—the section here involved—no hearings have been re-

uired even though it specified the labeling details for essentially every
drug that is marketed today—those in final dosage form as well as
those intended for manufacturing or processing.

These regulations, which spell out the conditions for exemption from
the requirement of section 502(f) that the label bear adequate direc-
tions for use, have been amended from time to time.

In 1961, they were broadly amended to require full disclosure in the
labeling of prescription drugs. No hearing was required or con-
ducted. Instead, we utilized the public participation provisions of
the Administrative Procedure Act to solicit the views of the affected
industry.

Moreover, most drugs that will require labeling changes of the type
called for in section 502(f) will also require new drug clearance for the
new labeling.

The Court of Appeals for the 10th Circuit has held that labeling
changes take the produet out of its grandfather clause protection and
subject it to reclearance from the standpoint of safety and effectiveness
under its new labeling.

The case is now pending on a petition for certiorari in the Supreme
Court. When subjected to reclearance as a new drug, full opportunity
for a hearing is allowed.

What we need here is a prompt, efficient method of requiring drug
labeling improvement across the board when a new danger arises or
when effectiveness cannot be assured under the existing pattern of
labeling. All would be treated alike.

If the committee should decide to write in a hearing provision—
where none has been found necessary in the past, we would strongly
urge that we be allowed to require interim labeling changes to be com-
plied with while the hearing procedure is underway.

Otherwise, we risk unnecessary drug injuries and drug failures.

PRODUCT LIABILITY

The argument that increased warnings would increase product
liability completely escapes us.

Product liability arises out of a failure to warn—not out of more
adequate warnings which this bill would require.

A warning on the label against accidental ingestion or known haz-
ards should benefit both the patient and the drug producer—the
patient by helping to avoid injury and the producer by calling atten-
tion to hazards which can be avoided.
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Under no reasonable construction would this bill require warnings
against insignificant or trifling injuries, first aid instructions that are
not necessary for the protection of the public health, or warnings
against hazards that could not be discovered by the highest degree of
care.

To conclude, Mr. Chairman, we think that this bill is an important
measure for the protection of the public health. We feel that the
problems to which it is addressed have not been exaggerated.

Like all other laws, it would have to be administered reasonably;
and so administered, we are confident it would not unduly inhibit the
legitimate sale of these products. And we do believe its enactment
“?%1 help to protect children from unnecessary risks of injury, serious
illness, or death.,

I would be happy to answer any questions you or members of your
committee may have.

Mr. JarymaN. Thank you, Dr. Goddard.

One particular question that the Chair would like to ask is this: It
has been our understanding during the course of the hearings that the
50-aspirin limitation on children’s aspirin was achieved on a voluntary
basis as a result of a 1955 conference with Government and manufac-
turers and a good many organizations and individuals participating.

Dr. Gooparp. Yes.

Mr. Jarman. During the course of the hearings, it has been asked of
witnesses, particularly the manufacturing witnesses if they have been
contacted for a conference as the basis for a voluntary reduction of
the number of aspirin and the response was that they had not been
contacted.

The thing that the Chair was particularly interested in hearing
from you is why the Government has not decided on approaching this
problem from a conference standpoint as in 1955 and trying to achieve
this reduction on a voluntary rather than a legislative basis.

Dr. Gobparp. Going back to 1955, it is true that there was a con-
ference held. Now, 1 would not want the chairman and members of
the committee to have the impression that all as principal manufac-
turers have voluntarily reduced the total tablets to 50.

This is not so. We have firms packaging them in 100-tablet bottles.
Many times they are repackaged this way. The major firms have
gone along witld the 50-tablet limit. Because of this and because we
felt the very strong need to get at this problem of children’s accidental
poisoning with flavored aspirin in particular, we felt that we would
ask for the legislative authority.

The past experience has not been proven to be successful in those
terms. In fact, if one looks at the statistics just taking deaths alone,
admitting that deaths cannot be directly related to children’s aspirin
because we do not have the detailed knowledge of the product in-
volved—ijust taking deaths due to aspirin and salicylates in children
under 5 from 1955 through 1964, we have seen an increase from 72 cases
to a maximum of 144 in that period of time.

What I am saying is that to the extent that there are correlations
between deaths and mgestion and the presence of children’s aspirin in
the marketplace in these dosage forms, I feel that this is another
rationale for proceeding on the assumption that we have to have a
limitation fixed by the Secretary.

68-985—66——19
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Mr. Jarman. Could you make any estimate as to the percentage of
children’s aspirin that isnot in the 50 per bottle?

Dr. Gooparp. We do not get marketing data from any of the drug
firms and this is a handicap.

We don’t know that is in the marketplace. I can’t even give you an
estimate. I am told by Mr. Kinslow that the industry estimates that
95 percent of it is in the 50 tablet.

Mr. Jarmax. Ninety five percent of the production ?

Dr. Gopparp. Yes; and that is the best I can provide you on that.

Mr. Jarman. We have had it very firmly stated in the testimony, as
you know, that those who produce the great percentage, the 95 percent
to which we refer, would willingly accede to any decision reached in
a conference such as the one held in 1955. T am particularly interested
in hearing your comment on that because, in light of the testimony
that the subcommittee has had, it just seemed or at least T wanted to
raise the question as to whether it was not logical to ask for legislative
authority if you failed to achieve the results throngh a voluntary
meeting ¢

Dr. Gooparn. T think we have already failed to achieve the results
through the voluntary meeting. They reduced in 1955 to a total of 50,
95 percent of them. ~Yet, we have seen the number of ingestions and
we have, I think, good data that 10,000 out of 12,000 cases where the
tvpe of aspirin was known was due to children’s aspirin being ingested.

To me, this plus the fact that 5 percent of the aspirin marketed does
not conform to it simply means that we need a stronger handle on this
problem,

Mr. Jaraax. Have you had any conferences with the firms that
manufacture the 5 percent in terms of reduction?

Dr. Gopparp. I will have to ask and find out whether any of the
stafl has.

Of course, this has preceded my assumption of the commissionership.
Mr. Goodrich says he has no knowledge of this. In many of these
instances it would be almost impnﬁ:‘«il'llu. Mr. Chairman, because some
of these are repackagers, small firms which purchase in bulk and put
it out under their own label, and they are located in many parts of the
United States. 1t is difficult to have knowledge of all of these produets
in the marketplace.

Mr. Jararan. Then you take the position that you feel that you could
not achieve the results that you think are needed on a voluntary con-
ference basis?

Dr. Gopparp. Well, I am simply of the opinion that in the inferest
of consistency if it is worth doing for 95 percent of the product market,
it is worth going the other 5 percent of the way too, and in the light
of past experience we feel that 50 tablets in a bottle is too high.

Mr. Jaraay. I am not really following you there because the testi-
mony has been here that if such a conference were called and if a lesser
number of aspirin were recommended as a result of that conference
that the major manufacturers of the 95 percent would cooperate in
reducing to that number.

Dr. Gobparn. The bill would require that too and we would get the
other 5 percent and thus afford more protection for all those entering
the market.

Mr. Jaryay. I understand.
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I am just surprised that an effort has not been made to achieve this
reduction in aspirin; if you feel as obviously you do that it should be
reduced, that a real effort has not been made to achieve it on a voluntary
cooperative basis since it seemed to work with such a large percentage
of the produet was a result of the 1955 conference.

Dr. Gooparn. I don’t believe that the manufacturers have been
unaware of these statisties since 1955 either, Mr. Jarman, and if _the_y
felt that further reductions were indicated, I don’t see why they didn’t
take the action.

They are not unaware of these statistics. They watch them very
closely.

Mr, Jaryman. I understand.

Of course, in your testimony on June 24, before the subcommittee,
with reference to the number of aspirin you said:

This is strictly a scientific issue of how many 1314-grain aspirins can safely be
allowed below the lethal dose. We think that is not a matter that would involve
great controversy and it would involve delay to call for hearings under those
circumstances.

We have had a good bit of expression of difference of opinion in the
hearings as to what different people and organizations feel that num-
ber should be.,

You take the position that a hearing is not necessary but that you
should be authorized to go ahead and set the number without a
hearing.

Dr. Gopparp. After consultation with the pediatric profession,
which is largely involved in this, and members of the affected industry,
we feel that we should be given the responsibility of setting the total
number of tablets, the grainage, to be offered in childrens’ aspirin.

Mr. Jarman. Mr. Gilligan?

Mr. Gmurican. Thank you, Mr. Chairman. No questions.

Mr. Jarman. Mr. Springer?

Mr. Seringer. Doctor, this was my understanding from your testi-
mony : that it is your scientific opinion that a child can absorb about
1 grain per pound ; is that correct ?

Dr. Gobbarp. That is approximately correct.

Mr. Seringer. Now, the average child of approximately 5 weighs
howmuch? Do we know, roughly?

Dr. Deura. About 40 pounds.

Mr. Serixger. Now, is it your theory at this point, and this is your
position, that you have to have less than 50 tablets in order to meet this
problem ?

Dr. Gopparp. That is correct.

Myr. Serincer. Have you come to any primary conclusions as to what
you think it ought tobe?

Dr. Gooparp. As I indicated in the testimony, sir, somewhere be-
tween 20 and 25 114-grain tablets. This won’t completely solve the
problem. This plus safety closures plus better information to the
public about the inherent dangers, all of these and many other steps
will be required. i

Mr. SeriNcer. Now, at the present time, can you label that under
the Federal Food, Drug, and Cosmetic Act ?
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Mr. GoobricH. As we indicated in our prior testimony, we did re-
quire on the basis of the voluntary meeting in 1955 a statement warn-
ing : “Keep this and other medicines out of the reach of children.”

%‘hem was a doubt as to whether that could be legally done but we
resolved those doubts in favor of the authority. 'We did put the state-
ment of policy out. As has been indicated not everyone complied.
We still ﬁave had as recently as 1965 an enforcement case to try to
require that.

We are asking here for clear authority to provide warnings against
accidental hazards as well as the hazards that go with the expected
dosage.

_Mr. Serineer. Do you feel that you don’t have, or at the present
fime have, no way of hmiting the number?

Mr. Goobric. We don’t think we have.

Mr. Serincer. Well now, let me ask you this: Under the act, can’t

you call these people in if this is a dangerous thing? I am talking
about not industry but company by company.
. Mr. Gooprica. Certainly. We coui{]l invite them to come to Wash-
ington any time and frequently do that on issues on which we have no
authority and on which we are trying to work out a satisfactory solu-
tion.

Mr. Seringer. This is purely on a voluntary basis.

Dr. Gopbparp. Yes.

Mr. Seringer. You don’t think you would have authority to issue
any regulation of any kind ?

Dr. Goppagro. It is my understanding we do not.

Mr. Serincer. You aresure about that ?

Mr. Goopricir. As sure as I can be. The packaging limitations on
drugs are fixed in what is called an official compendium. That is the
only authority we have. If the U.S. Pharmacopoeia or one of the
other compendia which are publications of voluntary organizations do
that, we could enforce it, but we have no packaging authority in the
drug section.

Mr. Serincer. Even though you feel it is dangerous you still don’t
have that authority ?

Mr. Goopricir. No, sir.

Mr. Srrincer. On a person-by-person basis?

Mr. Goopricit, No,sir.

Mr. SeriNger. Are you the legal counse] ?

Mr. Goopnric. Yes.

Mr. Serixcer. Now, let me ask you this: In this bill, TL.R. 13886,
tell me how many things, would you please, that you are doing under
that bill, very shortly, not in 15 minutes but give it to me one, two,
three.

Mur. Goopricu. The authority we now have?

Mr. Srrincer, No; the authority you are seeking under H.R. 13880.

Mr, Gooprici. All right.

Dr. Gopparp. You are asking what we are now doing ?

Mr. Serixcer. Noj I am asking what authority you are asking un-
der H.RR. 13886.

Mr. Goopricir. We are asking the authority to limit the number of
aspirins in the container, asking ilic authority to require safety clo-
sures, asking the authority to require increased warnings and mfor-
mation on drug labeling.
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Mr. Serineer. Just a minute. Stop there just a second. What is
the nature of the warnings you are asking for?

Mr, Goopricu, Asking for addition to section 502(f) (1) to warn
against the substantial or reasonably foreseeable risk of causing acei-
dental injury in such manner and form as is necessary for protection
and use.

Mr. SerinGger. On aspirin ?

Mr. GoopricH. Noj; this is drugsin general.

My, Spriveer, Will you repeat that again because this is a broader
authority.

Mr. Gooprica. This is the warning against accidental ingestion of
drugs along with first aid instructions where necessary.

Mr. SerixGeEr. You are asking this for all drugs?

Mr. Gooprica. Right.

Mr. Serivager. That is the third one?

Mr. Goooricr.We are asking for the authority to require added
warnings against new dangers, added contraindications where they
come up and added instructions to insure safe and effective use, where
there is a finding that these added labeling provisions are necessary for
the safe and effective use of the drug.

Mr. Serinaer. I don’t get the difference between No. 3 and No. 4.

Mr. Gooorici. Well, aceidental injuries in No. 3 and this is the use
that is normally expected.

Mr. Seringer. All right.

This would be the contraindications.

Mr. Gooprica. Contraindications, warnings, and additional instrue-
tions as in the case of Phenacetin. You find a drug that has been on
the market over the counter for a long time, presumably safe. Sud-
denly, out of the medical experience comes a new finding that it is caus-
ing injury by being a poison to the kidney.

It is necessary to revise the label.

Mr. Seringer. What else?

Mr. Gooorica. No. 4 would require warnings against accidental
ingestion of cosmetics.

Mr. Seringer. That is No. 5.

Mr. GoobricH. Yes, sir.

Mr. SerixGer. In cosmetics.

Mr. GoopricH. Yes, sir, and along with first aid instructions where
necessa ry.

Mr. Sprincer. As I understand it from Dr. Goddard’s testimony,
you did not have any deaths but you did have some injuries; is that
correct ?

Mr. Goobrica. Right.

Dr. Gobparp. We have had at least one death reported from inges-
tion of cosmetics.

Mr. Serixcer. You are seeking, then, on this one the accidental pos-
sibilities, right?

Mr. Goopricu. Right, along with first aid.

Mr. Serixcer. Along with first aid ?

Mr. GoopricH. Yes, sir, on the basis of a finding that this is neces-
sary for protecting against accidental injury.

Mr. Serixcer. Would this apply to all cosmetics?
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Mr. Gooprrcr. It would be based on finding that the nature, com-
position and packaging of this particular cosmetic involves a risk and
malke it applicable.

Mr. Serincer. Anything else?

Mr Goopricr. Require the same kind of warnings on pressurized
containers of foods as are now required on pressurized containers of
pesticides, don’t puncture or incinerate because they might explode.

Mr. SrrinGer. What else?

Mr. Goobricn. We are asking for increased authority on making
sure that the Hazardous Substances Labeling Act applies to a toy
which has been treated by a pesticide chemical. We are proposing to
apply the Federal Hazardous Substances Labeling Act to unlabeled
containers.

We are proposing to ban the sale of toys which are or which contain
hazardous substances dangerous to children.

We are proposing to allow the Department by regulation to exclude
from household use products that are too dangerous for use around the
household such as X-33 which we demonstrated here and the Jequirity
beans.

Mr. Serineer. Authority to do what under that?

Mr. Goobricu. To ban those for household sales.

Dr. Gobparp. Substances inherently too dangerous.

Mpr. Seringer. That is for household sale ?

Mr. Goobricn. Yes.

Mr. Serincer. How do you propose to sell them ?

Mr. Goopricn. If they have industrial use such as X-33 they could
be sold to that kind of person.

Mr. Serineer. Count 10. Have you anything else?

Mr. Gooprrcn. That is all.

Mr. Serinager. That isthe broad scope of the bill.

Mr. Goopricn. I havesummarized that all from not very much look-
ing at the bill but I am pretty sure I have covered it all.

f not, T apologize.

Mr. Seringer. Let’s take S. 3298. I want to know what you are
doing with that?

Mr. Goooricr. That is concerned with amendments to the Hazard-
ous Substances Labeling Act. It provides for the same kind of pro-
visions that T have discussed. To summarize them, to require that a
toy treated with a pesticide chemical be subject to the Federal Hazard-
ous Substances Act as it would be reworded, to apply to unlabeled
containers, to allow the sale of some toys such as chemistry sets and
some fireworks which can be adequately labeled to take care of the
injuries when used by children; to exclude from interstate commerce
toys that bear on container hazardous snbstances, to authorize us to
exclude as banned substances. products that are too hazardous to have
around the household, and finally this bill provides for a national
commission to investigate the whole problem of safety including such
things as lawnmowers, et cetera, and has a provision in it as passed
by the Senate which says that State Jaw cannot be inconsistent with
this,

Mr. Serivaer. What is the difference then between your part of
S. 3298 and the same portion as I understand of 138867

Isthere a difference?
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Mr. Goobricr. The Senate adopted, I believe, three amendments,
one the fireworks amendment. There was a problem there of whether
fireworks would fit into this thing. We reviewed all of the State
laws, found that in some States there were out-and-out bans on fire-
works.

In your State, for example, I believe there is an out-and-out ban
on fireworks. Inothers, in my State of Texas, there was an allowance
of so-called class (’s which have allowed some skyrockets and some
roman candles and. in Senator Magnuson’s home State there was a
so-called safe and sane fireworks law.

So, the issue came up of whether or not the law as we had recom-
mended it would have banned fireworks, and a provision was written
in to authorize, to make sure that we could authorize, the use of fire-
works to the extent that labeling would take care of it.

Mr. Serinaer. That is the difference, then ?

Mr. Goopricrr. That is one of the differences. The other differ-
ences were the Commission and there was a clarifying amendment
there. and clarification on banned hazardous substances, and also a
clarification on toys to make sure that if it contained a hazardous
substance it would be a substance reasonably accessible to the child.

Mr. Seriveer. What has the Senate done on that bill ?

Mr. Goobricir. This went to two committees, to the Senate Com-
mittee on Interstate and Foreign Commerce which had jurisdiction
over the amendments to the Hazardous Substances Labeling Act and
they took out and adopted all of the amendments to that act with the
modifications I have given you.

The other part to child safety goes to Labor and Public Welfare
and they have not acted. '

Mr. Seringer. They have not done anything.

Mr. Gooprica. No.

Mr. SprinGer. Therefore, the only thing thus far is S. 3298 which
has passed the Senate.

Mr. Gooorica. Except for our appearance here urging you to pass
this.

Mr. Serincer. I want to get the legislative and parliamentary situa-
tion so that the subcommittee understands it.

S. 3298 was amended at the point with reference to fireworks, which
you pointed out.

Mr. Goopricr. Fireworks, the commission, clarifying provisions on
banned hazardous substances and toys, and preemption.

Mr. Sprincer. Now on 13886 has there been a bill introduced over
there similar to this bill, or this bill,

Mr, Goopricu. Yes.

Mr. Seringer. Who introduced it.?

Mr. Goobricu. Senator Hill.

Mr. Serizvaer. Hag Senator Hill had a hearing on it ?

Mr. GoopricH. No,sir.

Mr. Sprincer. Has he said he is going to have a hearing ?

Dr. Gopparp. He has not scheduled one as yet.

Mr. Serincer. Have you talked to Senator Hill?

Dr. Gooparp. Yes, I have.

Mr. Serivger. What has he said?
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Dr. Goopparp. He has said that he has a lot of hearings to be held
and is pressed for time and he can’t give a date.

Mr. Serincer. T want to be sure of the thing: without taking up
all of the time of this committee, that we have an understanding of
where we are with this legislation at this point.

There ought to be some indication from Senator Hill that he is
going to do something or not do something. This committee is going
to be pretty busy. We are going to face up to our responsibilities, but
if we are going to turn out a piece of legislation and go to the floor
with it and nothing is going to be done with it, we have learned many
times in this committee, to our bitter experience, that we go into
controversial things—and this is going to be an extremely contro-
versial thing—and we get through with it and after we have knocked
everybody’s brains out and blood is all over the floor, we do something
about it and the Senate doesn’t do anything.

This committee ought to have some idea of the chances for enact-
ment, although that doesn’t excuse us from facing our responsibility
and we are going to do it.

I am glad to know what has been done on the other side.

Dr. Gopparp. We expect action on the Senate side, sir,

Mr. Goopricu. I would like to say that in all of our experience in
which you, of course, have participated, in the passing of the food
additives bill, the pesticide chemicals and the color additives, in all
of those cases where this committee held comprehensive hearings,
Senator Hill was willing to go ahead on the basis of the record here
and recommend those bills although they were controversial.

Mr. Serincer. It may be just as well if this committee hears it, and
we certainly went through the heart, stroke, and cancer bill and that
was the worst bill ever sent here and we spent 3 months and finally
came up with a heart, stroke, and cancer bill and they adopted it
without changing a single point.

Thank you, Mr. Chairman.

Mr. Jaryman. Dr. Goddard, since S. 3298 has been referred to in
this hearing this morning, would you care to comment on the national
commission that is a part of that?

Dr. Gopparp. If T may, sir, T would like to read into the record a
paragraph from a position paper on this.

As was bronght out during the Senate hearing, a study of the subject matter
covered by Title IT of the bill, including the guestion of need for regulatory
legislation in this field, would no doubt be appropriate.

We guestion, however, whether the character and scope of the proposed study
are such as would warrant the establishment of a statutory Presidential Com-
mission. It would appear more appropriate for this Department to undertake a
study of hazardous household products with the cooperation of other agencies and
report the results of the study to the President and the Congress.

Alternatively, if it develops that a study by a group independent of an execu-
tive department is desirable, such a study could be established by a mechanism
designated by Executive Order. A study under either of these alternative ap-
proaches could, we think, be launched and eoncluded more expeditionsly than
one requiring the establishment, organization, and staffing of the Commission en-
visioned by the bill.

However, if your Committee should conclude that a statutory Commission of
the kind proposed by Title II of the bill is desirable for this purpose, we would
have no objection.
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Mr. Jarmax. I might say that the committee is in receipt of a letter
from Mrs. Peterson of the President’s Committee on Consumer Inter-
est in which she says in part:

We do, of course, recognize the argument that such a study might be more
efficiently conducted from within the Executive Branch in terms of speed and
total cost.

The Senate bill, as I understand it, authorizes appropriations not to
exceed $2 million to carry out the provisions of l'ile commission.

Dr. Gooparp. That is correct.

Mr. JarmanN. That is not a part of the budget.

Dr. Gopparp. No.

Mr. Jarman. Thank you.

Mr. Satterfield?

Mr. Sarrerrrerp. Thank you, Mr. Chairman.

In answering Mr. Springer a few moments ago, is it not correct
that what you were really saying is that in title I of House bill 13886,
we are bringing in labeling legislation that is not necessarily confined
to matters involving children?

Is this correct

Dr. Gooparn. That is correct. It goes beyond the relationship to
childrens’ accidental poisoning.

Mr. Sarrerrrerp. Is there any reason that you feel it essential that
this particular title be considered a part of a bill dealing with children
primarily rather than being treated separately ?

Dr. Gopparp. Well, it does include aspirin and other products that
are ingested by children. It would require two separate bills,
otherwise.

Mr. Sarrerrrerp. But the aspirin aspect and the children aspect is
only incidental to the main thrust of title I'; is it not?

Dr. Gopparp. No, I believe it is in fact one of the main justifications
for the labeling, the aspirin problem and the whole problem of acci-
dental ingestion of over-the-counter drugs by children.

Mr. Sarrerrierp. That might be justification but insofar as the
thrust of that section is concerned it 1s certainly not the main thrust
of it ?

Mr. Gooprrcrr. There are three things here: first, to limit the num-
ber of children’s aspirins; second, the provision of safety closures for
those drngs for which the experience shows that they have been in-
volved in a number of poisonings; and third, to require increased warn-
ings on accidental ingestion.

The point that is more relevant to general drug safety than fo chil-
dren’s safety, or at least as relevant, has to do with requiring changes
in labeling which you find over on page 3, beginning down on line 24,
which is relevant both to child safety and to general drug safety.

Mr. Sarrerrierp. Looking at section 502, and that is what you are
talking about, is it not true that it would apply to a greater percentage
of drugs not specifically designed for children ?

Dr. Gobparp. Tt would apply toall drugs.

Mr. SarrerFerp. Wouldn’t a greater percentage of them be non-
children’s drugs?

Mr. Gooorica. Certainly.
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Dr. Gobparp. They would be nonchildren’s drugs but I must point
out that in the case of aceidental poisoning involving children that any
drug is a candidate for misuse and accidental ingestion.

Mr. Sarrerrierp. I agree, but I am dist urbed by the figures. You
mentioned there had been an increase from 72 to 140 deaths.

Dr. Gopparp. Aspirins and other salicylates.

Mr. Sarrerrrerp. How many of those were due to aspirin alone?

Dr. Goopbarp. I don’t have the breakout for this which is one of
the problems of not having detailed information. The national clear-
inghouse has not been able to provide us with the breakout of the cases,
the deaths due to adult aspirin, children’s aspirin, and other salicylates,

Mr. Sarrerrierp. In other words, we don’t really know whether
aspirin has caused any deaths?

Dr. Gobparp. Yes, we do. We have cases, a tabulation that we are
supplying for the record (see p. 278), of children 2 to 5 years of age
who ingested 120 or more grains of aspirin and in that series of cases
there are four deaths specifically from aspirin.

This is aspirin of all types.

Mr. Sarrerrierp. All kinds of aspirin ?

Dr. Gobparp. Yes.

Mr. SarrerFrerp. And out of how many ingestions?

Dr. Gobparp. This was a series of 22 cases.

Mr. Serixcer. Would the gentleman yield ?

Mr. SarrerFreELp. Yes.

Mr. Seringer. Would you indicate what other salicylates are in-
volved ?

I don’t know what a salicylate is. That is the reason I asked that
question.

Dr. Derra. That is salicylic acid, and salicylates are the entire
group that are used for pain or reduction of temperature. These are
not drugs to cure a disease but to palliate a symptom such as fever or
pain.

Mr. Seringer. What else besides aspirin ?

Dr. Derra. Salicylic acid is used externally like for athlete’s foot
and methylsalicylate is used externally, but both of these compounds
when ingested accidentally by children are much more poisonous than
aspirin, itself.

Mr. Goopricu. Oil of wintergreen is an old rubbing compound.

Dr. Deura. Methylsalicylate is oil of wintergreen. Salicylic acid is
used externally for athlete’s foot and the third is acetyl salicylic acid
or aspirin.

Mr. Serinaer. Thank you.

Mr. Jarsan. Mr. Mackay?

Mr. Mackay. Thank you, Mr. Chairman.

Doctor Goddard, as you know, there was discussion after yvou left
about the adequacy of the statistical data that had been furnished
the committee.

I would be interested to know whether you feel that the data now
being collected is in a form as complete as it should be for the reason-
able interpretation of it.

Dr. Gopparp. We wonld like to have it in a form that would specify
how many deaths are due to adult aspirin, children’s aspirin and other
salicylates but it isnot available in this form.
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Mr. Macgay. Could you tell us a little bit about the national clear-
inghouse for poison control centers, whether this is voluntary or re-
quired by law ¢

Dr. Gooparp. This is a voluntary activity. It wasestablished when
[ was chief of the accident prevention program in 1957, I believe. Its
purpose was to coordinate poison control activities, and assist the local
poison control centers by dissemination of information, to receive
reports from local poison control centers located in all parts of the
Nation, and to provide national statistics to highlight serious problems.

It has served those purposes. Its participation in these activities
is voluntary but most. of the local poison control centers do provide
reports to the national clearinghouse and they do disseminate a bulle-
tin to all hospitals where there are poison control centers and other
groups who are interested.

Mr. Mackay. Do you feel it would be possible to strengthen or im-
prove that data ¢

Dr. Gobparp. Certainly, when there is this deficiency I feel that it
not only would be possible but desirable.

Mr. MackAy. The specific language in your testimony that some of
the other witnesses took exception to was your statement that in 1964
there were 3,058 reported cases of accidental poisoning for children
under 5 by cosmetics and it was pointed out that table 2 of the report
discloses that there were 3,058 accidental ingestions among children
but does not indicate a poisoning resulting from any such ingestion.

Dr. Gobparo. Mr. Mackay, I think that is hair splitting and T will
classify it as such.

If you have a 3-year-old child who drinks a bottle of cologne or

ingests a cosmetie, I don’t know whether you are going to quibble
over whether it is a poisoning or ingestion, but you are going to get
that child to a doctor. He is handicapped by the fact that there is
no list of ingredients or instructions for first aid. I don’t think the
relevant issue is whether these are ingestions or poisonings.

Practically, it is that the 3,000 patients, maybe more because these
were the rei)orted instances, were confronted with the problem.

)

I would be glad to make those people feel better and change my
statement to say ingestions.

Mr. Macgay. Aslaymen, we were trying to understand the meaning
of the word “poisoning.” 1In the laymen’s mind this suggests a serious
sitnation.

Dr. Gopvarp. These are all potentially serious because we are up
against not knowing what the ingredients are. This is one of the
hardest things that the physician must make a decision on when con-
fronted with the actual case in the emergency room.

Mr. Mackay. If we could get language that would bridge the gap
between the professional and layman, it would help us as legislators.

With regard to the issnes that you discuss here as to whether the
maximum number of children’s aspirin in the container should be
fixed by law or left to the regulation by the secretary, do you think
that a group of scientists can agree on this figure ?

Dr. Gopparp. Ithink that there can be agreement, yes.

T believe there is general agreement among scientists that the 1
grain per pound is considered to be a dose that one must be concerned
about.
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Mr. Mackay. If this happens to be in an area in which there really
can be agreement, doesn’t the fact that it is stated in the law relax the
industry somewhat from having to constantly worry about whether
what they are doing is going to be changed ?

Dr. Gopparp. It may relax them somewhat, but T don’t really believe
that is the scientific way to approach a pmhlem of this type because
we have to take into account actual experience and actual experience
even after such limitation may indicate that a further 5-grain decrease
in the total dosage would achieve greater gain. I think it is that that
coneerns us, havi ing to come back here to justify a technical medical
issue when there is need for a change that could be agreed upon by the
scientifie community.

Mr. Mackay. I missed the last hearing and have not studied the
testimony but the industry witnesses prior to the last hearing said it
ought to be defined by law but when I would ask them at what point
it ought to be defined, there was no testimony.

I don’t know whether they really have any agreement as to what
number should be fixed by law. T would like to ‘ask if the staff, or if
Mr. Goodrich knows, whether they have come up with a figure.

Dr. Gooparp, We mentioned it in our testimony today.

Mr. Mackay. I mean the industry.

Dr. Gopparp. Three levels have been suggested in hearings before
this committee—25, 35, and 40 is my recollection—as to the number of
114 -grain tablets.

Mr. Goooricii. Those are the figures we have mentioned on page 6.

Mr. Mackay. Does it appear to you that aspirin is in a category by
itself because of the large volume that is consumed ?

Dr. Gopparp. In what respect, Mr. Mackay ?

Mr. Mackay. I mean that T would agree with you generally that
you have to delegate power to scientific groups to h andle 1 many matters
but there are no differences in what we call aspirin, are there?

Dr. Gopparp. On the fine points one conld say yes, but generally,
no. That doesn’t make sense, but it relates to the w ay the tablet is
compressed, the dosage forms, and all the other technicalities.

Are vou saying: Do T think this is a speeial problem?

Mr. Mackay. Yes, can you justify the rule of law here rather than
the rule of regulation becanse of the nature of aspirin and the extent
that it is used in our society ?

Dr. Gopparp. Well, my personal feeling is that to fix dosages, the
total number nf (ft.lmf:, In this matter is sort of fixing it in eoncrete
and not recognizing the kinds of changes that may oceur.

We may see changes in packaging that would then make it easier to
handle the problem.

Mr. Mackay. I really was asking you that to hear your rebuttal to
what the industr y has been testifying.

Dr. Gobparp. T would prefer to see it done by the method of regu-
lation after consultation with the scientists involved, the American
Academy of Pediatrics, their study group on this matter and the mem-
bers of the affected industry.

Mr. Seriveer. Would the gentleman yield ?

Mr. MACKAY. Yes, sir.

Mr. SeriNger. What is your preliminary recommendation as to the
number?
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Dr. Gopparp, We said in our statement, sir, somewhere between 20
and 25 total tablets, 114-grain, seemed reasonable but we wouid want
to consult with the Academy of Pediatrics.

Mr. SeriNGer. But that is your range?

Dr. Gobparp. Yes.

Mr. SprinGer. 1 thank the gentleman.

Mr. Mackay. My brother-in-law is with Richardson-Merrell, Inc.,
as a biochemist. I wish he were here to cross-examine you. He wrote
me that he thought that the method used in 1955 which is described in
a news release from the Food and Drug Administration in Drug
Trade News, February 28, 1955, was a sensible way to thrash out this
business of the number of aspirin in a bottle. He expressed hope that
this could be done again. There has been criticism of the Department
for asking Congress for this authority without any new discussions of
this kind.

This has already been mentioned by the chairman. You seem to me
to be saying that the trouble with this is that 5 percent of the trade
is not acting in good faith with the rest of the industry.

Dr. Gooparp. Assuming those figures are correct, one would say
then all right, the firms involved, the major producers could come
back in and we could discuss this with them and they would agree
after some debate to set the total limit at 20 to 25.

This means then that the purchasers in the marketplace who buy the
trade name brands have that protection and those who don’t buy the
trade name brands do not.

I am hard put to find out what the real objection of the industry is
in this instance, Mr. Mackay. If this is something that contributes
to child safety, granting that it is not the total solution to the problem,
and if it does get at the 5 percent who violated the good spirit of the
industry in the past on the 50-tablet limitation, then I am hard put
to understand why they are unwilling to work toward a solution where
we would consult with them and use the opinion of scientists who are
chiefly concerned with this, the pediatricians.

Just what is it they fear {

Mr. Mackay. I might say in the letter I have here from Dr. Lee
there is no shrill objection to what you are trying to do.

He said the 1955 meeting was good and thought it ought to be done
again. Under the procedures of this bill it would be done again,
wouldn’t 1t

Dr. Gooparp. In effect, I believe it would.

Mr. Mackay. With reference to safety closures, we had some very
interesting exhibits of the effort of the industry which seemed to me
to be very energetic to solve this problem.

Dr. Gobparp. Yes.

Mr. Mackay. As a practical matter, I wonder what your Depart-
ment would do regarding safety closures. Would you approve safety
closures for particular medicines or would you say, “These 20" and
there are this many types it seems to me—“are approved”?

Dr. Gopparp. The thought behind the safety closure requirement
would be that when there was a determination that a significant prob-
lem existed with a category of medication as to accident poisoning;
and that the safety closure would assist in reducing the number of
ingestions and thus the possible serious outcomes, that it would be
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recommended and then required after notice in the Federal Register
which affords the opportunity for comment. ;

Mr. Mackay. Does this allow real latitude for competition ?

Dr. Gopparp. Yes.

Mr. Mackay. It doesn’t really curtail the search for better safety
closures, does it.?

Dr. Gobparp. Not at all.

Mr. Macgay. With reference to the commission idea which appeals
to me, the National Commission on Hazardous Household Produets,
I received an interesting wire from the appliance industry saying
they didn’t like that “hazardous household produects” name, they
wanted it to be called the National Commission on Household Prod-
ucts Safety.

As T understood your position paper, the Department says it. could
do a better job or rather that you would prefer Department study
rather than a commission.

Dr. Gobparp, We thick it would be more expeditious if either the
Department working with other agencies of Government studied the
matter or a study group was set up through Executive order. _

We would have no objection to a commission on either household
safety or on hazardous household substances. {

Mr. Mackay. This is something that the Senate evidently thinks
is a good idea. We are hunting for common ground. Your statement
that you don’t object to the eommission is important.

Would it be a duplication of effort ? fit

Dr. Govparp. To my knowledge there is no such activity nnderway
at that level. i ) TN T

The accident prevention program of the Public Health Service 1s
attempting to gather the kinds of data that would illustrate hazards
in and around the home but that would not in itself preclude or suggest
that this would not be of value. s y

Mr. Mackay. Finally, as I understand your testimony, you believe
that FI.R. 13886 ought to be passed as it now stands before this eom-
mittee?

Dr. Gopparp. Yes, sir. i

Mr. MacgAY. Do you find anything in S. 3298 that you do not feel
should be enacted into law other than your comments on the com-
mission ?

Dr. Gooparp. No. )

Mr. Mackay. Ihaveno further questions, Mr. Chairman.

Mr. Jarman. Are there any further questions from the committee?

Dr. Gopparp. The amendments made by the Senate, Mr. Chairman,
would be perfectly acceptable tous in this bill as well.

Mr. Jarmaw. 1 understand. g ; ;

Thank you, Dr. Goddard, you and your associates, for being with us
to help conclude the hearings on these bills.

Dr. Gooparp. We thank you, Mr. Chairman.

Mr. Jaryax. The subcommittee stands adjourned.

(The following letters were subsequently submitted by the Depart-
‘ment of Health, Education, and Welfare:)
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DEPARTMENT oF HEALTH, EpUCATION, AND WELFARE,
Foon AND DRUG ADMINISTRATION,
Washington, D.C. September 27, 1966.
Hon. JoHN JARMAN,
Chairman, Subcommittee on Public Health and Welfare Committee on Interstate
and Foreign Commerce, House of Representatives, Washington, D.C.

DEAR MR. JArMAN: As you know, several questions have been raised during
the conrse of the hearings on H.R. 13886, the Child Safety Aet, regarding the
extent of illness and death as a result of the ingestion of childrens’ aspirin.

As we pointed out in our testimony, it is clear from available data that
children's aspirin was by far the most frequently implicated in cases of accidental
ingestion of aspirin—the overwhelming majority of which required medical
attention.

For your further consideration, we are enclosing some supplemental informa-
tion which we have just received from the Division of Vital Statistics, Public
Health Service. The listing gives the cause of death entries on the death certifi-
cates of the 125 children under 5 years of age whose deaths were attributed to
accidental poisoning by aspirin and other salicylates in the U.S. during 1964
(See attachment A.)

Unfortunately, with only a few exceptions, the physician or medical examiner
certifying cause of death did not specify whether or not children’s aspirin was
involved. Thus the new data do not improve our ability to determine the pro-
portion of deaths caused by childrens’ aspirin. The data do indicate, however,
that some children did die in 1964 as a result of the accidental ingestion of
chilrens' aspirin.

We continue to believe that the number of reported instances and the danger
inherent in this situation warrant Congressional action to protect children from
these risks by limiting the availability of children’s aspirin in retail packages
which now contain enough aspirin to Kill or cause serious illness to a child of
tender age.

Sincerely yours,
Jasmes L. Gopparp, M.D.,
Commissioner of Food and Drugs.

ATTACHMENT A
EXACT ENTRY ON DEATH CERTIFICATE

1. Child took approx 40 aspirin.
2 @Given salicylate over period of approx 16 hrs to reduce temperature due to
upper resp. infection.
4. Child got into aspirin bottle, ate unknown quantity.
. Child ace. took unknown gquantity aspirin.
Salicylate intoxication.
. Got hold of aspirin.
Overdose of aspirin—cold treatment.
Salicylism—adm. for upper resp. infection.
, Overdose aspirin.
Aspirin intoxication.
Child ingested many aspirin.
2, Child took aspirin,
Aspirin—self ingested. Overdosage.
. Therapeutic Overdose—aspirin.
Ace, ingestion aspirin.
Ingestion of oil of wintergreen.
. Overdose salicylate.
Salicylate—given by mother.
Salieylate—child took in error,
Aspirin intox,
Salievlate—ingestion of overdose.
Ingest 200 gr. salicylate.
Child took aspirin.
Child took bottle of baby aspirin.
Salicylate intox.
Therapeutic adm, of aspirin 3-5 gr. asp in 12 hrs,
Salicylate poisoning.
Excessive aspirin given for treatment.
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20,
30,
31,
32,
33.
34.
35.
a6.
a7.
38,
39,
40,
41,
43.
44,
45,
44,
47.
48,
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Child took unknown quantity.

Given aspirin for home treatment.

Ate aspirin by mistake.

Ingestion of oil of wintergreen.

Aspirin given for fever and infection,
Salicylate poisoning,

Salieylate intoxieation—accidental overdose.
Ingestion 3040 aspirin.

Overdose aspirin—unknown quantity.,
Acetylsalieylic acid intoxication.

Salicylate poisoning.

Salyeilate acid poisoning.

Salycilate intoxication—swallowed linament,
Upper respiratory infection nnd salicylism.
Salicylate poisoning—given by mother as prescribed.
Salicylate poisoning.

Mother accidentally gave too many aspirin.
Mother gave too many aspirin for fever.

Ate bottle of baby aspirin.

Ingestion of oil of wintergreen.

Salieylate poisoning—ingested plaster.,

. Ingestion of aspirin.

Aspirin intoxication.

2. Apparently ate large amount aspirin.
. Accidental ingestion aspirin.
4. Salicylism,

Ingestion of aspirin,

. Child erawled in ehair and swallowed 150 grains asp.

Ingested unknown amount aspirin.

. Salicylate intoxication,
. Intoxication ¢ aspirin— (Liqui'-prin).
. Salieylate poisoning.
. Ingested aspirin.
2. Accidental ingestion—80 grains sodium salicylate,
- Salicylate overdose—being treated for elevated temp.
. Swallowed 20/40 grains aspirin.

Acute salieylate poisoning,

. Aspirin intoxication.

Salicylate poisoning—played ¢ bottle of pills.

i, Salieylate poisoning.

. Child ate aspirin.

. Salieylate poisoning,

. Alleged to have ingested methyl salicylate.
72. Acute methyl salicylate (oil of wintergreen),

Ingested large number 5 gr. aspirin.
Salicylism.

Intoxication methyl salicylate.
Salieylism.

. Salieylate poisoning,

Took overdose aspirin.

. Salieylate poisoning—overdose.
0. Drank—O0il of Wintergreen.
1. Swallowed unknown amt. aspirin.
32. Aspirin poisoning.

Accidental overdose of salicylate.

iiven too much aspirin.

Ingested aspirin tablets (salicylate poisoning).
Ingested 12-16 5 grain ASA aspirin tablets.
Acute salicylism.
Ingested aspirin tablets.
Overdose of aspirin tablets,

. Salicylate poisoning.

Ingested infant aspirin.

2. Ingested methyl salieylate.

Salicylate intoxication.
Salicylate intoxication.
Salicylate poisoning.




CHILD SAFETY ACT AND PERSONNEL TRAINING 299

96. Salicylate poisoning.
97. Salicylate intoxication.
98. Ingestion of aspirin.
99. (Overdose of aspirin) Mother giving infant one baby aspirin every 2 hrs,
for 5 days.
100. Aspirin poisoning.
101. Salicylate poisoning.
102. Salicylate intoxication.
103. Overdose of aspirin (intoxication).
104, Aspirin ingestion,
105, Salieylism.
106, Salicylate poisoning—ate 50 5 grain aspirin.
107. Salicylate intoxication.
108, Salicylic acid poisoning.
109. Aspirin (swallowed 12 to 15 aspirin tablets).
110. Aspirin intoxication.
111. Salicylism.
112, Swallowed undetermined number of aspirin.
113. Aspirin poisoning.
114. Aspirin intoxication.
115. Ingestion of aspirin (poisoning).
116. Salicylate intoxication.
117. Overdose of salicylate by mother and grandmother.
118, Aspirin poisoning,
. Salieylate poisoning.
, Salieylism (execessive aspirin ingestion).
Acetylsalieylic acid poisoning (ingested large quantity of aspirin).
. Salicylism.
. Ingested Sod. salicylate tablets (poisoning)
. Aspirin poisoning (ingestion of unknown quantity).
5. Salicylate intoxication.

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
Washington, D.C., August 29, 1966.
Hon. HARLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. CHAIRMAN @ Enclosed for your information is a copy of our letter
(attachment A) of this date to the Chairman of the Senate Commerce Com-
mittee on the status of fireworks under 8. 3298 (the proposed Child Protection
Act of 1966), which is a companion measure to title I1 of H.R. 13886 (Child
Safety Act of 1966).

We should appreciate it if, in considering title II of H.R. 13886, your Com-
mittee would take account of the suggestions in the enclosed letter,

Sincerely,
Raver K. HuITT,
Assistant Secretary.
ATTACHMENT A

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
Washington, D.C., August 29, 1966.
Hon. WARREN G. MAGNUSON,
Chairman, Committee on Commerce,
U.N. Senate, Washington, D.C.

Dear Mr. CHAIRMAN: At the suggestion of Mr. Pertschuk, Counsel to the
Consumer Subcommittee, we are writing to you with respect to certain questions
that have been raised as to the status of fireworks under § 3 of 8, 3298, the pro-
posed “Child Protection Aet.” (Fireworks, when intended, or packaged in form
suitable for, use in the household or by children, would be within the coverage

of the basic Act.)
1. COMMON FIREWORKS

Section 3 of the bill would amend the Federal Hazardous Labeling Act—
which is to be renamed as the “Federal Hazardous Substances Act”"—by exclud-
ing from interstate commerce any “banned hazardous substance”, a term defined
by two clauses in the bill. Clause (A) includes in the term “banned hazardous
substance” “any toy, or other article intended for use by children, which is or

68-985—66——20
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bears a hazardous substance, or which contains a hazardous substance in such
manner as to be susceptible of access by a child to whom such toy or other
article is entrusted * * * Provided, That the Secretary shall by regulation
exempt from clause (A) of this paragraph articles, such as chemical sets, which
by reason of their functional purpose require the inclusion of the hazardous
substance involved and which are intended for use by children who have attained
sufficient maturity to read and heed the directions and warnings in the labeling
of such article.”

Representatives of the American Pyrotechnical Association have expressed
concern lest these provisions would result in the ban, from interstate and for-
eign commerce, of all or some of the go-called “common fireworks'” defined and
listed in § 73.100(r) (49 CFR 73.100(r)) of the current regulations (under the
heading “Class C Explosives; Definitions”) jssued by the Interstate Commerce
Commission under the Transportation of Explosives Act (18 U.S.C. 834). A copy
(exhibit A) of that list is enclosed herewith for your convenience.

As indicated by the Commissioner of Food and Drugs in the course of his
testimony on S. 3298, the question whether such fireworks—which do not include
items, such as “crackerballs,” that are likely to be confused with candy or other
food—can be adequately labeled for the protection of purchasers and users so as
not to make necessary a Federal ban thereon when they are so labeled, has been
reviewed by the Food and Drug Administration's technical experts concerned
with this matter. On the basis of their advice and of present knowledge, we
have, as also indicated in the Commissioner’s testimony, concluded that we would
have no objection to the continued sale of such fireworks with adequate labeling.
(This is subject to a qualification with respect to the last item in § 73.100(r) of
the ICC regulations, i.e., “Novelties consisting of two or more devices enumerated
[in paragraph (r)] when approved by the [ICC's] Bureau of Explosives,” We
cannot, of course, foretell whether new novelties in this category devised in the
future could be adequately labeled for the protection of the ultimate purchaser
or user: 1CC approval, which would be for the purpose of assuring safety in
interstate transport, would, of course, not be conclusive on this point.)

Two things should be clearly understood. In the first place, we believe that
States and localities shonld continue to be left free, so far as Federal law is
concerned, to ban or restrict the sale of any such common firework even though
Federal law and regulations be observed. There is a wide va riance among the
States in this connection, ranging all the way from complete prohibition to little,
if any, restriction. Secondly, we would feel constrained to object, as unsound
and inconsistent with the principles of the basic Act, to any amendment that
would freeze into the Federal Act, by actual listing or by reference to the ICC
list, an exemption of a particular list of fireworks, such as those in Class C, and
thereby foreclose regulatory action that further knowledge or experience may
require.

We have also reviewed the above-quoted clause (A), and proviso thereto, of
the definition of “banned hazardouns substance” to determine whether it needs
amendment so as not to require us to ban Class C fireworks when we determine
them to be adequately labeled for the protection of purchasers and users. While
we believe that the clause and proviso, when read together, need not result in
such a ban, we believe that amplification and eclarifiention of the proviso would
be desirable in this respect (coupled, incidentally, with some clarification with
respect to children’s articles other than fireworks). We therefore recommend
that the proviso (page 6, lines 5-11, of 9. 3298) be revised to read as follows :

“Provided, that the Secretary, [shalll by regulation, (i) shall exempt from
clause (A) of this paragraph articles, such as chemical sets, which by reason
of their functional purpose require the inclusion of the hazardous substance
involved , and which bear labeling giving adequate directons and warnings for
safe use and are intended for use by children who have attained sufficient matu-
rity , and may reasonably be expected, to read and heed [the] such directions and
warnings [in the labeling of such article] , and (ii) shall exempt from clause
(A), and provide for the labeling of, common fireworks (including toy paper
caps) to the extent that he determines that such articles can be adequately
labeled for the protection of purchasers and users thereof.” (Deleted matter
is shown in brackets ; new matter is italicized.)
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9, AGRICULTURE AND WILDLIFE FIREWORKS

A witness appearing on 8. 3298 has suggested that § 3 be amended by adding
a subsection to exempt “from the requirements established by or pursuant to this
Act fireworks used for agriculture erop protection and depredation control.”
(The reference to “this Act” could be read to refer to the basic HSL Act and
thus exempt such fireworks even from the regular cautionary labeling require-
ments that apply.) As explained by the witness, fireworks are used to prevent
or reduce animal and bird depredation of agricultural erops.

We are opposed to this amendment. Such fireworks are not intended for use
by children and hence are not within the scope of the above-quoted clause (A)
of the definition of “banned hazardous substance”. Nor are we aware of any
facts—and surely the proponent of the exempting amendment does not suggest
that there are facts—that show that such fireworks satisfy the requirements of
clause (B) of that definition, which would be applicable only to hazardous
substances that are so dangerous that nothing less than a complete ban, rather
than appropriate cautionary labeling, could adequately serve the objectives of
the basic Act. This is a severe limitation and, as explained by the Commissioner
of Food and Drugs in his testimony, is coupled with procedural safeguards,
including judicial reyiew.

Sincerely,
Ravrn K. Hurrr,
Assistant Secretary.
ExHIBIT A

78.100 (r) OF INTERSTATE COMMERCE COMMISSION REGULATIONS

(r) Common fireworks are fireworks devices suitable for use by the public
and designed primarily to produce visible effect by combustion. Some small
devices designed to produce audible effects are also included in this class, The
types, sizes and amount of pyrotechnic contents of these devices are limited
as enumerated in this paragraph. No component, of any device listed in this
paragraph, which produces or is intended to produce an audible effect shall con-
tain pyrotechnie composition in excess of 2 grains in weight; nor shall such

deviee or component, upon functioning, project or disperse any metal, glass or
brittle plastic fragments. (Propelling or expelling charges consisting of a mix-
ture of sulfur, charcoal, and saltpeter are not considered as designed to produce
audible effects.) Any new device, not enumerated in this paragraph, must be
approved by the Bureau of Explosives before being offered for transportation
as Common Fireworks. Common fireworks must be in a finished state exclusive
of mere ornamentation as supplied to the retail trade and must be so constructed
and packed that loose pyrotechnie composition will not be present in packages
in transportation. Fireworks, except articles defined in paragraphs (s) through
(y) inelusive, of this section, other than common fireworks as defined in this
paragraph, and those forbidden for transportation in § 73.51, are classed as
Special Fireworks (see § 73.88(d)).

(1) Roman candles, not exceeding ten balls spaced uniformly in the tube, total
pyrotechnic composition not to exceed twenty grams each in weight. The in-
side tube diameter shall not exceed ¢ inch.

(2) Sky rockets with sticks, total pyrotechnic composition not to exceed
twenty grams each in weight. The inside tube diameter shall not exceed 14 inch.
The rocket sticks must be securely fastened to the tubes.

(3) Helicopter type rockets, total pyrotechnie composition not to exceed twenty
grams each in weight, The inside tube diameter shall not exceed % inch.

(4) Oylindrieal fountains, total pyrotehnic composition not to exceed seventy-
five grams each in weight. The incide tube diameter shall not exceed % inch.

(5) Cone fountains total pyrotechnic composition not to exceed fifty grams
each in weight.

(6) Wheels, total pyrotechnic composition not to exceed sixty grams for
each driver unit or two hundred and forty grams for each complete wheel
The inside tube diameter of driver units shall not exceed 14 inch.

(7) Illuminating torches and colored fire in any form, total pyrotechnic com-
position not to exceed one hundred grams each in weight.

(8) Dipped sticks, the pyrotechnic composition of which contains any chlo-
rate or perchlorate shall not exceed 5 grams. Sparklers, the composition of
which does not exceed 100 grams each and which contain no magnesium or




302 CHILD SAFETY ACT AND PERSONNEL TRAINING

magnesium and a chlorate or perchlorate, are not subject to the regulations in
Parts 71-78 and 197 of this chapter.

(9) Mines and shells of which the mortar is an integral part, total pyro-
technic composition not to exceed forty grams each in weight.

(10) Firecrackers and salutes with casings, the external dimensions of which
do not exceed one and one-half inches in length or one-quarter inch in diameter,
total pyrotechnic composition not to exceed two grains each in weight.

(11) Novelties consisting of two or more devices enumerated in this para-
graph when approved by the Bureau of Explosives.

(The following material was submitted for the record :)
STATEMENT OF THE CHEMICAL SPECIALTIES MANUFACTURERS ASSOCIATION, INc.

This statement, directed to title II of H.R. 13886, is submitted on behalf of
the Chemical Specialties Manufacturers Association, a non-profit trade associa-
ciation representing some five hundred and thirty member companies engaged
in the sale and distribution of chemical specialty products for household use.
This association does not oppose, but in fact supports title I1 of this bill, as it
supported the Federal Hazardous Substances Labeling Act when it was before
the Congress in 1959 and 1960. Many products sold by members of this asso-
ciation are subject to this law and the regulations issued pursuant to it, thus
our direct concern with title I1.

The Food and Drug Administration, having made a reasonable case for addi-
tional authority to enforce this law, should be delegated these powers, but of
course not without some reasonable limitation. Two amendments to this bill
are necessary, we believe, to clarify section 202(a) and to properly establish the
role of the Federal law and regulations in the total regulatory program.

Section 202(a) will define for the first time the term “banned hazardous sub-
stances.” The authority conferred by this section upon the Secretary is the
equivalent of an injunction issued by a court but without the preliminary safe-
guards of judicial consideration of the order. An injunction has always been
viewed as an extraordinary form of relief and not to be granted except under
most compelling conditions. The reference to toys or articles in clause A of
this section appears to be satisfactory. Extraordinary power may be required
to deal promptly with a hazard which may be presented by an article intended
for use by children which might result in injury or illness to the child when
used as a toy.

Clause B, however, confers the same extreme authority upon the Secretary
with respect to any hazardous substance where the Secretary finds that the
hazard involved in use is such that precautionary labeling wonld not be ade-
quate to prevent injury. The commitiee will certainly be most cautious before
conferring such unlimited authority upon the Secretary. While the adminis-
trative remedies provided in subsection 2 appear to be adequate, they may be
available only after the fact and the finding that the Secretary is required to
make Is susceptible of a multitnde of interpretations. For example, in the
case of careless or intentional misuse of a product resulting in an injury, the
Secretary might find that the existence of the injury justifies a finding that the
product is a “banned hazardous substance” because the cautionary labeling did
not prevent the injury. This result, of course, is not intended by the committee,
Cautionary labeling cannot prevent injury. The user must heed the instruc-
tions and cautions.

The concept embodied in this subsection appears to be intended to be limited
to the situation where a produet is so hazardous that it should not be sold
for household nse even when the cautions on the label are observed. With this,
the association has no quarrel. There may be a product which presents a hazard
so severe or insidious, even when used in accordance with the label, that action
may be justified.

The direct analogy to this situation appears in the Federal Insecticide, Fung-
jcide, and Rodenticide Act. That Act, approved by the Congress in 1947 and
amended several times since, requires a cautionary statement which is adequate
if compiled with to prevent injury or illness. The Secretary of Agriculture has
several times refused to register a product for household use on the basis that
the caution statement is not adequate to prevent injury even if complied with.
Examples are methyl parathion and thallinm sulfate. The experience of 19
vears with this Act has proven its effectiveness to deal with the situation eon-
templated by clause B of this section of the bill. Therefore, we recommend that
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section 202(a) be amended by adding in line 19 on page 10 after the word “label-
ing"” the words “on the container” and in line 19 on page 10, after the word
“not"” the words “if complied with.” With these amendments, this section will
be consistent with the provisions of the Federal Insecticide, Fungicide, and
Rodenticide Act and will more clearly state the conditions under which the
Secretary may assert the awesome power delegated to him by this section.

When the Federal Hazardous Substances Labeling Act was before the Con-
gress in 1959 and 1960, the need for a Federal Act was conceded to be solely
to establish uniform requirements for the labeling of consumer packages sold
throughout the United States, Under the heading “Purpose of the Legislation,”
the Senate Commerce Committee report states in part:

In recent years legislation has been enacted in several States—Colorado, Con-
necticut, Illinois, Indiana, Kansas, Ohio, Texas, and Vermont—regulating the
labeling of hazardous substances suitable or intended for household use, many
of which are shipped in interstate commerce, It is desirable that labeling of
these substances be regulated when shipped in interstate commerce and that
the standards and requirements of such labels be uniform. Thus, Federal legis-
lation on this subject is needed to require uniform labeling of hazardous sub-
stances for household use. * * * (Senate Report No. 1158, 86th Congress, 2d
Sesslon, p. 3.)

There is extremely little commerce involved in chemiecal products for house-
hold use solely on an intrastate basis. These containers all move in interstate
commerce, Approximately 25 States have versions of the Federal Act and many
States have special labeling laws dealing with different classes or eategories
of products., Although no State has yet insisted upon labeling entirely incon-
sistent with that required under the Federal Act, the posgibility of such action
is very real in the present state of the law,

As a result of the habit developed during prohibition of consuming methanol
antifreeze, many States adopted special laws requiring specific labeling on
this type of product. There are considerable inconsistencies in these require-
ments and today it is practically impossible to write a label for methanol anti-
freeze which wounld meet all State requirements. Companies must market
this produet knowing that it is not in full compliance with all State laws,

A hazard in a consumer product does not vary from State to State. The hazard
is the same in Maine as it is in Florida as it is in California. TLocal conditions
do not vary the type or degree of hazard. The great mobility of our popula-
tion demands consistent labeling if it is to be effective, If one anthority decides
that the hazard of flammability should be denoted by the word “flammable”
while another prefers “inflammable,” the injustice is to the consumer.

Only the Federal Government has the funds and the capability to do the re-
search and conduet the studies necessary to appraise the manufacturers' evalua-
tion of the hazards. Therefore, to earry out the original intent of the Congress—
to provide uniformity in the labeling of consumer products—and to assure a
manufacturer that he can market a product in compliance with Federal law with-
out running the risk of variation in some local ordinance, a preemption provision
should be added to the Federal Act. For this purpose, we suggest language taken
from 8. 985 (the Hart Bill), now pending before this committee, and 8. 30035,
approved on June 22 by the Senate Commerce Committee. This proposed pre-
emption sgection is attached as Amendment No, 2,

This association appreciates consideration of its views and assures the com-
mittee of its continued support for this law and amendments which will
strengthen and clarify the law, The two amendments submitted herewith, we
believe, will add strength and elarity to the statute and aid in its enforcement as
well as to assist the industry in complying with its requirements,

AMENDMENT NO. 1 TO H.R. 13886, SUBMITTED BY THE CHEMICAL SPECIALTIES
MANUFACTURERS ASBOCIATION, INC.

Sec. 202, (a) Section 2 of snch Aet (15 U.S.C. 1261) is further amended by
adding at the end thereof the following new paragraph :

(q) (1) The term “banned hazardous substance” means (A) any toy, or other
article intended for use by children, which is or bears a hazardous substance, or
which contains a hazardous substance in such manner as to be susceptible of
access by a child to whom such toy or other article is entrusted; or (B) any
hazardous substance intended or offered for household nse, or so packaged as to
be suitable for such use, which the Secretary by regulation classifies as a “banned
hazardous substance” on the basis of a finding that the hazard involved in the




304 CHILD SAFETY ACT AND PERSONNEL TRAINING

nse of such substance in households is such that cautionary labeling on the con-
tainer would not if complied with be an adequate safeguard against substantial
personal injury or substantial illness oceurring during or as a proximate result
of any customary or reasonably foreseeable handling or use of such substance;
Provided, That the Secretary shall by regulation exempt from clause (A) of this
paragraph articles, such as chemieal sets, which by reason of their functional
purpose require the inelusion of the hazardous substance involved and which are
intended for use by children who have attained sufficient maturity to read and
heed the directions and warnings in the labeling of such article.

AMENDMENT NO. 2 TO H.E. 13886, SUBMITTED BY THE CHEMICAL SPECIALTIES
MANUFACTURERS ASSOCIATION, INC.

SEc. 203. It is hereby expressly declared that it is the intent of the Congress to
supersede any and all laws of the States and political subdivisions thereof inso-
far as they may now or hereafter provide for the labeling of a container of any
hazardous substance covered by this Aect which differs from the requirements of
this Act or the regulations promulgated pursuant thereto. Any law, regulation,
or ordinance purporting to establish such a labeling requirement shall be null and
void.

——

STATEME oF THE NATIONAL ASSOCIATION OF BOAERDS OF PHARMACY

The National Association of Boards of Pharmacy urges the adoption of H.R.
18884, a proposed amendment to Sect jon 702 of the Federal Food, Drug and
Cosmetic Act (21 U.8.C. 372). The members of this organization (various state
Boards of Pharmacy located throughout the United States and its possessions),
are involved daily in the enforcement of state statutes concerned with pharmacy
practice and the pharmaceutical industry.

We are all familiar with the technological and scientific advances that have
been made in the field of pharmaceutical and medical seience. The expansion of
this industry, coupled with increased legislation, hoth federal and state, has
necessitated a continning education of those officials charged with the enforce-
ment of pharmacy #nd drug statutes and regulations. Thig continuing educa-
tion is, at least at the state and local level, in many instances often inadequate
and finanecially impractical for the assigned responsibility.

The complexity of proper investigation and enforcement by government offi-
cialg requires increased cooperation between state and federal aunthorities be-
canse of the multiplicity of laws and regulations at both the state and federal
level. Such cooperation is impossible unless state and loeal individuals respon-
sible for enforcement are familiar with both state and federal regnlations., The
state and the federal government, if isolated, cannot work effectively in the area
of enforcement.

In 1965, the Public Administration Service submitted a report to the Commis-
sioner of the Food and Drug Administration, Department of Health, Edueation
and Welfare. on state and local food and drug programs. This report stresses
the skills needed by the individuals responsible for the administration of food
and drug law programs. The report affirms the necessity of greater coopera-
tion hetween the states and the Food and Drug Administration and emphasizes
the need for qualified investigators at the stafe and local level. Some of the
recommendations set forth in this report concerning the area of enforcement
could, in the opinion of the National Association of Boards of Pharmaey, move
closer to reality through the mechanisms provided by passage of ILR. 1 S84,

The National Association of Boards of Pharmacy has always encouraged for-
ther cooperation between the Food and Drug Administration and state aunthori-
ties. The problem lies not in the fact that there is a refusal to cooperate between
these bodies, but in the fact that there could be greater cooperation and under-
standing of mutual problems and the delineation of duties in the enforcement
of both state and federal law.

This failure to cooperate is in many instances the result of a lack of knowl-
edge on the part of state and local investigators concerning both the federal
and state regulations. The failure of the State Boards of Pharmaey and other
state officials to provide for the continning education of inspectors has not re-
sulted by reason of their ignorance of the problems, nor their lack of desire to
meet and solve it. Studies made by our Association reveal that the annual budget
of most State Boards of Pharmacy is not sufficient enough to permit the estab-
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lishment of extensive training programs, even though most make an effort to
provide some type of training. Many Boards are required to meet their own
expenses only through fees obtained in licensing procedures. As a rule, this
leaves little or no funds available for training of personnel.

Many Boards employ pharmacists as inspectors. These inspectors, on the
whole, have little education or experience in the law or enforcement of drug
legislation. While there is definitely an advantage of having pharmacists as
inspection personnel, their education in the laws of drug legislation should be
enhanced. It is inecumbent upon them in many instances to *“train on the job"
which often leaves much to be desired.

HL.R. 13884 permits the Commissioner of FDA to assist states with the train-
ing of personnel in the drug field through the establishment of educational pro-
grams in appropriate existing institutions, thereby making possible a federal
state cooperative system for the overall enforcement of drug regulation. It will
also permit state authorities to assist the FDA in enforeing the Food, Drug and
Cosmetic Aect. These educational training facilities could be staffed by both
state and federal officials, thus providing the expanded and intensified training
activity necessary for inspection personnel. The information disseminated at
such training programs would permit the establishment of improved adminis-
trative practices at the state level even though the program may be designed to
primarily emphasize the enforcement of the Federal Act. Basic law enforcement
procedures are inherent in the enforcement of both state and federal acts.

Adequate training, coupled with a coordinated system of enforcement between
state and federal officials can result in greater protection of the public health.
Hopefully, such a coordinated training effort could bring about a greater uni-
formity of enforcement of drug statutes and regulations throughout the United
States, and result in a more efficient and economically controlled system of drug
administration,

We, of course, recognize that this amendment is broadly written in that it
provides the Secretary of H.E.W. with the authority to administer its provisions.
Sinee our Association has been eonsulted in the past on matters affecting Federal-
State Relations in the area of drug law enforcement, and since one of the definite
purposes of this amendment is for greater cooperation between states and the
DA, we feel confident that this same linison will continue to exist.

The NABT understands that there are areas of enforcement which must be re-
tained in the hands of the various states. It realizes, however, that effective drug
enforcement can come about only through coordinated effort of state and federal
government. Such eoordinated efforts require the training and financial aid
which ean be provided through HR 13884,

HR 13884 has been carefully reviewed by the Executive Committee, Committee
on Legislation and the Bureau of Law Enforcement of the National Association
of Boards of Pharmacy and it is their opinion that this legislation, if passed and
properly implemented, can result in improved and more effective enforcement
of regulations at all levels. It is the recommendation of the National Associa-
tion of Boards of Pharmacy that HR 13884 be favorably considered by the Con-
gress of the United States.

We would welcome any questions that the Committee might have concerning
this statement.

STATEMENT oF DR. IrviNG SUNSHINE, TECHNICAL DIRECTOR. ACADEMY OF MEDICINE
OF CLEVELAND Po18soN INFORMATION CENTER

My name is Irving Sunshine and I reside in Cleveland, Ohio. I am presently
Assistant Professor of Toxicology at Western Reserve University School of
Medicine and Technical Director of the Academy of Medicine of Cleveland Poison
Information Center,

Since receiving my Ph. D. degree in 1950 T have been actively engaged in all
phases of Toxicology. In the last nine years I have not only directed the local
Poison Information Center program but have been Chairman of the Education
Committee of the American Association of Poison Control Centers and am Presi-
t‘l\t-nl'-liit-tt of that organization and of the National Council for Poison Prevention

Teek.

Most of us who are concerned with the safety of children will endorse the gen-
eral principles of the Child Safety Act (H.R. 13886). Its specific amendments
to the Federal Food, Drug and Cosmetic Act are worthy of some discussion since
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chemical agents do make many children ill and in some instances cause their
death.

The first amendment purports to protect children and minimize the harm that
can come to them from the ingestion of baby aspirin. It is true that most children
ingest baby aspirin but the number of deaths due to baby aspirin is not known.
The best available data are those from the Bureau of Vital Statistics and those
from the National Clearinghouse for Poison Control Centers. The former merely
lists deaths due to “aspirin and salicylates” and gives no indication of the num-
ber of fatalities due to baby aspirin. 1 have tried to get detailed information on
fatalities due to salicylates but most of the other medico-legal agencies to which
1 wrote also were unable to indicate which type of salicylate was involved in the
deaths they investigated. From their available data no conclusion can be made
as to how many deaths were due to baby aspirin. It would be most desirable to
have detailed information on deaths due to “aspirin and salicylates” (as well as
all other poisonings) so that the proposed protective measures include all the
offending agents. Accidental ingestion of foreign substances is potentially harm-
ful—a poisoning—but this is not always so for many different reasons. Too fre-
quently those who quote the National Clearinghouse data equate accidental
ingestion with poisoning. Table 5 of the 1965 National Clearinghouse report illus-
trates this point that not all ingestions have harmful effects, i.e. are poisonings.
it gives the data on the days of hospitalization required for therapy following
an accidental ingestion. About half of the cases reported to the Clearinghouse
were treated and of these, 10%, 2,828, required one or more days of hospitaliza-
tion. This last group represents those that were poisoned ; the others were ex-
posed to a hazard, but were not poisoned for one reason or another, Our local
experience showed that approximately 90% of those who ingested salicylates had
no symptoms and no ill effects.

Limiting the number of aspirin for children in a given package does not pre-
clude the purchase of more than one package at a given time. Thus despite
the Act, a significant number of tablets could still be available to youngsters.
To stop a parent from purchasing more than one package at a time would require
that aspirin be reclassified as a drug that could be purchased only by a doetor’s
prescription. This is not practical nor would most physicians encourage this
practice, Neither will this limitation overcome the problem of therapeutic over-
dosage by the parent. This is also a factor in deaths due to salicylates but its
extent cannot readily be determined from the available data.

As in the past, the decision on the number of tablets in a container ought to
be made after consultation with representatives of interested parties—FDA,
physicians, poison prevention centers and industry. This practice was very suc-
cessful in 1955. The result of that consultation led to a voluntary limitation
on the size and number of tablets in a container which had a safety closure
and bore a warning label. The major manufacturers have adhered to that
agreement since that time,

The second amendment concerns safety closures. These theoretically can
deter a eurious child from gaining ready access to a harmful substance. At
this time existing closures are not optimal. It is difficult to find a practical and
perfectly safe closure for all toxic substances, in their varied forms. The pro-
posed Bill does not indicate who has the responsibility for developing this desired
safety closure nor does it indicate how or who will determine its effectiveness.
It wonld seem that a joint government-industry study designed to develop effec-
tive closures would be in order.

As to the labeling provisions, lay people are not equipped to treat vietims of
poisonings. A physician is required and the victim should be brought to medical
attention promptly. Seldom will a 15 minute delay in therapy be catastrophic
and medical advice is available to almost everyone within that time period.
Thus, all that is essential and all that should be required on a label is a general
warning statement and the advice to consult a physician. A common misconcep-
tion is that an antidote wonld be life saving and therefore reference to it should
be placed on the label. The number of true ani idotes is very small and they
should be used only by a physician or under his direction. The time wasted by
the average person looking for the materials in so-called “antidotes” is greater
than that required to get medical advice and is less valuable to the patient.

Since children also ingest adult medications, it would be desirable to properly
label all drugs dispensed to the public.
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[Telegram]
WasHINGTON, D.C., September 16, 1966.

Hon. JOHN JARMAN,

House Committee on Interstate and Foreign Commerce,
Housge Office Building,

Washington, D.C.:

Jxcept for a conflicting appointment, I would present this message in person
as a witness at your hearing on the Child Protection Act of 1966 to be held
on September 19, Az executive secretary of the Institute of Appliance Manufac-
turers, which for 35 years has represented many appliance producers before
congressional committees and government agencies, we offer our cooperation
with the objectives of title II of the Child Protection Act to assure continuing
safety in American homes. We urgently request your cooperation in changing
the name of the commission to be appointed in this respect to the National
Commission on Household Product Safety. This action would be in line with that
taken in the National Automotive Safety Act. Thank you for your favorable
consideration.

PAvLINE B, DUNCKEL,
Executive Secretary,
Institute of Appliance Manfacturers.

[Telegram]

NEw YorK, N.X., September 27, 1966.
Hon. JoHN JARMAN,
Rayburn House Office Building,
Washington, D.C.:

Your committee’s questioning during child safety bill hearings encourages our
belief that you are aware of this bill’s controversial and objectionable nature.
Bottle contents of children’s flavored aspirin can be limited with possible
benefit ; but imposing through this bill all-encompassing drug labeling authority
is unnecessary, impractical, and, frankly, unsound. What may appear to be a
simple provision for warning wording would, in effect, supersede all present drug
labeling requirements evolved through years of legislaton and voluntary effort.

Joux W. CULLIGAN,
President, Whitehall Laboratories.

AMERICAN MEDICAL ASSOCIATION,
Chicago, I, September 23, 1966.
Hon, JOEN JARMAN,
Chairman, Subcommittee on Public Health and Welfare, Committee on Interstate
and Foreign Commerce, Housge of Representatives, Washington, D.C.

DEAR CONGRESSMAN JARMAN: I am writing to you to express the views of the
American Medical Association on H.R. 13886 which relates to the packaging of
children’s aspirin.

As I am sure that you recognize, the American Medical Association as an
organization, and the practicing physician as an individual, are vitally con-
cerned with the preservation of life and health, and with the alleviation of pain,
disease and debilitation in persons of all ages, While accidental poisoning is a
tragic oceurrence among adults, it is doubly tragic when it strikes infants or
small children.

When Commisisoner of Food and Drugs, James L. Goddard, M.D., presented
his statement on H.R. 13886 before the Subcommittee on Public Health and
Welfare of the House Committee on Interstate and Foreign Commerce, he stated
that in 1965, 16,228 children under the age of 5 were reported poisoned from the
accidental ingestion of aspirin and other salicylates, and that some of these
children died. While there has not, to our knowledge, been a single reported
death from the ingestion of children’s aspirin, we are still in complete agree-
ment that these aceidental poisonings are a serious problem.

However, we believe that in spite of the desirable goals of this legislation, it is
unrealistic to hope that the mere act of limiting the number of children’s aspirin
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in a bottle, or the requiring of some undefined safety closure, will effectively
reduce the number of children poisoned each year.

The primary cause of the accidental poisoning of children must be traced to
parental ignorance, carelessness or indifference, It is an unfortunate fact of life
that such ignorance or negligence does not lend itself to convenient remedy
through the legislative processes of the Congress. This is a respousibility which
parents themselves must accept. It is a task which eannot he assumed solely
by either the Congress, the community, or the medical profession.

Perhaps the only realistic approach to the problem is a positive all-out joint co-
operative campaign by the Public Health Service, the medical profession, indus-
try, community and edueational leaders, so that parents and others may be aware
that all substances in the home which might be hazardous must be made inac-
cessible to children. In this way, we can make real and significant progress in
reducing the incidence of acecidental poisoning among children and individuals of
all ages.

Thank you for permitting us to submit our views on this legislation.

Sincerely,
F. J. L. BrasiNcaMme, M.D.,
Erecutive Viee President.

PHARMACEUTICAL MANUFACTURERS ASSOCIATION,
Washington, D.C., September 23, 1966,
Hon. JoHN JARMAN,
Chairman, Subcommittee on Public Health and Welfare,
House Committee on Interstate and Foreign Commerce, Washington, D.C.

DeAl Mi. CHAIRMAN ¢ Representatives of the Pharmaceutical Manufacturers
Association appeared before the Health Subcommittee of the Honse Interstate
and Foreign Commerce Committee on August 15 to present the Association’s
views on Title T of H.R. 13886, 80th Congress. A supplemental statement was
filed on September 16,

We have reviewed the transeript of the testimony delivered by the Commis-
sioner of Food and Drugs before the Committee on September 19 as well as the
statements and exhibits submitted by other parties. As a resnlt of this review,
we are even more firmly convineed that the Food and Drug Administration should
not be granted authority to set standards for safety elosures and to require use
of such elosures on all drug containers,

The Commissioner of Food and Drogs admitted in his statement that a satis-
factory closure has not yet been developed. An arbitrary choice of a elosure of
unproven effectiveness by the agency wonld discourage the many research proj-
ects enrrently in progress and wonld result in an unjnstified increase in the price
of drugs,

We are also completely opposed to the granting to the Food and Drog Admin-
istration of any additional ecauntionary labeling authority. Our supplemental
statement of September 16 sets forth the broad authority already enjoved by
FDA in this area. The Commissioner’s statement reflects the failure of the
agency to appreciate the significant differences between drug reactions and un-
toward effects of hazardous household substances and the impossibility of de-
vising proper drug warning and first-aid information appropriate to the laity.
Indeed. the Food and Drng Administration has historically taken the position
that one of the major reasons why a drug may be required fo be dispensed only
upon preseription is that adequate directions for lay use (let alone misuse) can-
not be written.

The Commissioner, in his statement of September 19, inadvertently pointed ont
that new labeling anthority regarding effectiveness, contraindications, and warn-
ing information is not needed. He cited two examples (Phenacetin, Dipyrone)
where drugs long considered safe required new warnings and stated that, nnder
existine antherity, poliey statements were issued. No indication was given that
the affected companies did not comply. Indeed, a company would have been
faced with court action if it did not obey the mandate. More importantly, Dr.
Goddard admitted the real goal sought by the added anthority when he stated,
«“)Moreover, most drugs that will require laheling changes of the type ecalled for
in Section 502(f), will also reqnire new drng clearance for the new labeling.
The Court of Appeals for the Tenth Circuit has held that labeling changes take
the produet out of its grandfather elanse protection and subject it to reclearance
from the standpoint of safety and effectiveness under its new labeling.”
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As pointed out in our supplemental memorandum of September 16, FDA is
geeking to impose clearance authority on products which Congress specifically
excluded from such requirements in the Kefauver-Harris Drug Amendments of
1962 without showing any need for such drastic action, and without affording
affected parties an opportunity for a hearing.

We strenuously oppose the enactment of legislation granting the Food and
Drug Administration additional authority over labeling and therefore request
that Section 4(b) of H.R. 13886 be deleted.

Sinecerely yours,
C. JosEpn STETLER, President.

THE AMERICAN PuBLIic HEALTH ASSOCIATION, INC,,
Washington, D.C., July 1, 1966.
Hon, JOHN JARMAN,
Chairman, Health and Welfare Subcommitice, House Commitlee on Interstate
and Foreign Commerce, Rayburn Office Building, Washington, D.C.

Dear M. CHAIRMAN: I am pleased to forward to you this expression of our
Association’s support of H.R. 13886, the Child Safety Act of 1966, introduced by
Congressman Harley Staggers. The American Public Health Association, by the
official action of its Governing Couneil in 1952, pointed out the serious proportions
of the problem of accidents occurring in the home and urged specific action to
curb them. Five years later we urged all States and Territories to adopt uni-
form laws on labelling hazardous chemiecals. It is our belief that enactment of
H.R. 13886 is the next logical step to afford a safer home environment for the
children of this nation.

Quite admittedly no amount of precautionary effort can eliminate aceidental
deaths and injuries. None the less it wonld be little short of eriminal not to make
every reasonable effort to reduce to the minimum all possibility of danger.
Safety campaigns including exhortations to keep dangerous materials out of the
reach of children simply will not insure 1009 cooperation. This doesn't mean
we should cease or even diminish educational programs—the APHA certainly
intends to continue its efforts. Nor does it mean that enactment of H.R. 13886
will produce a panacea. But it will be helpful. Limited numbers of flavored
children’s aspirin in a container, for example, will reduce possibility of tragedy.

Our efforts should be directed toward reducing the possibilities for accident.
It is the opinion of the APHA that enactment of H.R. 13886 will make a positive
contribution to this end. We therefore request favorable action by your
committee.

Sincerely yours,
Berwyx F. MaTTison, M.D,,
Executive Director.

THE ASSOCIATION oF Foop AND DRUG OFFICIALS OF THE T/NITED STATES,
Topeka, Kans., June 29, 1966.
Hon. HarLEy O. STAGGERS,
Chairman of the House Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Mg. CHAIRMAN : 1 have been instructed by the Executive Board of the Associa-
tion of Food and Drug Officials of the United States to file with you a statement
of the Association's support of H.R. 13884,

The Association of Food and Drug Officials of the United States has heen in
existence continnously since 1896, TIts 70th Annual Conference was held last week
in Kansas City. The Association’s membership is composed of the officials—state,
local and federal—charged with the enforcement of food and drug laws. Its cur-
rent membership represents 47 of the states. Tts purpose is to inform the publie
concerning the consumer protections of the laws, to advance scientific and admin-
istrative methods to improve food and drug law enforcement, and to foster co-
operation and uniformity in the enforcement of the laws.

The Association had for many years advoeated a nationwide study of state and
loeal food and drug programs to complement the two studies of the Federal Food
and Drug Administration by the two citizens’ committees. Such a study was done,
under a contract with FDA. by the Public Administration Service and reported in
February, 1965. A committee, composed mostly of state food and drug officers,
was appointed to consunlt with the Pnblic Administration Service. The Commit-
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tee on the Study of Food and Drug Programs met frequently with the staff of the
Public Administration Service during the course of the study and preparation of
the report. Section 2 of H.R. 13884 contains several provisions which would serve
to implement recommendations of the Public Administration Service's report.
The Association’s committee and its executive board were in unanimous approval
of the recommendations and support the adoption of the legislation to implement
them.

Section 2 of H.R. 138584 would amend Section 702 of the Federal Food, Drug and
Cosmetic Act by adding a subsection (f). This subsection would authorize the
Secretary of Health, Education and Welfare to turn some of the enforcement of
the federal act to state or local authorities. There are areas of enforcement of
the federal act in which state or local personnel have as great or greater com-
petence than federal personnel:

Frequently the state or local personnel are closer to the problems and people
involved and can work more efficiently and effectively than federal officers,

Additionally, state laws often contain authority to proceed in the correc-
tion of violative conditions much more directly than is possible under the
federal law. For example, state embargoes may stop the sale of violative
articles immediately. Insanitary establishments may be closed summarily
or by court orders which can be obtained in state courts within a few hours.

By the utilization of qualified state or local officers, having at their dis-
posal the provisions of both federal and state laws, more efficient and more
expeditious corrections of unsatisfactory conditions could be obtained.

By the farming out, so to speak, of some of the enforcement and adminis-
trative duties to state or local personnel, in areas where these have equal
or greater ability to produce the desired results, the Federal Food and Drug
Administration could obtain needed services at lower cost.

The portion of Section 2 which wounld become 702(£)(2) would simply give
furtherance to the assistance and advisory services the Food and Drug Adminis-
tration has offered the states in the past. It would permit the stationing of
scientific or technieal personnel in state or local agencies to guide new program
development and enforcement procedures. It would aid in the more uniform
interpretation and enforcement of corresponding provisions of the federal and
state laws,

The portion of Section 2 of H.R. 13884 which would become T02(f) (3) is aimed
at stepping up the training program which is presently being offered the states
by the Food and Drug Administration. A greatly accelerated program in this
area is vital. Better training of all food and drug law enforcement workers is
an absolute essential to the progressively greater needs in this field. Most
states do not have adequate facilities for proper training and generally they are
underfinanced to a degree that they cannot pay travel and subsistence during pe-
riods of training. This subsection, if enacted into law, could serve to give the
state and local authorities much greater ability to produce and thus reduce some
of the demands now placed on the Food and Drug Administration,

Section 3 of H.R. 13884 would allow the Food and Drug Administration to ob-
tain analvtieal work of a special nature, have special investi-ations and studies
made, and pay for the obtaining of special information in many cases where it is
more economical to go outside the agency than to tool up to do it internally.
While Section 3 is of less direct interest to state and local officials than Section 2,
it must be recognized that knowledge developed through any means by the
Food and Drug Administration becomes common knowledge in the whole field
where it may be equally applicable to state laws as to the federal law.

We regret that we had insufficient notice of the hearing on H.R. 13884 which
bezan on June 24 to have a representative of the Association present. If your
committee feels that any purpose would be served by our representation at any
future time, we will make the necessary arrangements for an appearance.

We respectfully request that this statement be included in the records of your
hearing.

Evax WricaT, Secretary-Treasurer.
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InpIANA STATE BoARD oF HEALTH,
Indianapolis, Ind., August 19, 1966.
Hon. LEe H, HAMILTON,
House of Representatives,
Washington, D.C.

Dear Mg, HAMILTON : We are writing to you in regard to H.R. 13886 introduced
by Representative Staggers, This bill is to be known as the “Child Safety Act
of 1965” and has considerable merit for its passage.

However, on June 24th the Chemical Specialties Manufacturing Association,
Ine., presented an amendment which reads as follows :

“Sec. 203, It is hereby expressly declared that it is the intent of the Congress
to supersede any and all laws of the States, and political subdivisions thereof,
insofar as they may now, or may hereafter provide for the labeling of a container
of any hazardous substance covered by this Act which differs from the require-
ments of this Act or the Regulations promulgated pursuant thereto. Any new,
regulation, or ordinance purporting to establish such a labeling requirement
shall be null and void.”

Indiana pioneered in this field of labeling hazardous household products and
you will note by a copy of our enclosed act, that Indiana’s law preceded the
Federal Hazardous Substances Labeling Act by two years.

In addition, the Indiana law requires the manufacturer, seller or distributor
to file formulation data on each product. In this way Indiana is able to evaluate
the hazards of a product with the manufacturer and also to serve as a poison
information center for Indiana hospitals and physicians. The federal law and
all other state laws require only labeling of a hazardous product.

Those manufacturers and their organizations that support the proposed
amendment claim that one state or one city may require special warning state-
ments on a label that, in effect, require the firm to label for the entire country.
This may be true on oceasion, but such rulings are not made without merit and
way be based on formulation data which are furnished as required by the Indiana
law. Often these rulings are later adopted by the various federal agencies.

Passaze of this amendment would nullify much of the protection now avail-
alle to Indiana citizens under the Indiana Hazardous Household I'roduet Act.
he evaluation of product formulations allows us to discuss potential hazards
of certain chemicals or combinations of chemieals with the manufacturer and
to come to an agreement as to proper labeling of his product. Since the federal
law and all other state laws do not require the submission of formulation of
potentinlly hazaridous products, those regulatory agencies do not have this ad-
vantage unless the manufacturer volunteers the information. Therefore, in
many enses, the labeling of a substance represents the appraisal of hazard by tho
mamifacturer alone and the formulation has not been evaluated by any official
afgency.

Under the provisions of the amendment, we could still require manufacturers
to submit formulations but if our evaluation would indicate labeling at variance
with laheling a~cepted by federal authorities who had not had the benefit of the
exnmination of the formula, we would be forced to aceept labeling which was, in
o opinion, contrary to the provisions of Indiana law. For this reason, we feel
that it is important the proposed amendment be deleted from the bill.

it is respectfully requested that you review this important matter and take
what action vou deem proper for the best good of the people in Indiana. We
would favor the passage of FLR. 13886 but not the amendment.

Sincerely,
A. C. Orrurr, MDD,
State Health Commissioner.
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COMMERCE AND INDUSTRY ASS0CIATION oOF NEW YORK, INc,
New York, N.Y., July 22, 1966.
Re H.R. 13886,
Hon., JOHX JARMAN,
Chairman, Public Health and Welfare Subcommittee,
House Committee on Interstate and Foreign Commerce,
House Office Building,
Washington, D.C.

DeAr Sir: This association, representing some 3,500 business firms located
primarily in the metropolitan New York area, is deeply disturbed by two aspects
of subject legislation.

Both aspects are related to what we conceive to be an unreasonable overexten-
sion of government regulation of legitimate business enterprise and a concept
of regulations which heads in an undesirable precedent-setting direetion.

While it is reasonable to require that printed matter describing the total con-
tents of a package not be deceptive, it is a totally different thing for the govern-
ment to specify the quantity of materials that may be contained in such a
package. If carried to a logieal conclusion, the provisions of this legislation
would require repackaging not only all home remedy products but also a wide
variety of food products which also are available to children in a housesold.
It takes no great imagination to foresee a limitation on the number of prunes
in a package, based on the excuse that a child, finding them tasty, might take
a larger than healthy quantity with devastating results.

However, if in its wisdom the I'nblic Health and Welfare Subcommittee deems
it vital that the number of children’s aspirin contained in a retail package be
limited in some way, then we most urgently snggest that such quantity be
specified in the law itself and not be left to administrative discretion which too
often is dependent upon the personal viewpoint of a given administrator. This
deficiency in the administrative process all too frequently in the past has led to
sudden changes in regulatory requirements, resulting in unnecessary problems
and great expense to the legitimate manufacturer in complying with changing
directives,

Even more basic is the proposed suggested change with respect to labeling.
Heretofore government has established standards and provided numerons sane-
tions which may be imposed on anyone who fails to meet his responsibility in liv-
ing up to those standards. It is now proposed that, in place of standards, govern-
ment will determine the manner and form of any statement carryving out those
standards in labeling any drug product, including home remedies, Failure to
conform in every respect to these agency regulations, even though the labeling
may be clear beyond a doubt to any who read it, subjects the seller to all the
penalties imposed in connection with misbranded merchandise.

We strongly urge amendment of this legislation to remove the objections above
indicated and, further, that these views be incorporated in the record of the hear-
ings yon are conducting with respect to H.R. 13886 and similar measures,

Sincerely,
Arxorp WITTE,
General Manager.,

COLLEGE OF PHYSICIANS AND SURGEONS oF CoLUMBIA UNIVERSITY,
INSTITUTE OF CANCER RESEARCTH,
New York, N.Y., September 20, 1968,
Hon, JoHN JARMAN,
Chairman, Subcommittee of Public Health and Welfare,
Housze Institute Foreign Commerce Committee,
Rayburn House Office Building,
Washington, D.C.

DEAR CONGRESSMAN JARMAN ; Recently I had the occasion to read a eopy of the
bill H.R. 13886, the so-ealled “Child Safety Act of 1966” introduced by Mr. Stag-
gers.  Although I, as a physician, fully support precautions which prevent the
abuse and misuse of drugs, one provision of the bill struck me as wholly imprae-
ticol. if not ontrizht hazardous, This section 5302(f) deals with the instructions
for first-aid treatment. After all, accidental ingestion of excessive amounts of
a drng requires gastric lavage and often also the injection of antidotes. These
procedures can only be done by properly trained personnel, preferably in the
emergency room of a hospital. Valuable time may be lost by instructing the con-
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sumer how to treat rather than how to obtain help. I would rather see the
label be worded : “In case of overdose or accidental ingestion by children con-
tact your physician, your pharmacist, or your loeal police force.”

Furthermore, drugs which are issued on prescriptions are usually not sold
in the original (manufacturer's) container, Since different drugs may require
different antidotes an additional administrative burden is placed on the phar-
macist and another potential source of errors is introduced in that the wrong
directions may be placed on the container.

Sincerely,
Henry O. HEINEMANN, M.D,,
Agssistant Professor of Medicine.

UnivErsITY oF UTan MEDICAL CENTER,
DEPARTMENT OF PEDIATRICS,
Salt Lake City, Utah, August 9, 1966.
Re H.R. 13886.
Mr. W. E. WILLIAMSON,
Clerk, House Committee on Interstate and Foreign Commerce, Rayburn House
Office Building, Washington, D.C,

Dear Mr. Wirtiamsox : I should have welcomed the opportunity to present
testimony regarding the bill specified above before the Subcommittee on Public
Health and Welfare, but my awareness of the impending hearings came too late
to allow this. OConsequently, I am submitting the following comments and
recommendations in hope that they will be considered in the deliberations of
the Subcommittee,

In addition fo the academic appointment specified below, I am Director of
the Poison Control Center of this institution, a member of the Household and
BEeonomic Chemicals Panel of the American Medical Association Registry on
Adverse Reactions and a consultant to the National Clearinghouse for Poison
Control Centers of the Public Health Service. 1 have researched and written
extensively on problems of poisoning in general and aspirin poisoning in par-
ticular.

Of great concern to me is the implication that children’s (114-grain) aspirin
tablets are the only or the most significant childhood poisoning threat. As a
result, efforts have been directed toward such preparations, but not toward the
adult (5 grain) aspirin tablets. Such as approach indicates a lack of cognizance
of the true facts. While flavored children’s preparations of aspirin are involved
most frequently in accidental encounters invloving children, it is the adult prep-
aration which causes the majority of serious cases of poisoning and of childhood
poisoning death. Apparently, the fact that the children’s preparation contains
one-fourth as much aspirin as the adult preparation, plus the fact that the
number of pills available per bottle is fewer, more than overcomes the problems
of greater availability in homes having young children and the enticement brought
about by the addition of flavoring. Dr. James Goddard’s inferences fto the
contrary are in error, as would elearly be indicated by perusal of the records of
Poison Control Centers or of those mortality statistics for which information
as to the type of aspirin invloved is provided.

The foregoing is not meant to de-emphasize the importance of children’s as-
pirin as a eause of childhood poisoning but rather to suggest that any attention
directed toward them should be directed also toward the adult preparations. Any
efforts which increase the cost of children's aspirin preparations is likely to
aggravate the problem of severe aspirin poisoning by leading to more extensive
use of adult preparations. Suggestions that the number of pills of children’s
aspirin allowable per bottle be limited (as reguested also in the MeGovern
Aspirin Amendment to a Senate bill) has merit only if this danger is removed.
Unfortunately, it would not be practical to similarly limit the number of pills
available in a single package of adult aspirin, for the reason that packages
would have to contain less than 5 or 6 tablets in order to be below the potentially
toxic dose for a small child. Safety closures have rather limited value, not only
because none has proven to be “child-proof”, but also because approximately
half of the eases of accidental aspirin poisoning involve bottles from which the
tops had previously been removed by the parents. What utility there may be in
safety elosures should, in any event, apply to the adult preparations as well.
A major disadvantage of legislative requirements for a safety closure is that
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specifications as to acceptability must be developed, and this is likely to stifle
progress and incentive in regard to improvements of design of safety closures.
A far more effective approach, in my opinion, would be to require “unit” pack-
aging of not only aspirin, but perhaps many other common offenders as well,
This invlioves the sealing of individual pills in foil or cellophane packets which
must be individually opened in order to obtain the pill. The prevention of
childhood poisoning comes about by virtue of the fact that the child is delayed
in his efforts to obtain the pills, usually far beyomd the duration of his attention
span, so that the likelihood that a toxic dose would be ingested is very small.

Whatever approach is selected, I put forth the plea that potentially equally
effective steps be taken in regard to adult aspirin. I personally do not believe
that the best answer at this point is necessarily in the form of legislation of
any type. If the pharmaceutical industry knew that the alternative was legis-
lation of one of the aforementioned types if they do not succeed in solving the
problem themselves, it seems to me that they would voluntarily make greater
efforts to market safe products than could ever reasonably be required by legis-
lation. Whatever steps are taken, let us not “throw out the baby with the
bath water” by creating more problems than we prevent or by enacting legis-
lation which stifles the initiative to continue to improve the safety of products
which are made available to the American home.

Another point of econcern in the proposed legislation has to do with the re-
quirement for inclusion of poisoning treatment instructions on the label. Medi-
cally speaking, such labeling is not only doomed to failure insofar as efficacy is
concerned, but is contrary to good medieal practice. One cannot safely gen-
eralize about the treatment of any condition, much less acute poisoning, Fur-
thermore, there are very few truly effective treatments for acute poisoning
(eontrary to popular belief), so that the best treatment depends upon the cir-
cumstances. Many factors must be taken into aceount in arriving at a satis-
factory decision regarding treatment, including age and condition of the patient,
the quantity of the material ingested, the length of time since ingestion, the
presence or absence of other toxins or medieal conditions, ete. The only advice
for the tretment of poisoning which would be reasonable to include in labeling
would be the instruction to call a physician or Poison Center. Anything else
is likely not only to be ineffective, but also to create a fulse sense of security
which might lead to delay in institution of more effeciive treatment. In the
ease of aspirin polsoning, for example, there is no effective treatment which
could be administered in the home. The only procedure which would have any
likelihood whatever of improving the situation would be to prevent absorption
by inducing vomiting. However, this may be ineffective if too much time has
clapsed since ingestion, or it may be exactly the wrong thing to do if the patient
happens to be cbtunded or in impending convulsions. Furthermore, the likeli-
lood that vomiting ean be induced in the howe is extremely small, and attewmpls
te do so may simply result in a delay of definitive medical eare, This particular
provision of the proposed legislation is extremely ill-ndvised.

I hope that the above comments will be considered by your Subeommittee in
{heir deliberations regarding the subject bill. I regret not having the opporti-
nity to elaborate further upon these and other points with resnect to the proposed
legislation, but trust that reason and careful consideration of all facets will
prevail.

Respectfully submitted.

Aray K. Doxg, M.D,,
Associate Professur of Pedialrics.

Uxiversity oF Uramr MEenicar CENTER,
DEPARTMEXT OF I’EDIATRICS,
Salt Lake City, Utah, September 8, 1966.
Re H.I. 13886,
Mr. W. E. WILLIAMSON,
Clerle, House Committece on Interstate and Forcigh Commerce,
Rayburn House Ofice Building,
Washington, D.C.

Dear Mi. WiLLiaMsox: This is an addendum to my letter of August 9 con-
cerning the deliberations of the Subcommitfee on Public Health and Welfare in
regard to H.R. 13886,

It has come to my attention that there is some uncertainty with regard to the
pumbers of children’s (1% grain) aspirin tablets which could safely be allowed
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per package if legislation is adopted which limits the packaging of such tablets.
There is a considerable backlog of information upon which we can base such
an estimate, both from extensive past experiences with the intentional induction
of mild aspirin poisoning in the treatment of rhenmatic fever patients and from
experiences with accidental and suicidal poisoning and experimental studies of
the effects of aspirin. It is reasonably safe to say that fatality is unlikely with
a single dose of less than about one grain per pound of body weight. The lethal
dose is probably considerably more, but this dose would be expected to be tol-
erated, albeit with symptoms of non-fatal poisoning, by people who do not have
predisposing problems. In relation to the average two-year-old child (the age
at whieh accidental poisoning is most common) this would be about 22 17%4-
grain tablets. Considering that the aforementioned figure incorporates soma
margin of safety, it is probably safe to say that 25 such tablets would be
reasonable,

It should be understood that no limitation will remove all possibility of a
fatal reaction. Hypersensitivity reactions may occur with a single tablet, and
the amount which would be tolerable may be reduced significantly in the pres-
ence of dehydration and other illness. Moreover, such restrictions will not pre-
vent the not uncommon oceurrence of an older child’s feeding dangerous quan-
tities of aspirin to a baby. Restricting the number of tablets available cannot
reasonably be expected to cireumvent any of these problems. Thus, I would
suggest the choice of a 25-tablet restriction as a reasonable compromise. A lower
number would obviously provide greater assurance of absolute safety, but would
probably reach the point of diminishing returns where one might expect Lo dis-
conrage the manufacture or purchase of these low-dosage preparations of
aspirin and, thereby, to encourage dissemination of the more dangerous adull
preparations,

The foregoing should not be construed as favoring the type of legislation de-
scribed. I continue to have the reservations stated earlier, but wished to offer
what help I could in making such measures reasonable if they are adopted.

Respectfully submitted.

Arax K. Dong, M.D,,
Associate Professor of Pediatrics,
Director of Poison Information and Thevapy Cender.

MANUFACTURING CHEMISTS' ASSOCIATION, INC.,
Washington, D.C., August 18, 1966.
Hon, HARLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce, House of Repre-
gentatives, Washington, D.C.

DeEAR MR. CHAIRMAN : This letter is being sent to you on behalf of the Manu-
facturing Chemists Association, a non-profit trade association including 189 U.S.
companies, large and small, which together account for more than 90 percent of
the country’s productive capacity for chemicals.

The Association has reviewed H.R. 13886, the “Child Safety Act of 19667, in-
troduced by you. We endorse the objectives of this bill, but recommend a modifi-
sation of clause (B) of the definition of the term “banned hazardous substance",
contained in Section 202(a), with respect to a substance intended or offered for
household use, or so packaged as to be snitable for such use.

As the clause now reads, the Secretary might find, for example, in the case of
careless or intentional misuse of a product resulting in an injury, that the mere
occurrence of the injury would justify classifying a produet as a “banned hazard-
ous substance’” because the “cautionary labeling” did not prevent the injury. We
do not believe this resuit is intended. The instructions on the container obviously
must be heeded, because the labeling by itself cannot prevent an injury. We
stongly recommend, therefore, insertion of the words “if complied with" following
“would not” in line 19, page 10 of the bill.

In addition, we urge the inclusion in the bill of a new section which would
provide uniformity in labeling requirements through Federal preemption of this
legislative area. Such a provision would eliminate the inconsistencies in label
requirements among the States. In some cases, it is practically impossible to
write a label which would meet the requirements of all of the States. With
regard to such a preemption provision, it is suggested that it be modeled after the
language of section 12 of 8. 985, the “Fair Packaging and Labeling Aet”, now
before your committee.

68-985—66——21
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We appreciate this oppertunity to express our views for your (_'(}!}Sil'll' ration,
and request that they be made a part of the printed record of the Committees
hearings.

Sincerely, i
G. H. DEckEr, President.

INsTITUTE OF MAKERS OF EXPLOSIVES,
New York, N.Y., August 31, 1966.
Hon. JouN JARMAN,
Chairman., House Commerce Subcommitiee on Public Health and Welfare, Ray-
burn House Office Building, Washington, D.C.

DEAR REPRESENTATIVE JARMAN : Our attention has been directed to 2 statement
of Melvin Block, an attorney in Brooklyn, New York, which was filed with your
subeommittee on Angust 29 in the course of hearings on the Child Sa foty Act
(H.R. 13886). For your information, the Institute of Makers of Jixplosives, an
industry trade association now representing thirteen companies, has been in ex-
istence over 50 years. One of IME's most important continuing activities has
been the education of the juvenile public so that children will recognize blasting
caps and realize they are not something to be played with. The Institute also
engages in an additional eampaign with nsers of blasting caps, nrging them to
keep blasting caps under strictest security and snrveillance to assure that they
do not get into the hands of inexperienced people.

Kach Institute member follows up on these campaigns. Despite Mr. Block’s
statements, the record shows that our safety education efforts have been success-
ful. For example, in 1958, 139 children under age 17 suffered injuries from unin-
formed play with blasting caps; in every year since there has been a substantial
reduction in such accidents. In 1965, the number of recorded blasting cap mis-
haps involving such children was down to 56. Through the first six months of
1966, the total reported is 8.

The Institute’s education program annunally reaches every elementary and sec-
ondary publie, private, and parochial school in the nation. An average of more
than 7500 schools have responded annually during the past five years to our
direct mail contact requesting supplies of our blasting cap safety posters for
classroom display and discussion.

We estimate that 72,000,000 students in nearly 120,000 schools are reached in
this manner. In addition, the Boy Scouts of America annually cooperate in onr
distribution of similar material. This particular effort places blasting eap safety
information in the hands of youth in that particular age bracket which tends
to experience a somewhat higher degree of “exposure” to lost, strayed, or stolen
blasting caps which youngsters might come across in their play near those loca-
tions where blasting work may be in progress.

Yon are probably familiar with our series of one minute publie service television
film spots in which such widely recognied and highly respected personalities as
Mickey Mantle, Chuck Connors with Flipper the Dolphin, Major “Gus” Grissom,
or Willie Mays inform TV viewers what blasting caps look like, how they're
intended to be used, and of the hazards they present when handled by inex-
perienced, uninstructed persons. IME regularly furnishes prints of these public
service filme fto nearly every licensed television station in the country. Our
records indicate frequent use by the majority of the stations of these Don't
Touch Blasting Caps ! warnings,

A 26 minute film, Blasting Cap—Danger!, produced especially for juvenile
aundiences, has been eirculated for over twenty years. Nearly 250 prints of its
eurrent version are distributed by 42 State Health Departments, 9 regional offices
of the U.8. Dept. of Health, Education and Welfare, 12 Bureau of Mines offices,
and 28 Army Ordnance Units (among a total of 155 outlets) for school and youth
group showings.

IME has the wholehearted cooperation of the U.S. Army Ordnance through
the Explosives Disposal Teams working in every Army Area. These teams are
in frequent contact with local law enforcement agencies and through such con-
tacts gain supplemental public distribution for our blasting cap safety education
materials.

Mr. Block, in his statement, eriticized the adequacy of the warning on the ecap
itself. Most blasting caps are less than 214 inches long, and approximtaely 4
inch in diameter. For safety reasons caps are made from non-sparking copper
or aluminum. A ferrous metal also would present serious problems of rust under
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conditions of storage or exposure to weather in field nse. Each blasting cap is

marked : “Explosive—Blasting Cap—Dangerous.”

Becanse of the cap's size, additional wording would, we believe, reduce the
offectiveness of the above warning. All of the wording suggested in Mr. Block’s
statement is copied from this Institute’s educational posters which have been
widely circulated throughont the nation for over two decades. The containers
in which caps are packed for shipment are labeled in accordance with regulations
issued by the Interstate Commerce Commission.

We also wish to point out that no blasting cap explodes by itself. To explore,
a blasting cap must be subjected to the relatively high heat of flame or severe
friction, to a shock of considerable magnitude such as a hammers' blow, or to
electrie enrrent.

The Instittue of Makers of Explosives and its members have always had
the greatest concern and active interest in the prevention of accidents arising
from the use of their products. We sincerely believe our efforts have been effec-
tive, although there may still be unfortunate mishaps stemming from a child’'s
uniformed play with these products. IME is continuing and will continue its
efforts to reduce the number of blasting cap accidents to zero.

If we can furnish additional information, please call on us. We would wel-
come the opportunity to ontline in greater detail the blasting cap safety eduea-
tion program conducted by this Institute.

Sincerely,
Haegry HAwmPTON, Secretary.

NeEw JeErsEY FIREworks MANUrAcTURING Co., INC.,
Elkton, Md.. August 11, 1966.
Hon. Joux JARMAN,
Chairman, Subcommittee on Public Health and Welfare,
Interstate and Foreign Commerce Committee,
House of Representatives, Washington, D.C.

DeArr MR, CrAIRMAN: This is with reference TLR. 13886G. which deals with
articles considered to be hazardous, and which is now before your subcom-
mittee,

As manufacturer of a complete line of commercial fireworks, covering over
100 items. we are concerned that this legislation conceivably could ban all types
of fireworks.

Approximately 25 States permit the sale and use of some types of fireworks
which are relatively safe and suitable for public nse.

We request that an amendment be added to H.R. 15886, on page 11, after line

4, ns follows:
“Commereial fireworks devices suitable for use by the public, classified and
defined as ‘Class C—Common Fireworks’ by the Interstate Commerce Commis-
sion to be exempt from this Act”.
Our company has two plants—in Vineland, New Jersey and Elkton, Maryland—
each of which employs approximately 100 employees on a year round hasis,

Neodless to say, if HL.R. 13886, is enacted in its present form, we would be
legislated out of husiness. We would be forced to lay off our employees, and
onr Plant equipment and eapitol investment could hecome worthless.

As a matter of information, there are several other fireworks companies in
the Elkton, Maryland area which would face the same fate. In addition, fire-
works factories would be affected in the following areas:

Fort Worth, Tex,

Dayton, Ohio

Loveland, Ohio

Dunbar, Pa.

River Grove, I1L

There are many small factories, employing from 1 to 25 people, they are too
numerous to mention.

Mr. Chairman., we do not object to, but welcome the Iabeling provision. In
fact. all fireworks are labeled in accordance with Food and Drug Administra-
tion regulations; however; for the sabove mentioned reasons we respectfully
request that your subcommitte give careful consideration to our amendment.

Thank you for your cooperation in this matter:

Very truly yours,
A. P. Fangrrzi,
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1. L. pu PoxT pE NEMoours & Co,, INC.,
Wilmington, Del., August 1, 1966,
Hon, HARLEY (), STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House Office Building,
Washington, D.C.

DEAR CONGRESSMAN STAGGERS : This letter is in regard to H.R. 135506, The Child
Safety Act of 1966, which is eurrently pending before your Commitiee.

Six years ago, when Congress enacted the Federal Hazardous Substances
Labeling Act as a logical and modern development of the area first touched under
the Federal Caustic Poison Act of 1927 (44 Stat. 1406), the Honuse Committee on
Interstate and Foreign Commerce stated that the purpose of the aet was “to
provide nationally uniform requirements for adequate cantionary labeling” of
hazardous substances packaged in containers intended or suitable for household
use. (House Report No. 1861, 86th Cong., 2d Sess., accompanying 8. 1283, 86th
Cong., p. 1, 1960 U.8. Code Cong. & Adm. News, p. 2833). “The labeling require-
ments”. continued the Report, “should also provide a pattern which States may
follow in enacting similar legislation.” (ibid). Over and over again, House
Report 1861 acknowledged that the adoption by the States of “diverse labeling
requirements” would lead “to a multiplicity of requirements” and create “unneces-
sary confusion in labeling to the detriment of the public”, whereas “nationwide
uniformity in the labeling of potentially hazardous chemicals would be advan-
tageous to everybody.” (ibid, p. 2835).

In our judgment, labeling practices have improved substantially during the
past six years. Our experience teaches, however, that it is doubtful whether sub-
stantial nationwide uniformity will ever be achieved in the labeling of house-
hold containers so long as each state and municipality has the power to impose
labeling requirements which depart from federal standards. Moreover, the
state or municipality which departs from the federal standard by imposing a
different or more restrictive labeling standard sets the standard for all, sinct
suppliers cannot economically or effectively adopt different labels tailored to eacl.
jurisdiction.

To our knowledge, there are six (6) different groups of state and local laws
which impose labeling requirements likely to vary from the federal standards
currently imposed on household products by the Food and Drug Administration.
These classifications or groups may be described as follows :

(1) Methyl alcohol (methanol) and “wood aleohol” laws. There are over
fifty (H0) state and local laws and regulations affecting the sale of and prescrib-
ing labeling for methyl alecohol and products containing methyl aleohol. Vary-
ing label requirements are inevitable in this situation (Example 1, Attachment).

(2) States and municipalities have often adopted their own hazardous house-
hold substances labeling laws or regulations. While generally similar to the fed-
eral law and regulations, this is not necessarily, or even likely, to be so in
specific jurisdicetion (Example 2, Attachment).

(3) The New York City Fire Department has adopted flammability and label-
ing standards which depart in significant ways from the federal standards
(Example 3, Attachment). Since no supplier who sells nationally can afford to
ignore the New York City market, the standards adopted by this one municipality
have a significant impact.

(4) The former model fire code of the National Fire Protection Association has
been adopted by twenty-five hundred (2,500) municipalities and four (4) or five
(5) states. The Association is now sponsoring a proposed revision of its labeling
standards to conform to its revised basic classification of flammable liguid.
Among other things, the revision changes the methods set forth in the former
code for determining flammability. This will create a conflict with the test
methods currently specified by the Food and Drug Administration and the states
and municipalities following the former model code, At the least, this will
canse needless confusion and unnecessary expense. At the worst, the decision
as to whether products will be labeled, for example, to be “not flammable” or
“flammable” will turn on the test method used (Example 4, Attachment).

(5) Some states adopted caustic poison acts modeled on the Federal Caustic
Poison Act of 1927, supra, but broadened their acts to encompass more than the
twelve (12) substances covered by the federal law. Typically, the states would
specify that the act was to apply to any other substance “substantially as caus-
tic” as the named substances. The regulations under the Federal Hazardous
Substances Labeling Act retain the label word “poison” in lien of any signal
word for products containing specified minimum percentages of the substances
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formerly covered by the Caustic Poison Act (21 CFR §191.109). However,
other labeling changes were required. Unfortunately, not all states have put
through similar changes to their caustic poison acts (Example 5, Attachment).

(6) “Poisonous pharmaceutical” laws. Here, the state or municipality at-
tempts to regulate the sale or dispensation of poisonous, toxie, or potentially
poisonous or toxic products which are commonly sold by retail drug stores but
which are not prescription drugs. Typically, the law or regulation will specify
a particular labeling which differs from and execeeds the federal standard (Ex-
ample 6, Attachment ).

For all of the above reasons, we strongly support the pre-emption amendment
which has been proposed by the Chemical Specialities Manufacturers Associa-
tion in its statement submitted June 24, 1966. It is especially important that
the pre-emption clause not be limited to cases of express conflict between fed-
eral and state or loeal laws and regulations. The pre-emption clause in favor
of the federal standard should also apply where the Food and Drug Admin-
istration has the power to act but by action or inaction concludes that no hazard
is present and does not prescribe labeling. State and local regulators should
not be permitted to impose a higher or different standard in these situations.

Very truly yours,
J. O. GRAVES,
Director of Marketing,
Consumer Products Division.

ArracuMENT TO B, 1. pu Pont Co. SraTEMENT ON H.R. 13886
EXAMPLES OF FEDERAL AND STATE OR LOCAL CONFLIOT IN LABELING

Example 1. We know of no substance which is the subject of regulation in
more jurisdictions than is methyl alcohol. As with all harmful substances, the
likelihood of harm varies with the amount of methyl aleohol to which the human
organism is exposed. Thus, a product which is 98% methyl alcohol is much
more likely to be harmful than one which is 29 methyl aleohol, all other things
being equal. Under federal standards, a mixture containing four per cent
(4% ) or more by weight of methyl alcohol must be labeled with, among other
things, the words “poison” and “danger” and the skull and crosshones symbol
(21 CFR §191.7 (a)(5), (b)(2). However, many state and local laws pre-
scribe different threshold levels. According to the laws of the State of Cali-
fornia, for example, any preparation containing more than one per cent (1%)
or more methyl aleohol must bear the word “poison” and the sknll and cross-
bones symbol (Deering’s California Codes, B. & P.C.A. § 4160, Schedule B(1),
§ 4161, § 4168). In Massachusetts, on the other hand, the signal word “poison”
must be nsed if a drug or medicine contains any methyl alecohol (Ann. Laws of
Mass., c. ™ § 303C). Therefore, a product containing one half of one per cent
(146%) methyl alcohol must have the word “poison” if it is to be sold in Mas-
sachusetts, but the threshold for such labeling is one per cent (19 ) in California
and four per cent (4% ) under federal law.

Example 2. (a) Under federal standards, products containing five per cent
(5% ) benzene (benzol) by weight must be labeled with the words “danger”,
“poison”, and “wvapor harmful”, and the skull and crossbones symbol. Addi-
tional labeling is prescribed for products containing ten per cent (10%) or more
of benzene. (21 CFR § 191.7(a)(4), (b)(3)(i)). Under Massachusetts law,
however, a product which contains any amount of benzene (benzol) must be
labeled “danger”, “poison”, and “vapor harmful”, but the skull and crosshones
symbol is never required in connection with benzene (Mass, Dept. of Labor and
Industries, Div. of Ind. Safety and Dept. of Public Health, Industrial Bulletin
No. 11, App. B, p. 7 (1957) ).

(b) Under federal standards, preparations containing ten per cent (109%)
toluene by weight must be labeled with the signal word “danger” and rather
elaborate additional wording must be used, but the skull and erossbones symbol
is not required (21 CFR §191.7 (a)(4), (b)(3)(ii)). Recently, a proposed
California law which died in the Assembly would have required the skull and
crosshones symbol on any glue or cement containing toluene (Assembly Bill
A. 2162, ef. Deering’s California Codes, B. & P.C.A. § 4160 Schedule D(a),

§ 4168).
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(¢) Under federal standards, a substance is toxie if a single oral dose of more
than 50 milligrams but not more than 5 grams per kilogram of body weight kills
50% or more of a given test group of adult white rats. 21 CFR §191.1
(£) (1)). Under Indiana state administrative standards, however, a substance is
toxie if a single oral dose of up to 10 grams per kilogram of body weight kills
509 of a similar test group. The result is that a substance which does
not amount to a lethal oral dose in 509 of the test animals unless § grams
per kilogram of body weight is administered is considered toxic in Imdiana but
is not considered toxic anywhere else. Thus, many brake fluid labels must bear
the legend, “Contains alkyl poly glycol ethers. Do not take internally”, or some-
thing similar, if the product is offered for sale in Indiana. As a practical mat-
ter, the Indiana labeling standard has become the national standard, because of
the practical and economic impossibility of adepting a special label just for
Indiana (sample label (fig. 1) attached).

Eaxample 3. Under federal standards, products which have flash points of
above 20° F. to and include 80° F. when tested by a prescribed method are con-
sidered to be flammable and must bear the front panel statement “Warning—
Flammable” (21 CFR § 191.1 (j) (2)). Produects which flash at above 80° F. need
not be labeled as flammable. Under New York City Fire Department regula-
tions, products which have flash points of up to 100° F. to 300° F. are said to be
combustible (Chap. 19, Administrative Code, City of New York, § C19-2.0, Sub-
divisions 11 and 22). The signal word “caution” must be used in labeling both
classes of products. The result is that household products which flash at
80° 1., for example, must bear a front panel notice reading *Warning—FIlam-
mable’ because of federal requirements, and a back or side panel notice stating
Caution—Flammable Mixture” beeause of New York City's peculiarities. IHouse-
hold products which flash at 120° F., for example, need not bear any front panel
warning as to flammability, but must carry the notice “Caution—Combustible
Mixture” if they are to be sold in New York City (sample label (fig. 2) attached).

Example j. Current federal flammability standards are based on the determi-
nation of flash points by the Taglinbue open cup tester (21 CFR §191.13). The
National Fire Protection Association is eurrently sponsoring a different method
of determining flash points (and thus a different standard for classifying flam-
mable liquids) utilizing the Tagliabue closed cup tester (N.F.P.A. Publication
No. 321). The Association also requires the determination of boiling points as
a guide to classification. One result would be that a number of products, in-
cinding gasoline, would be classified as “flammable” under Association stand-
ards. while continning to be classified as “extremely flammable” under federal
standards (FDA Publication No. 17, Feb., 1963).

Erample 5. Sulfamie aecid is corrosive under federal standards, but is not
among the twelve (12) substances formerly covered by the Federal Caustic
Poison Aect and now given special treatment under the Federal Hazardous Sub-
staneces Labeling Act requiring the word “poison™ on the label. However, it is
used in household bowl cleaners and is snbstantially as corrosive to the eyes
ag acetie acid—one of the special twelve (21 COFR §191.109(g)). Thus, it is
a “caustic acid” under the laws of some states, such as New Jersey (Title 24,
Subtitle 1, Chap. 8, N.J. Stat. Ann.). Therefore, under federal law household
products containing sulfamic acid are labeled in accordance with the standards
for “corrosive” substances, whereas under New Jersey law the word “poisen”,
among other things, must appear on the label of products containing sulfamic
acid.

Example 6. Soldering fluxes for home use are likely to contain more than
5 percent (5% ) of zine compounds soluble in water, such as zine chloride. Un-
der federal law, these products would be labeled with the signal word “danger”
and with a warning concerning the hazards of ingestion and skin and eye con-
tact (Notices of Judgment Under the Federal Hazardons Substances Labeling
Act, Nos. 12-17, dated August 12, 1963). Under California pharmacy laws, how-
ever, snch produets must be labeled with the word “poison” (Pharmacy Laws of
(‘alifornia and Administrative Rules of the Board of Pharmacy, January 1, 1962,
p. 59).
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UxrtoN Carbipe Corp.,
New York, N.Y., July 6, 1966.
Hon., HARLEY (). STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
Touse Office Building, Washington, D.C.

DEAR CONGRESSMAN STAGGERS: We are writing regarding your bill, H.R. 13886,
the Child Safety Aect of 1966, and more particularly with respect to Title 11 which
would amend the Federal Hazardous Substances Labeling Act in certain respects.

We supported the enactment of the Federal Labeling Act in 1960 with hope
that it wonld mean national uniformity for the legal requirements for warning
labels on Prestone antifreeze which we make and package at our South Charles-
ton plant, and on other household products which we make and sell. We alzo
supported it becanse we were in complete accord with all of its objectives, as
evidenced by the fact that we had been using strong label warnings on Prestone
and on our other products since the 1930's, before there were any statutory
requirements, Federal or State.

We now favor and support the enactment of your bill, H.R. 13886, which will
broaden the scope of the Federal Labeling Act to include unpackaged substances
and will in other ways improve that law in the light of the experience of govern-
ment and industry since 1960,

We also strongly favor and support the preemption amendment which has been
proposed by the Chemical Specialties Manufacturers Association in its sta tement
submitted to your committee on June 24,

This proposed amendment is needed to accomplish a major purpose of the
Federal Labeling Act and the express intent of the Congress in passing it. These
were to establish uniform standards for warning labels on honsehold products.

The original intent of Congress was clearly stated in Senate Report 1158,
S6th Congress, 2d session, at page 8 as follows: “If is desirable that * * * the
standards and requirements * * * he uniform. Thus, Federal Ilegislation on
this subject is needed to require uniform labeling of hazardous substances for
household use.” There was no House Report.

The Senate Report cited certain broad state legislation. Subsequently there
has been even more broad state legislative activity.

There are also on the books a substantial mass of aged and obsolete, varying
and conflicting labeling requirements for specific produects,

One striking example is the mass of state statutes and city ordinances relating
to the labeling of products containing methanol (wood alcohol). These laws
date back to prohibition days. Our company can testify to the practical impossi-
bility of preparing a single warning label which complies with all of their incon-
#istent requirements on wording and on type size and on the placement of the
warning on the label. The requirements under the Federal Act shonld be the
sole nniform requirements for products containing methanol which move in inter-
state commerce,

There are other striking instances of the need for uniformity and for a pre-
emption provision in the Federal Act. One city, under an ordinance which dates
back some 50 years, enforces its own special rules for the type size and the position
of the warning on flammable products which are, of conrse, numerous and im-
portant. Since as a practical matter manufacturers eannot keep special stocks
of produets, specially labelled for sale there, this one city largely governs the
labeling of all flammable products which move in interstate commerce. And
states can and do require warnings on the basis of the opinion of a state toxi-
cologist or doetor whose views happen to vary from the consensus of the staff of
doctors and toxicologists in the Food and Drng Administration and the United
States Public Health Service. Again, one State toxicologist or doctor can, and
sometimes does, govern the warnings on a specific product for the country as a
whaole,

This is not a ease where there are reasons why Congress should not preempt
the subject matter in the interests of uniformity and of simplifying and facili-
tating the sale of goods in interstate commerce.

First, it is not a case where the “evil” to be remedied va ries from state to state
or from city to city. The hazards of a particular product are the same in nll
#tates and cities and the warnings and their typography and type size and their
position on the label ean be the same and still fully protect the public everywhereo,
(In fact, the warnings should be the same, given the tendency of people to move
from state to state.)

And, second, as we have noted, this is not a case where a state law or a city
ordinance has no extra-territorial effect. On the contrary, the necessities of

68-985—06——22
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competitive marketing malke it all but impossible for people like us to carry sepa-
rate stocks of products in differently labeled containers for sale in special states
or cities. As matters stand, individual states and cities can and do, to all intents
and purposes, “‘preemnpt” the power to regulate interstate commerce which the
Federal Government should exercise.

It is for these reasons and because of our own practical experience over the
years that we especially urge that your committee recommend to the Congress
the enactment of Proposed Amendment No. 2 to H.R. 13886 as submitted by the
Chemical Specialties Manufacturers Association with its statement of June 24.

Very truly yours,
J. R. JOHNSTONE,
Yice President.

—_—

Oy MaTHIESON CHEMICAL CORP.,
CHEMICALS DIVISION,
New York, N.Y., August 25, 1966.
Hon. HARLEY O. STAGGERS,
Chairman, Committee on I aterstate and Foreign Commerce,
House Office Building, Washington, D.C.

DEAR CONGRESSMAN STAGGERS : Reference is made to bill, H.R. 13886, the Child
Safety Act of 1966.

Our company fully supports the position of the Chemical Specialties Manu-
facturer's Association, Inc., given before the house committee of Interstate and
Foreign Commerce on June 24, 1966 and also supports the letter of August 18,
1966 to you from G. H. Decker, of the Manufacturing Chemists’ Association, Inc.

Special reference is made concerning the preemption amendment which has
been proposed by CSMA. We are of the opinion that this a mendment, if enacted,
would further promote uniform standards for warning labels on honsehold
chemicals, You may appreciate that a nation-wide producer of household prod-
uets is desirous of having labels that are acceptable by the Federal Government
also fully accepted in all States and local Municipalities. Unfort unately this is
not now necessarily the case. ¥or example, a fire department in 2 major ecity
requires warning statements in extra large type size for combustible and flam-
mable products that vary from the consensus of techmical opinion concerning
combustible and flammable classifications.

We are of the opinion that the label shonld adequately reflect the hazards of
the chemieal, presented in a clear, concise manner that may be easily read and
understood by the consumer. We do not believe in over-labeling products, by
that we mean, to label a product “Combnustible,” “Flammable,” “Danger,” “Poi-
son,” when indeed this warning does not reflect the hazard of the product. The
requirement to use such terminology by a few well meaning but uninformed
local officials places us, we feel, in a position analogous to erying “wolf” when
in fact there is no wolf. For example, a product may be only slightly toxic and
instead of “Poison,” an adequate statement would be, “Caution : May be harmful
if swallowed.”

Further we feel that over-labeling only tends to mislead the consumer and
also results in a consumer disregarding precautionary labeling which we feel is
contrary to the original goals of the Federal Hazardous Substance Labeling Act.

For the reasons stated above, we urge that your committee recommend fo
Congress the enactment of proposed amendment #2 of HLR. 13886 as submitted
by the Chemical Specialties Manufacturers’ Association with their statement of
June 24, 1966.

Very truly yours,
Ricuarp F. PHILPITT,
Manager, Legislative and Regulatory Affairs.

CuesesroUucH-Poxps, Inc.,
New York, N.Y., September 19, 1966.

Hon. JOEN JARMAN,
Chairman, Subcommittee on Public Health and Welfare,
Committee on Interstate and Foreign Commerce,
House of Representatives,
Washington, D.C.

DEAR CONGRESSMAN JARMAN: We would like to take this opportunity to com-
ment to your committee regarding H.R. 13886—“Child Safety Act of 1966”. We
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are especially gratified that the committee has indicated its willingness to hear
witnesses representing industry and to receive written industry comment on a
bill that is, at least in part, highly controversial, unrelated to the bill's title and
not in the best interests of the public.

The bill, in section 4(b), provides for the amendment of section 502(f) of the
Food, Drugs & Cosmetic Act. Section 502(f) (3) involves a major change in the
current rules governing drug labelling and is totally irrelevant to any question
of child safety.

The section provides that the FDA shall have general authority to specify what
claims may be made for a drug, treating for this purpose all drugs, whether new
or old, proprietary or ethical, the same, Under such a section, if the scientifie
and regulatory personnel at the FDA disagreed with the scientific personnel in
industry as to whether a given product were useful for a particular condition
the FDA could prohibit any claim or reference to that condition, thus assuring
the drug would not be used in treating any patient. This regulation could be put
in foree without hearings and without any effective recourse to the courts by
industry. The consumer could be deprived of products which would be of help
to him.

Passage of this bill would mean the end of drug and cosmetic marketing as we
currently know it and the substitution of what would be, in effect, Federal licens-
ing and control. We ecannot urge your committee too strongly to strike out
502(f) (3) in its entirety.

Section 4(e) provides for a new section 602(f) of the Food, Drug & Cosmetic
Act. This section in effect permits FDA to require cautions, warnings, anti-
dotes, ete. on the label of a cosmetic if it might cause some reaction, however
minor, through ingestion, topical applications, ete. In view of the excellent record
of the cosmetic industry over the years in the area of safety, we believe the need
for this legislation should be carefully weighed.

If the bill only required a pertinent, concise warning directed at ingestion by
children in cases where snbstantial injury was possible, we could not object.
However, the bill will be interpreted as requiring virtually every cosmetic
label to warn and caution the purchaser, even though no substantial injury
conld possibly occur from misuse. Furthermore, the consumer will receive a
package cluttered with wording which detracts from its cosmetic appearance,

We believe that the Congress as well as the Food & Drng Administration must
concern itself with the continued proliferation of caution and warning labels
lest respect diminish for them. If the householder sees the same warning on
cologne as on turpentine or on cold cream as on silver polish, soon the eantion
will mean nothing. This would indeed be a disservice to the consumer who
will beeome hopelessly confused as to where a real hazard lies.

We think a possible solution to the problem may lie in the promulgation by
the FDA of reaistic eantion statements for cosmeties to cover those isolated
examples where some substantial hazard may be present. We believe the
proprietary drug industry has conscientously followed FDA suggestions as to
label warnings and the cosmetie industry would undoubtedly do the same. We
would think no new statutory aunthority would be required.

Since a number of “cosmetics” are also “drugs,” such as nnderarm products,
cleansers and medicated makeups, they would be subject to the proposed modifi-
cation of section 502(f) (2). We urge for this reason that the current law re-
main unchanged. The FDA has never hesitated. where circumstances demanded,
fo require under current law appropriate cautions for drugs and this has served
the consumer well over past years.

Under current law, however, these powers are definitely specified and not left
on an open-end basis subject to the regularor’s judgment and opinion.

We believe that the consumer's interest should be protected without infrin zing
on the manufacturer’s rights or putting the manufacturer on virtually an FDA
licensing basis. The FDA has sufficient powers now which, if effectively en-
forced, enable it to properly proteet the publie.

We would appreciate your recording our comments in the minutes of vour
Committee.

Very truly yours,
ALBERT B. RIcHARDSON,
Viece President.
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Tae 8. E. MasseNGILL Co.,
Bristol, Tenn., September 9, 1966.
Representative JoHN JARMAN,
Chairman, House Interstate Health Subcommittee,
House Office Building, Washington, D.C.

DEAR CONGRESSMAN JARMAN: As a member of the pharmaceutical industry
which will be affected by the Child Safety Act, H.R. 13886, we would like to
place on record our objection to the portion of the bill giving the Food and Drug
Administration open-end authority to require the use of safety closures on any
drug selected by the government and also decide which safety closures meet
F.D.A's standards,

We are very much in agreement with the objectives of the proposal: but, as I
am sure you have been informed, this section of the bill is so broad that it covers
every form of container and product whether for prescription or over-the-
counter drug products. This could be a most difficult, if not impossible, re-
quirement to fulfill since no safety closure really satisfactory for all such uses
has been developed. The wording of the law should relate itself fo specific in-
clusion of the current or not too distant state of safety closures.

Any assistance you can give the industry in this manner will be very much
apprecinted. Undoubtedly, when a completely adequate safety closure is avail-
able, many of us will be competing to be the first to use them.

Sincerely yours,
Fraxgk W, DEFRIECE, Jr., President.

FMC Cogp.,
New York, N.Y., September 12, 1966.
Hon. HARLEY O, STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House Office Building, Washington, D.C.

DeAr CoNeRESSMAN STAGGERS : FMC Corporation is a producer of bulk chemi-
eals. In this activity, it is frequently a supplier of chemicals produced for other
manufacturers whose products are intended for househald use.

Due to the fact that all of the customers supplied by this Corporation do not
possess the necessary financial ability to maintain their own technical and re-
search staffs, the Technical Service Department of this corporation is frequently
called upon to give technical gunidance and advice to its customers in the formula-
tion and manufacture of their products and the labeling thereof.

In view of this situation, we have an interest regarding your bill H.R. 13886,
the Child Safety Act of 1966. We are particularly interested in the pre-emption
amendment proposed by the Chemical Specialties Manufacturers Association as
reflected by Amendment No. 2 which such Association suggests be added to your
bill. We understand that the Department of Health, Education, and Welfare
has also endorsed the adoption of this Amendment No. 2 to achieve uniformity
in cautionary labeling of hazardous substances.

As a manufacturer doing business in chemicals on a nationwide seale, it is
natural that we be contacted by a multiplicity of customers from all cities and
states of the nation when such customers desire technical advice and assistance
in the formulation of their produects.

Where such customers are governed by state or local laws prescribing labeling
requirements that vary from state to state or city to city, it becomes a practi-
vally impossible task to give adequate advice for the cautionary labeling that
such customers must place upon their products. Consequently a pre-emption
provision which will serve to establish certain uniform and basic requirements
in such labeling will do much to clarify the present confused situation.

A further reason for the adoption of a preemption provision in this particular
situation is also worth noting. Over the span of the past 10 years, the various
States have gradually adopted the Uniform Commercial Code which establishes
certain basie uniform provisions governing the sales of goods in commerce, This
Code has now been adopted by 47 States.

The Code contains a specific provision that unless excluded or modified, a
sale of goods implies that they are merchantable and, in this respect, they must
be at least such as are adequately contained, packaged and labeled as the sales
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agreement may require. This warranty applies where the nature of the goods
requires a certain type of labeling.

It follows, therefore, that if state or local law varies from region to region
with each geographical area prescribing a different type of content for the cau-
tionary statements to be placed on labeling, it becomes an almost impossible task
for a producer or hazardous household chemicals to comply with; yet the failure
to so comply places such producer in the position of being in breach of the im-
plied warranty of merchantability now preseribed by the Uniform Commercial
Code.

A pre-emption provision which will establish a national yardstick in this re-
spect for hazardous household substances should do much to help cure this
situation and enable a producer of such household products to know that his
labeling is not only in accord with the Federal requirements but likewise complies
with the implied warranties set up by the numerous states that have adopted the
Uniform Commercial Code, In turn, this will be of considerable assistance to
companies such as ours when called up to give technical advice and assistance
in labeling to those producers among our customers who make a request for such
assistance.

For the reasons set forth above, we recommend to the Congress that the House
approve 83298 which contains the pre-emption amendment as submitted by the
Chemical Specialties Manufacturers Association and as approved by the Manu-
facturing Chemists Association and the Department of Health, Education and
Welfare.

Very truly yours,
D. C, O8KIN,
Vice President, Marketing.

THae BeLt Co., INc.,
Chicago, I1l., August 15, 1966.
Hon. HARLEY O, STAGGERS,
House Office Building,
Washington, D.C.

DEAR CONGRESSMAN STAGGERS: I am writing to you in connection with the
Child Safety Act of 1966, H.R. 13886 and the three amendments which have been
submitted by the Chemical Specialities Manufacturers Association.

We are members of CSMA and endorse the submission of the three amendments
to H.R, 13886,

Our company manufactures automotive chemical products and also household
chemical products, all of which are subject to the Federal Hazardous Substances
Labeling Act and therefore will be affected by H.R. 13886,

We would particularly urge the adoption of Amendment No. 2 which provides
that the Federal labeling laws would supersede all State, county, and municipal
labeling laws which are now in effect. In many cases these laws have different
labeling requirements for the same hazard and for the same product, and hence
present a chaotic condition such that it is virtually impossible for manufacturers
to comply with all of the conflicting requirements.

However, I feel that the most important contribution which such a Federal
law would make would be to provide uniform labeling throughout the nation and
thus make it possible for the public to recognize hazardous products labeling
because of its uniformity. Presently, it is very confusing for the consuming
publie to recognize hazardous products labeling, because of the diverse require-
ments which have been established by various governmental bodies.

It seems to me that a Federal law which prescribes hazardous products label-
ing would make it possible for the public to learn the markings and words which
accompany hazardous products in the same way the public has learned that a
red light in a traffic signal means “stop.”

I respectfully urge you and your committee to adopt Amendment Number Two
as submitted by the Chemical Specialties Manufacturers Association in the
interest of protecting the public by making it easier for them to recognize hazard-
ous products labeling,

Very truly yours,
C. E. AviperpIcE, Jr., President.
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WesT CaemicaL Propucers, 1IN0,
Long Island City, N.Y., July 15, 1966.
Hon, HARLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House Office Building,
Washington, D.C,

DEAR CONGRESSMAN : We are interested in your bill, H.R. 13886, The' Child
Safety Act of 1966 and Title 2 of it which would amend the Federal Hazardous
Substances Act in certain respects.

We are especially interested in the preemption amendment which has been
proposed by the Chemical Specialties Manufacturers Association in a statement
submitted to your committee on June 24.

This company has, in every ecase, supported all reasonable safety regulations
and is in accord with the prineciple that standards and requirements should be
uniform throughont the nation. In effect, we are in accord with the original
intention of Congress as was clearly stated in Senate Report 1158, of the 86th
Congress, 2nd session, as follows: “It is desirable that *+ ¢ * the standards and
requirements * * * be uniform. Thus, federal legislation on this subject is
needed to require uniform labeling of hazardous substances for household use.”

We desire to comply with every rule and regulation of the Federal Government
and every one of the many states of this country. Under the present cirenm-
stances, this is practically impossible due to the varying conflicting state and
eity requirements which are in existence throughout the country.

We urge that these amendments be adapted into law so that we can have a
single guideline which will apply throughout the country instead of patchwork,
a part of which is aged and obsolete,

Very truly yours,
A. LIEBERMAN,
Aggistant Secretary.

TeE W. T. RawieicH Co.,
Freeport, I, July 5, 1966.
Re H.R. 13886, Child Safety Act.
Hon, JOHN JARMAN,
Ohairman, Subcommittee on Public Health and Welfare,
House Office Building,
Washington, D.C.

DEAR CONGRESSMAN JARMAN : We understand that subject bill, introduced by
Rep. Harley O. Staggers, has three major points of interest for companies such
as onurs

1. Quantity limitation on Aspirin and Aspirin-containing Products in-
tended for use by children.

2, Safety Closures.

3. Basie changes in O-T-C labeling.

With reference to changes in O-T-C labeling, we understand that H.R. 138586
includes in identical form, a provision of H.R. 13885, which bill relates to several
aspects of drug regulation. We are informed that H.R. 13886, accordingly, takes
one of these aspects entitled “Drug Labeling Regnlation” incorporating it into
the so-called “Child Safety Act of 1966". As we understand, such excerpted
portion wounld apply to all drugs and with respect to them the use by children
would be just incidental.

We also understand the excerpted portion would amend Section H02(f) (2)
very drastically. Under this bill, as we understand, the directions and warnings
wonld be shaped by F.D.A. Regulations. The bill wonld amend Section 502(f)
to require warnings “against a substantial and reasonably foreseeable risk of
causing accidental injury . . . including instructions for first aid treatment
when necessary or appropriate.”

We submit that the importance of the amendment is basic. It appears that it
would completely change the concept and application of the existing law with
respect to over-the-counter drugs. It appears that it would amend existing law
so substantially and so completely as to swallow up and replace practically all
other labeling requirements pertaining to these drngs, putting them, insofar as
labeling is concerned, under a system of virtual licensing. We believe the bill
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is highly objectionable in constituting a vast extension of Federal Regulation
and wish to express our opposition.

Respectfully submitted.
J. A. ResH, Secretary.

NEw York, N.Y., September 9, 1966.
Hon, JOHN JARMAN,
Chairman, Subcommittee of Public Health and Welfare,
House Institute Foreign Commerce Committee,
Rayburn House Office Building,
Washington, D.C.

DEAR CONGRESSMAN JARMAN: Reference is here made to H.R. 13886 “Child
Safety Act of 1966.” As a practitioner of medicine in New York City and as an
associate in medicine at Columbia University, may I express my views regarding
section H02(f) of such Act (21 U.S.C. 352f) and the proposed amendment in
which, if I may paraphrase, it is suggested that a drug be considered mis-labeled
unless information as to the appropriate antidote to be administered in case of its
aceidental nse or over-use be included on such label.

It seems to me that this is, in effect, expecting the public to be able to practice
medicine, which, believe me sir. they do very poorly indeed. Would it not be
more to the point to label such drugs as follows:

“Keep this and all other medicines out of the reach of children. If acei-
dentally ingested, Do Not Delay. Call your physician or go to the nearest
hospital at once."”

Children often take accidental overdoses of many drugs wherein delay while
a family administers first aid could be fatal.

Respectfully snbmitted.
GeoreE H. MoCoRMACK, Jr., M.D.

MarLEwooDn, N.J., August 10, 1966.
Hon, HarrLey (), STAGGERS,
Member of Congress,
Rayburn House Office Building,
Washington, D.C.

Dear MR. StaceERs: Your correspondence of August 4 and Angust 5, notifying
me of the scheduled continuation of public hearings by the Subcommittee on
Public Health and Welfare on the Child Safety Act of 1966, is greatly appreciated.
The fact that my letter of July 7, addressed to my Representative in Congress,
the Honorable Paul J, Krebs, resulted in gaining your attention, and the receipt
of an invitation to appear before this subcommittee as a witness confirms the
basic tenets of the democratic processes of our Government.

Since T will be unable to appear before this subcommittee, T present the
following opinions and viewpoints for the consideration of the members of that
group,.

Firstly, the title of the bill is misleading. Everyone is in favor of “Child
Safety” but this proposed legislature goes well beyond that. It would drastical-
ly change the concept and application of existing laws as it applies to over-the-
counter drugs, which, for the most part, have no relationship to Child Safety.
In addition, the bill basieally affects toilet goods, cosmeties, preseription drugs,
“hazardous substances” and other products. The title of this act more cor-
rectly should be posted as a “labeling law.”

This point was made by James L. Goddard, M.D., Commissioner of Food
and Drugs, in his testimony before the subcommittee on June 24, 1966, Even
Dr. Goddard noted that present warnings “have little effect on children who
cannot read and understand, and some parents did not read or heed the warning”.
Then, the Commissioner went on to propose more warnings and instruections
on labels as a preventive against accidental poisoning and hazards to health.

Secondly, the proposed law is much too vague and broad in its extent to be
practical. It touches npon so many products that have no bearing on the title
and would result in a virtual system of licensing of proprietary drugs. In effect,
standards would be arbitrarily established by a governmental agency and the
individuals appointed to that agenecy. For example, no definition of a “safety
closure” is presented by the bill. Yet, the Secretary would be embodied with the
“authority to require safety closures for containers of drugs frequently involved
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in poisonings. This should apply both to over-the-counter drugs and to drugs
dispensed on prescription”, according to Dr. Goddard’s testimony.

To the best knowledge available, there exists no known safety closure that
is foolproof. So-called “safety closures” are presently used on aspirin and
antipyretic substances. Periodically, modifications could be adopted in order
to improve their safety factor. Each improvement might impress the “Secre-
tary” to the point where that individual would insist that industry package
their products with that device only to have it supplanted by the next im-
provement. The resultant costs for sequential modifications would or could be
immense. Therefore, to make the proposed legislation practical, Congress must
define and designate a “safety closure”.

Thirdly, the law is not necessary. In presenting this proposed regulation,
the contributions of the industry have been totally ignored. At this time, the
drng industry has voluntarily and universally restricted the quantity of
pediatric aspirin per tablet to 134 grains and, again, of its own volition, limited
the quantity per package to 50 tablets ... a total availability of active
ingredient roughly equivalent to 12 adult tablets. Flavoring has been main-
tained at the insistence of pediatricians who know, professionally, of the need
for palatability in this vitally needed medication.

Additionally, on this point, one must consider the impossibility of total pro-
tection against accidental peisoning. Certainly, additional cautions and direc-
tions will serve no purpose toward preventing toddlers and very young children
from ingesting noxious substances. The occasional accidental swallowing of
lye and household ammonia clearly proves that label directions and the taste
have little to contribute in the prevention of these events.

Lastly, the law as proposed in H.R. 13886 is governmental intrusion into
business without due cause. Statistics quoted by Dr. Goddard in his testimony
of June 24 grimly point out the 125 deaths of children duoe to salicylate poison-
ings in 1964 and the death of 67 children due to poisonings other than aspirin.
These figures must be weighed against the millions of packages of drugs dis-
tributed during that year. While deplorable that any child should meet an
untimely end, Congress must realize that total protection in impossible. These
unfortunate deaths should clearly point out that labeling is not a preventive
of accidental poisonings, nor ecan any substance be restricted in quality to a
point where no deaths can occur if that substance is digested erroneously.

In weighing this bill, the committee and members of Congress must place
reason and practicability above the emotions engendered by the title *Child
“Safety Act”. They must also give serious consideration to the result of this
bill which would establish a virtual Czar over products, over labeling and over
packaging—all of which will be subject to a veritable licensing by the Govern-
ment, with the manufacturer being vulnerable to undue costs and unreasonable
penalties,

The presentation of these viewpoints is based upon twenty years of business
experience within the pharmacentical industry—an industry which has a proud
record of self-policing and public welfare interest. I am currently employed by
a company with no interest in analgesics, so the comments I have expressed are
objective in viewpoint. I present these sentiments not as a company representa-
tive but, rather, as a vitally concerned individual who feels that this proposed
regulation would be a grave and grievous disservice to the publie and an onerous
imposition on manufacturers.

Very truly yours,
GeorGE B. ROONEY.

ArviNaToN, VA, August 16, 1966.
Hon. JoHN JARMAN,
U.8. House of Representatives,
Rayburn Houge Office Building,
Washington, D.C,

DeAR CoNGRESSMAN JARMAN : I am writing to you regarding H.R, 13886 “Child
Safety Act of 1966,” which has not been generally brought to the attention of
the medical profession, especially the Pediatrie field.

First, I would like to call your attention to a quotation from a book entitled
“Current Pediatric Therapy” 1966-67 issue, by Drs. Sydney 8. Gellis and Ben-
jamin M. Kagan. On page 792 in this book, two contributors to the hook, Drs.
George H. W. Lucas and Robert J. Imrie write :
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“Chemical poisoning is preventable if ordinary safety precautions are used
in the handling, use and storage of drugs and toxic household preparations.
Much has been said about the proper labeling of toxie snbstances by their manu-
facturers. This might help. The family physician, however, is the most im-
portant member of the team fighting accidental chemical poisoning. He alone
knows the background, the customs, the traditions and the attitudes of his pa-
tients; he visits them frequently in their own homes and can see at a glance any
potential hazards. This is a golden opportunity for him to educate the parent
to be accident and safety conscious. He can make concrete suggestions for
storage and handling of all potentially toxie substances: i.e. keep all drugs,
poisonous substances and household chemicals in a locked cupboard, out of
the reach of children; never transfer poisonous products from their original con-
tainers to pop bottles, coffee tins or drinking glasses. If flavored or brightly
colored medications have been prescribed for children, always refer to these as
medicine and never as candy.”

I, too, have found as a practicing Pediatrican for the past 19 years in
Arlington, Virginia, that the children’s parents are the ones at fault. The con-
tainers in which the aspirin is packaged, both liquid and the pill, seem adequate
to me. The present labeling likewise seems adequate, and to include a lot of first
aid treatments, side effects, contraindications and effectiveness would only
confuse the public in the use of this very wonderful drug.

As for the rest of the various amendments under title IT, T would sugeest
that hazardous substances include a label stating the particular product or drog
is dangerous to children and have the printing large enough to be clearly seen on
the label.

Sincerely yours,
ArcHIBALD R. MAacPHERSON, M.D,

—

ARLINGTON SAFETY CoUNnerrn, INc.,
Artington, Va., August 27, 1966.
Hon. WARREN MAGNUSON,
Chairman, Commerce Committee,
U.8. Senate, Washington, D.C.

DeAr SExATOR MAGNUSON : Your secretary kindly sent me a copy of 8. 3208
which I requested yesterday after reading committee plans to conduect hearings
in the press,

I have read this bill with great respect and interest. I am wondering if your
committee’s examinations might not include the childhood hazards of suffocation
in plastic bags, such as used in the drycleaning trade, and entrapment and suf-
focation in idle household refrigerators.

If these two distressing hazards could be brought under the cognizance of
the “Child Protection Act of 1966, long needed safety improvement in these
fields would undoubtedly be realized.

I respectfully inclose some material related to the hazard of child-refrigerator
entrapment and suffocation,

With expression of my profound respect and appreciation,

Sincerely,
GAyLorp B. KInWELL.

ArLINGTON, VA,. August 22, 1966,

To : General Federation of Women’s Clubs (Mrs. Chittenden, D/Legis) American
Academy of Pediatrics, (Dr. Southard, Chrm. Ace. Prev. Comm. ).

It is a privilege to enclose copies of correspondence between the Honorable
Joel T. Broyhill and the Honorable Harley 0. Staggers related to future hearings
on child-refrigerator entrapment legislation,

May I again express my appreciation for your long interest and support and
offer these observations as background to the current problem?

The backbone to the proposal to amend PL 930 stems from reports of the
<hild behavior studies of 1957 and 1961. Besides your own esfeemed orzaniza-
tions, the Federal Trade Commission, the Federal Safety Counecil D/Labor, the
D/Health, Education, and Welfare, the National Safety Council, and others,
are on record as viewing these tests to show unsatisfactory child safety benefits
in the “push-open door” standards.
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Infrequent, but ungualified reference fo the fact that no deaths are known
to have occurred in “push-open” door boxes seems Very insignificant when the
percentage of these boxes in the national inventory is still small, and none have
reached an age for discard, or even devotion to “gsacond use” by low-income
families where many deaths have occurred.

As you know the industry representatives abstained from participation in the
1963 “progress report” committee hearings, as did the National Safety Council.
It seems this deeply affected group might have given the committee and the
public much useful information.

However, penetration of doubt in the adequacy of “push-open doors” by some
manufacturers may be identified by the withdrawal of nationally advertised child
safety claims for these doors, the inclusion of a tag with new deliveries warning
that precaution should be taken with units when idle and exposed to possible
entry by playing children, and the recent initiation of an independent and com-
prehensive test of all air-tight cabinet appliances, including a review of the
refrigerator hazard. This is a test volunteered by one company to assist Con-
gressman Broyhill in his consideration of need for further legislation, and to
firm up the company policy around this safety problem.

Hope for future child protection from entrapment must depend on the public’s
acceptance and use of the safegunards urged in guides by the Federal Safety
Council and the US Public Health Service. While these commendable safe-
guards are the best found after a decade of search, they are still too difficult
and cumbersome to employ to impose on housewives and mothers upon whom
the burden of child protection mainly falls.

The long delay in adequate remedy to this unnecessary childhood hazard is
probably due largely to fragmented and loosely coordinated federal safety pro-
gramming, and apathy on the part of the industry. Both of these conditions
seem headed for drastie correction—at least in the automot ive industry—through
public support to recent dynamic congressional actions,

Sincerely
Gayrorp B. KIDWELL.

STATEMENT OF THE GENERAL FEDERATION OF WoumeN's Cruss
SAFETY LATCHES ON REFRIGERATORS

The General Federation of Women’s Clubs has been concerned for a long time
over the tragic and needless deaths which occurred when young children, while
playing in abandoned and out-of-service refrigerators and freezers, became
l;apped in them and suffocated because they could not get out once the door was
shut.

Last year the death toll from this cause was the highest ever recorded, despite
the fact that we have been aware for many years of this particular hazard to
the safety of our children and also despite the fact that 36 states have made it
illegal to discard a refrigeratorin a hazardous condition.

The General Federation of Women’s Clubs feels that the “Protection of Chil-
dren” is of utmost importance and at its annual Convention in June of this
year, adopted the following resolution :

Whereas The safety of children is continually menaced by faulty appliances,
refrigerators, ice boxes, and plastic bags and accessability to dangerous drugs,
cleaning agents, and other hazardous materials ; Therefore,

Tesolved, That the General Federation of Women’s Clubs call upon its member
c¢lubs to initiate and promote actively programs for safety through inspection,
eduncation and legislation.

Mrs. Frederic J. Knorr, General Federation of Women's Clubs' Safety Chair-
man, has recently undertaken the project of distributing a quantity of “toggle
and plate” safety devices to all the Safety Chairmen in the various states. These
devices will be used as visnal aids in safety conferences and demonstrations.
These toggle bolts were supplied as a public service by the Star Expansion Indus-
tries Corporation of Mountainville, New York, through Colonel Gaylord B. Kid-
well, USA (Ret) of Arlington, Virginia. Colonel Kidwell, as the Committee is
aware, has waged a long and commendable campaign in a private capacity to
improve child protection from this danger.

Copies of the new safety guide, furnished by the Federal Safety Council in the
Department of Labor, have also been sent to our state chairmen.

The General Federation of Women's Clubs applauds the improved protection
that may be afforded by the standards under Publie Law 930, but it feels that the
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child behavior studies with children under simulated refrigerator entrapment in
1957, and again in 1962, indicate that more improvement should be sought in fu-
ture manufacture.

The law now requires that newly manufactured refrigerators shipped in inter-
state commerce must be equipped with safety devices so that a child who is en-
trapped may be able to open the door. This law does not, of course, offer protec-
tion to children so far as the old out-of-service refrigerators are concerned. Itis
up to each of us to publicize this potential death trap and educate the American
public on how a very simple precaution can save the lives of children. The sav-
ing from tragic death of even one child would be more than worth any efforts we
might make. The General Federation of Women's Clubs will certainly do its
utmost in this direction and our concern over this problem will not be lessened
until it has been solved.

COMMITTEE 0N ACCIDENT PREVENTION,
AMERICAN ACADEMY OF PEDIATRICS,
February 4, 1966.

To: The Committee on Accident Prevention of the American Academy of
Pediatrics.

From : Samuel C. Southard, M.D., Chairman.

Subject : Food for Thought.

The enclosed copy of a speech by Colonel Kidwell, retired U.8. Army, docu-
ments in a small and modest way the extensive and continued efforts by one man
to reduce one small accidental hazard to children. The reason I am sending this
letter and speech to you is that we need more such dedicated people as Colonel
Kidwell.

Over the years, he has almost singlehandedly stimulated the participation of
numerous governmental and industrial agencies and groups to take an active role
in attempting to eliminate suffocation deaths by entrapments in refrigerators.
Admittedly, when compared with national statistics, this is a minor cause of
death : but if you wish to eat an elephant the best way to do is to take a bite and
start chewing. To my own personal knowledge, his efforts have been much more
extensive than those chronicled in the speech.

As members of a national committee of a high prestige organization such as
the American Academy of Pediatrics, we are privileged to meet and correspond
with many people who are interested in accident prevention. I suggest and recom-
mend to you that each of these people who contact yon in your various home
locations be encouraged, stimulated and invited to share their experiences and
problems with our Committee.

This gives us the opportunity to extend our knowledge of children and their
accidents through many different channels all working toward the same goal.

With best wishes to you and yours for a Happy New Year, I remain,

Sincerely yours,
Saymuen C. SouTHARD, M.D,,
Cheairman.

REMARES BY Cor. Gayrorp B. Kmnwerr, 1.8, Army (RET.), BEFORE THE SOUTH
Arviveros Lions Crus, DECEMBER 8, 1965

Genflemen: It isa great privilege for me to address you today as a representa-
tive of the Arlington Safety Counecil of which I am a member.

In selecting a safety subject which I hoped would be worthy of your attention
I was mindful of the reeent tragic accident in which an Arlington child was en-
trapped and suffocated in an idle dishwasher. While this is the first instance, I
have noticed, of a child’s being fatally involved in an accident in a dishwasher,
it brings into focus the growing number of children being suffocated annually in
ifdlle household refrigerators and freezers. The year 1964 had the highest num-
ber of deaths ever recorded in one year—with nine occurring over one summer’'s
week-end. 1 therefore thought I would briefly review developments in this long
standing hazard to playing children over the past decade. That these useful and
convenient modern appliances are a menace to children nnder some circumstances
is regrettable—but facts are facts.

Perhaps a good point at which to start may be the year of my retirement from
active military service—1953.

About this time public concern was very high over these distressing child-deaths
as evidenced by the fact that bills were introduced by the Honorable Michael J.
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Mansfield of Montana, and the Honorable John D. Sparkman of Alabama in the
Senate, and by the Honorable Kenneth A. Roberts of Alabama in the House.
Bach of these bills required that future manufacture of refrigerators provide
doors that could be easily pushed open from the inside. Between the years of
1954 and 1956 three hearings were held. Each hearing was quite similar in sub-
stance with the other.

The industry representatives deplored the fact that their products presented
a menace to children, and gave assurances that with more time they could come
up with a solution without the enactment of legislation. Much discussion was
devoted to gasket pressures that could be tolerated and conceivably could be
overcome by the efforts of an entrapped child—and yet maintain a low tempera-
ture that would protect food from spoilage.

It was at a hearing in 1956 before the House Committee on Health and Safety
that I was invited to testify, as I have been at each subsequent hearing on this
subject, including that considering legislation for the establishment of National
Accident Prevention Center. [ had become vitally interested in this safety prob-
lem in my retirement, and had held some encouraging discussions with the
Bureau of Standards in which I was urged to give my views to the congressional
committee soon to hold hearings. At these hearings I proposed that the prospect
for the perfection of a “fool-proof” safety device to be activated by the efforts of
an entrapped child was extremely pessimistic. T held this was not due to lack
of technical talent in American industry, but entirely to the uncertainty of what
a eaptured child would—or would not—do in this situation, I urge that the
search be expanded to seek some simple and standard means to be incorporated
in future manufacture whereby an owner conld ventile a box at any time it was
out of service and exposed to possible entry by playing children. I cited a re-
movable “port-hole” in the door as one possibility.

It was at this hearing that plans were disclosed to conduet tests with live chil-
dren to observe their reactions to escape devices.

It was also at these hearings that the patience of the committee seemed to be
overtaxed. The Chairman, near the end of the session, said, “It is the general
feelinT that the industry is dragging its feet on this proposition.” * * * * unless
something shows up in the very near future we are going to be put in the posi-
tion of trying to get this legislation enacted, and I think you are going to be
surprised at the popularity of this bill with the membership of the House. The
Bill was enacted into Public Law 930, on August 2, 1956—about sixty days later,

This is the law which provides the magnetic door closures on all late model
refrigerators with which I am sure you are familiar.

It may be interesting to note a more recent congressional committee reaction
to industry’s safety performance as expressed by the Honorable Abraham Ribi-
coff, Chairman of the Senate Committee considering automobile safety last
March. Senator Ribicoff said (quote) “Yet I felt, and I still feel, that the great
American industry, which is the backbone of the whole American industrial
complex, has been dragging its feet in the field of safety featnres’” (end of quote).

In announcing a new book last week, titled “Unsafe at Any Speed”, by Ralph
Nader. an attorney who helped do the background work for the hearing conduected
by Senator Ribicoff, the Washington Post said (quote) “A blistering attack on the
auto industry and the traffic safety organizations for foot dragging on auto
safety devices, Nader says the National Safety Conneil, which compiles traffic
safety statistics, is industry-dominated, and conducts no safety research. Its
message is that only Federal regmnlation can make automobiles as safe as they
should be.” (end quote). It might be recalled that antomobile manufacturers
are also large producers of refrigerators. and that the National Safety Couneil
has long been the “fountainhead” for public safety advice operating under a
charter from the Congress.

Recently a large refrigerator manufacturer introduced a number of new
models on the market which feature a wide assortment of “pop” art on the
doors.  One of these models makes the hox resemble an ontdoor telephone booth
we now see on corners, roadsides, ete. which nictured young people piled high
inside—one upon the other. This seemed like the anties of some college students
a few years back. Many people were shocked at this model in view of the con-
cern the industry had elaimed in behalf of child safety. The General Federa-
tion of Women's Clubs, and the American Academy of Pediatrics vigorously
protested the introduction of this model into homes as an invitation to children
to imitate and risk entrapment and suffocation. They both weere politely told
by the manufacturer that the model wonld remain on the market. 1 cannot
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imagine a more respected and reliable authority on child behavior and the danger
in this design to children than the mothers of the General Federation of Women’s
Clubs, and the physicians comprising the American Academy of Pediatrics.

This all adds up, I think, to a reasonable doubt that the refrigerator hazard, or
any other vital public safety problem requiring refined coordination and creative
safety research, will be completely met by corporate management and the present
national safety structure,

More and more it appears that something akin to a National Accident Preven-
tion Center is needed that wonld conduet safety research and “clearinghouse’”
performance on # national industry-wide basis. Such a center has been proposed
in the Congress and iz frequently mentioned as a solution. 'T'wo hearings have
been held on such a proposal by the House Committee on Health and Safety.

In 1957 as promised, the National Bureau of Standards and the National Elec-
trical Manufacturers Association jointly condueted tests in which live children,
volunteered by their parents, were used as subjects. These tests were designed
to observe the escape efforts of children under simulated entrapment. My
granddaughter, then 3 years old, was one of the subjects. She did not push her
way out. She is now 12 and it is my hope she will not have children of her
owi to care for, before this problem is satisfactorily met. These tests were very
skillfully conducted, producing no emotional disturbance to the children, and
reflected an accurate pieture of what a child would—or would not—do under
actual entrapment.

I think the reports of the tests received rather shallow publicity on a national
basis. Mr. Nate Haseltine, the distinguished writér on health and safety for the
Washington Post, in a very comprehensive analysis, said “The resulis were
somtimes ominous. Many of the 2-year old children made no escape attempt at
all: they showed far less fear—or apprehension—than the 4 and 5-year olds.
They would have surely suffocated had the ‘plaything’ been a real refrigerator.”

The Washington Star said, editorially, “A test of 201 children between 2 and
5 years of age, designed to study the reaction of a youngster trapped in a
refrigerator has produced findings which do not make pleasant reading—only 97
of the 201 children tested were able to release themselves."”

Nothwithstanding the fact that the industry, through the National Electrical
Manufacturers, was collaborating and sharing costs of these tests, some manu-
facturers embarked on national advertising programs eclaiming extravagant
“child-safety” benefits in push-open doors. The Federal Trade Commission in-
duced the discontinuance of this advertising.

Another test, with 201 live children, was made in 1962—to test whether a
luminous marker inside the refrigerator would improve the escape rate.

It did not.

For many years public safety guidance on this and other public safety hazards,
has emanated from the National Safety Council in Chicago. This hazard was:
treated by the Council with great emphasis on discarded boxes in a guide (copy-
right 1954), titled “Hazards of Discarded Iceboxes”. This guide recommended
that doors, locking hardware and gaskets, be removed, or holes bored in the
cabinets with an electric drill. That a temporarily idle box be turned faced
against a convenient wall. Although press reports for many years showed that
many children were being suffocated in idle, but serviceable boxes, that were in
no sense discarded, and child behavior studies showed underdependability in
safety protection from “push-open” doors, this advice remained unchanged until
1963.

It remained for a lesser known agency to supply the first “breakthrough”. In
1963, the Federal Safety Council in the Department of Labor, published a re-
frigerator safety guide for use of government departments, many of which oper-
ated public housing for employees and their families. This guide elearly indi-
cated the danger to exist in any idle unit, whether having positive locking
mechanisms, or “push-open” doors, and advocated several novel safeguards for
each. Later, the U.8. Public Health Service in the Department of Health, Edu-
cation and Welfare, published a similar gunide in which some additional impro-
vised safegnards were added—but all baving the same methods to prevent child
entrapment—either to secure the doors tightly closed or slightly ajar to admit
veutilation to the inside of the cabinet. It was my privilege to serve in a con-
sulting capacity in the preparation of both of these official safety guides.

While these improvised safeguards are the best found after a decade of
search, and must be depended wupon for child protection in the case of a rather
constant national inventory of 80 to 90 million units of present design in use,
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they are still cumbersome for a housewife or an owner to employ. It is very
doubtful if they should stand as the ultimate in child protection in this hazard.
The General Federation of Women's Clubs stated at the last congressional hear-
ing in 1963 that the “General Federation of Women's Clubs applauds the im-
proved protection that may be afforded by the standards under Public Law 930,
but feels that the child behavior studies of 1957 and again in 1963, indicate
more improvement should be sought in future manufacture.”

Congressman Broyhill, who has taken many outstanding and positive actions
to improve child protection has had a bill before the House Committee on
Health and Safety for quite some time. His bill would amend PL 930 by
requiring further safety improvement through design in future manufacture.
This bill has been endorsed by the American Academy of Pediatrics, the General
Federation of Women's Clubs, the Veterans of Foreign Wars, the Arlington
Safety Council, and other safety organizations, Congressman Broyhill is
presently considering extending the provisions of his bill to include air-tight
dishwashers. I mention these facts in event you may wish to evaluate the
effort at correction through amending existing national legislation.

In 1954 a Virginia law was enacted which generally required that doors be re-
moved from air-tight cabinets under some circmustances. The Arlington Safety
Council recently passed a resolution asking the Arlington delegation to cause a
review to be made of this law in the light of developments since its enactment.

I believe that the last eleven years of concerned public attention to this
preventable childhood hazard has produced these results :

(a) That the standard safety devices under a public law afford less than
50% of the child protection hoped for in its enactment.

(b) That cumbersome and difficult improvised safegnards must be employed to
protect children in all presently designed models.

(¢) That the best hope for improvement lies in inducing the industry to build
into future design and manufacture one simple manual safeguard that would
replace these numerous improvisations.

{(d) That the long delay in partial improvement in the child-refrigerator
problem, and now the general dissatisfaction with antomobile safety, strongly
suggests a need to review the adequacy of our overall national safety structure.

This concludes my remarks and if there are any questions I shall be happy
to try to answer them.

(Whereupon, at 11:35 a.m., the subcommittee was ad journed, subject
to call.)

(@)
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