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ANIMAL DRUG AMENDMENTS OF 1965

MONDAY, JUNE 13, 1966

House oF REPRESENTATIVES,
Suscommrrree oN Pustic Heauri ANp WELFARE
OF THE COMMITTEE ON INTERSTATE AND FoREIGN COMMERCE,
Washington, D.C.

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

Mr. Jarman. The subcommittee will please be in order.

The hearings today are on H.R. 7655, introduced by our colleague
on the committee, Mr. O'Brien, and four identical bills: H.R. 7815 b
our colleague on the committee, Mr. Rogers of Florida; H.R. 9542 by
our colleague on the committee, Mr. Nelsen; H.R. 7797 by Mr. Hull;
and H.R. 8377 by Mr. Watts.

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

In addition, if the feed contains an antibiotic, the manufacturer must
comply with the provisions of section 507 of the Food and Drug Act.

These provisions of law were initially designed from the point of
view of their applicability to drugs, antibiotics, and food additives
primarily for use by humans.

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

There have been a number of recent developments in the administra-
tion of the Food and Drug Act in this area, including the establishment
of a separate bureau to deal with this area under Dr. Clarkson. It is
hoped that this legislation will assist the Food and Drug Administra-
tion in some simplification of procedures so as to enable that agency to
act as promptly.

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

(The bill, H.R. 7655, and agency reports thereon, follow :)

[H.R. 7655, 89th Cong., 1st sess.]

A BILL To protect the public health by amending the Federal Food, Drug, and Cosmetie
Act to consolidate certain provislons assuring the safety and effectiveness of new animal
drugs, and for other purposes

Be it enacted by the Senate and House of Representatives of the United States
of America in Congress assembled, That this Act may be cited as the “Animal
Drug Amendments of 1965,

: |




ANIMAL DRUG AMENDMENTS OF 1965

NEW ANIMAL DRUGS

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

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

“NEW ANIMAL DRUGS

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

“{A) There ig in effect an approval of an application filed pursuant to
subsection (b) of this section with respect to such drug by the manufacturer,
packer, or distributor of such drug or of any of its drug components, or
the manufacturer, packer, or distributor of the animal feed bearing or
containing such drug,

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

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

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

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

“(B) there is in effect an approval of an application filed by its manu-
facturer, packer, or distributor pursuant to subsection (m) (1) of this gection
with respect to such animal feed, and

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

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

“(b) Any person specified in subsection (a) (1) may file with the Secretary an
application with respect to any intended use or uses of a new animal drug. Such
person shall submit to the Secretary as a part of the application (1) full reports
of investigations which have been made to show whether or not such drug is
safe and effective for use; (2) a full list of the articles used as components of
such drug: (3) a full statement of the composition of such drug; (4) a full
description of the methods used in, and the facilities and controls used for, the
manufacture, processing, and packing of such drug, or in the case of such a drug
which consists of two or more drug components and which is intended for nse in
animal feed, a description of the methods, facilities, and controls used in the
preparation of each new drug component of such drug: (5) such samples of such
drug and of the articles used as components thereof as the Secretary may require ;
(6) specimens of the labeling proposed to be used for such drug, or in case such
drug is intended for use in animal feed, proposed labeling appropriate for such
use, and specimens of the labeling for the drug to be manufactured, packed, or
distributed by the applicant; (7) a deseription of practicable methods for deter-
mining the quantity, if any, of such drug in or on food, and any substance formed
in or on food, because of its use; and (8) the proposed tolerance or withdrawal
period for such drug if any tolerance or withdrawal period is required in order to
assure that the proposed use of such drug will be safe.

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

“(d)(1) If the Secretary finds, after due notice to the applicant in accordance
with subsection (¢) and giving him an opportunity for a hearing, in accordance
with said subsection, that—

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

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

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

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

“(E) evaluated on the basis of the information submitted to him as part
of the application and any other information before him with respect to
such drug, there is a lack of substantial evidence that the drug will have
the effeet it purports or is represented to have under the conditions of use
prescribed, recommended, or suggested in the proposed labeling thereof ;

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

“(G) based on a fair evaluation of all material facts, such labeling is
false or misleading in any particular; or

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

he shall issue an order refusing to approve the application, If, after such notice
and opportunity for hearing, the Secretary finds that subparagraphs (A) through
(H) do not apply, he shall issue an order approving the application.

“{2) In determining whether such drug is safe for use under the conditions
prescribed, recommended, or suggested in the proposed labeling thereof, the
Secretary shall consider, among other relevant factors hereinbefore set forth,
(A) the probable consumption of such drug and of any substance formed in or on
food because of the use of such drug, (B) the cumulative effect on man or
animal of such drug, taking into account any chemically or pharmacologically
related substance, (C) safety factors which in the opinion of experts, qualified
by scientific training and experience to evaluate the safety of such drugs, are
generally recognized as appropriate for the use of animal experimentation data,
and (D) whether the conditions of use prescribed, recommended, or suggested
in the proposed labeling are reasonably certain to be followed in practice. Any
order issned under this subsection refusing to approve an application shall state
the findings upon which it is based.
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“(3) As used in this subsection and subsection (e), the term ‘substantial
evidence' means evidence consisting of adequate and well-controlled investiga-
tions, including field investigation, by experts qualified by scientifie training and
experience to evaluate the effectiveness of the drug involved, on the basis of
which it could fairly and responsibly be concluded by such experts that the drug
will have the effect it purports or is represented to have under the conditions of
use prescribed, recommended, or suggested in the labeling or proposed labeling
thereof.

“(e) (1) The Secretary shall, after due notice and opportunity for hearing to
the applicant, issue an order withdrawing approval of an application filed pur-
suant to subsection (b) with respect to any new animal drug if the Secretary
finds—

“(A) that experience or scientific data show that such drug is unsafe for
use under the conditions of use upon the basis of which the application was
approved ;

“(B) that new evidence not contained in such application or not available
to the Secretary until after such application was approved, or tests by new
methods, or tests by methods not deemed reasonably applicable when such
application was approved, evaluated together with the evidence available to
the Secretary when the application was approved, shows that such drug is
not shown to be safe for use under the conditions of use upon the basis of
which the application was approved or that subparagraph (H) of paragraph
(1) of subsection (d) applies to such drug;

“(C) on the basis of new information before him with respect to such
drug, evaluated together with the evidence available to him when the appli-
cation was approved, that there is a lack of substantial evidence that such
drug will have the effect it purports or is represented to have under the
conditions of use preseribed, recommended, or suggested in the labeling
thereof; or

“(D) that the application contains any untrue statement of a material
fact; or

“(E) that the applicant has made any significant changes from the stand-
point of safety or effectiveness beyond the variations provided for in the
application (unless the article is no longer a new animal drug) unless he has
supplemented the application by filing with the Secretary adequate informa-
tion respecting all such changes and unless there is in effect an approval of
the supplemental application. The supplemental application shall be treated
in the same manner as the original application.

If the Secretary (or in his absence the officer acting as Secretary) finds that
there is an imminent hazard to the health of man or of the animals for which
such drug is intended, he may suspend the approval of such application immedi-
ately, and give the applicant prompt notice of his action and afford the applicant
the opportunity for an expedited hearing under this section: but the authority
conferred by this sentence to suspend the approval of an application shall not be
delegated.

“(2) The Secretary may also, after due notice and opportunity for hearing
to the applicant, issue an order withdrawing the approval of an application with
respect to any new animal drug under this section if the Secretary finds—

“(A) that the applicant has failed to establish a system for maintaining
required records, or has repeatedly or deliberately failed to maintain such
records or to make required reports in accordance with a regulation or order
under subsection (1), or the applicant has refused to permit access to, or
copying or verification of, such records as required by paragraph (2) of
such subsection ;

“(B) that on the basis of new information before him, evaluated together
with the evidence before him when the application was approved, the
methods used in, or the facilities and controls used for, the manufacture,
processing, and packing of such drug are inadequate to assure and preserve
its identity, strength, quality, and purity and were not made adequate within
a reasonable time after receipt of written notice from the Seeretary specify-
ing the matter complained of ; or

“(C) that on the basis of new information before him, evaluated together
with the evidence before him when the application was approved, the label-
ing of such drug, based on a fair evaluation of all material facts, is false or
misleading in any particular and was not correeted within a reasonable time
after receipt of written notice from the Secretary specifying the matter com-
plained of.
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“(3) Any order under this subsection shall state the findings upon which it is
based.

“(f) Whenever the Secretary finds that the facts so require, he shall revoke
any previous order under subsection (d), (e), or (m) refusing, withdrawing, or
suspending approval of an applieation and shall approve such application or
reinstate such approval, as may be appropriate,

“(g) Orders of the Secretary issned under this section (other than orders
issning, amending, or repealing regulations) shall be served (1) in person by
any officer or employee of the department designated by the Secretary or (2) by
mailing the order by registered mail or by certified mail addressed to the ap-
plicant or respondent at his last known address in the records of the Secretary.

“(h) An appeal may be taken by the applicant from an order of the Secretary
refusing or withdrawing approval of an application filed under subsection (b)
or (m) of this section. The provisions of subsection (h) of section 505 of this
Act shall govern any such appeal,

“(1) When a new animal drug application filed pursuant to subsection (b) is
approved, the Secretary shall publish in the Federal Register the name and ad-
dress of the applicant and the indications for use of the new animal drug covered
by such application, including any tolerance and withdrawal period, and, if such
new animal drug is intended for use in animal feed, appropriate purposes and
conditions of use (including special labeling requirements) applicable to any
animal feed for use in which such drug is approved, and such other information
upon the basis of which such application was approved, as the Secretary deems
necessary to assure the safe and effective use of such drug.

“(j) To the extent consistent with the public health, the Secretary shall
promulgate regulations for exempting from the operation of this section new
animal drugs, and animal feeds bearing or containing new animal drugs, in-
tended solely for investigational use by experts qualified by scientific training
and experience to investigate the safety and effectiveness of animal drugs.
Such regulations may, in the discretion of the Secretary, among other conditions
relating to the protection of the public health, provide for conditioning such
exemption upon the establishment and maintenance of such records, and the
making of such reports to the Secretary, by the manufacturer or the sponsor
of the investigation of such article, of data (including but not limited to analyti-
cal reports by investigators) obtained as a result of such investigational use
of such article, as the Secretary finds will enable him to evaluate the safety
and effectiveness of such article in the event of the filing of an application
pursuant to this section. Such regulations, among other things, shall set forth
the conditions (if any) upon which animals treated with such articles, and
any products of such animals (before or after slaughter) may be marketed for
food use,

“(k) While approval of an application for a new animal drug is effective,
a food shall not, by reason of bearing or containing such drug or any sub-
stance formed in or on the food because of its use in aceordance with such
application (including the conditions of use prescribed pursuant to subsection
;i}}. be considered adulterated within the meaning of clause (1) of section

02(a).

“(1) (1) In the case of any new animal drug for which an approval of an
application filed pursuant to subsection (b) is in effect, the applicant shall
establish and maintain such records, and make such reports to the Secretary,
of data relating to experience and other data or information, received or other-
wise obtained by such applicant with respect to such drug, or with respect to
animal feeds bearing or containing such drug, as the Secretary may by general
regulation, or by order with respect to such application, preseribe on the basis
of a finding that such records and reports are necessary in order to enable the
Secretary to determine, or facilitate a determination, whether there is or may
be ground for invoking subsection (e) or subsection (m)(4) of this section.
Sueh regulation or order shall provide, where the Secretary deems it to be appro-
priate, for the examination, upon request, by the persons to whom such regula-
tion or order is applicable, of similar information received or otherwise obtained
by the Secretary.

“(2) BEvery person reqnired nunder this subseetion to maintain records, and
every person in charge or custody thereof, shall, upon request of an officer or
employee designated by the Secretary, permit such officer or employee at all
reasonable times to have access to and copy and verify such records.

65-271—66——2
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“(m) (1) Any person specified in subsection (a)(2) may file with the Secre-
tary an application with respect to any intended use or nses of an animal feed
bearing or containing a new animal drug. Such person shall submit to the Seecre-
tary as part of the application (A) a full statement of the composition of such
animal feed, (B) a full description of the methods used in, and the facilities and
controls used for, the manufacture, processing, and packing of such animal feed,
(C) specimens of the labeling proposed to be used for such animal feed, and (D)
if s0 requested by the Secretary, samples of such animal feed or components
thereof.

“(2) Within ninety days after the filing of an application pursuant to sub-
section (m) (1), or such additional period as may be agreed upon by the Secretary
and the applicant, the Secretary shall either (A) issue an order approving the
application if he then finds that none of the grounds for denying approval
specified in paragraph (3) applies, or (B) give the applieant notice of an oppor-
tunity for a hearing before the Secretary under paragraph (3) on the question
whether such application is approvable. The procedure governing such a hearing
shall be the procedure set forth in the last two sentences of subsection (e).

“(3) If the Secretary finds, after due notice to the applicant in accordance with
paragraph (2) and giving him an opportunity for a hearing in accordance with
said subsection, that—

“(A) upon the basis of information submitted to him as part of the
application, or upon the basis of any other information before him with
respect to such animal feed, the purposes and conditions of use prescribed,
recommended, or suggested in the labeling of such animal feed do not econ-
form to the applicable purposes and conditions of use (including warnings)
published pursuant to subsection (i) or such labeling omits or fail to conform
to other applicable information published pursuant to subsection (i):

“(B) the methods used in, and the facilities and controls used for, the
manufacture, processing, and packing of such animal feed are inadequate
to preserve the identity, strength, quality, and purity of the new animal
drug therein ; or

“(C) based on a fair evaluation of all material facts, such labeling is
false or misleading in any partienlar :

he shall issue an order refusing to approve the application. If, after such notice
and opportunity for hearing, the Secretary finds that subparagraphs (A) through
(€) do not apply, he shall issue an order approving the applieation.

“(4) (A) The Secretary shall, after due notice and opportunity for hearing
to the applicant, issue an order withdrawing approval of an application with
respect to any animal feed under this subsection if the Secretary finds—

“(i) that one or more of the grounds set forth in subsection (e) requires
the withdrawal of the approval of the application filed pursuant to subseection
(b), on the basis of which approval the approval of such application filed
pursuant to paragraph (1) was granted :

“(ii) that the application contains any unfrue statement of a material
fact ; or

“(iii) that the applicant has made any significant changes from the
standpoint of safety or effectiveness beyond the variations provided for in
the applieation (unless the animal feed no longer bears or contains a new
animal drug) unless he has supplemented the application by filing with
the Secretary adequate information respecting all such changes and unless
there is in effect an approval of the supplemental application. The sup-
plemental application shall be treated in the same manner as the original
application.

If the Secretary (or in his absence the officer acting as Secretary) finds that
there is an imminent hazard to the health of man or of the animals for which
such animal feed is intended, he may suspend the approval of such application
immediately, and give the applicant prompt notice of his action and afford the
applicant the opportunity for an expedited hearing under this subsection; but
the authority conferred by this sentence shall not be delegated,

“(B) The Secretary may also, after due notice and opportunity for hearing
to the applicant, issue an order withdrawing the approval of an application
with respect to any animal feed under this subsection if the Seeretary finds—

“(i) that the applicant has failed to establish a system for maintaining
required records, or has repeatedly or deliberately failed to maintain such
records or to make required reports in accordance with a regulation or order
under paragraph (5) (A) of this subsection, or the applicant has refused to
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permit access to, or copying or verification of, such records as required by
subparagraph (B) of such paragraph ;

“(ii) that on the basis of new information before him, evaluated to-
gether with the evidence before him when such application was approved,
the methods used in, or the facilities and controls used for, the manufac-
ture, processing, and packing of such animal feed are inadegnate to assure
and preserve the identity, strength, quality, and purity of the new animal
drug therein, and were not made adequate within a reasonable time after
receipt of written notice from the Secretary, specifying the matter com-
plained of ; or

“(iil) that on the basis of new information before him, evaluated to-
gether with the evidence before him when the application was approved, the
labeling of such animal feed, based on a fair evaluation of all material
facts, is false or misleading in any particular and was not corrected within
a reasonable time after receipt of written notice from the Secretary specify-
ing the matter complained of.

“(C) Any order under paragraph (4) of this subsection shall state the findings
upon which it is based.

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

“(A) the applicant shall establish and maintain such records, and make
such reports to the Secretary, or (at the option of the Secretary) to the
appropriate person or persons holding an approved application filed under
subsection (b), as the Secretary may by general regulation, or by order with
respect to such application, prescribe on the basis of a finding that such
records and reports are necessary in order to enable the Secretary to de-
termine, or facilitate a determination, whether there is or many be ground
for invoking subsection (e) or paragraph (4) of this subsection.

“(B) every person required under this subsection to maintain records,
and every person in charge or custody thereof, shall, upon request of an officer
or employee designated by the Secretary, permit such officer or employee at
all reasonable times to have access to and copy and verify such records,

“(n)(1) The Secretary, pursuant to regulations promulgated by him, shall
provide for the certification of batches of a new animal drug composed wholly or
partly of any kind of penicillin, streptomycin, chlortetracycline, chlorampheniecol,
or bacitracin, or any derivative thereof, except for any such drug intended for
use in animal feed. A batch of any such drug shall be certified if an approval of
an application filed pursuant to subsection (b) is effective with respect to such
drug and such drug has the characteristics of identity and such batch has the
characteristics of strength, quality, and purity upon the basis of which the
application was approved, but shall not otherwise be certified. Prior to the effec-
tive date of such regulations the Secretary, in lien of certification, shall issue a
release for any batch which, in his judgment, may be released without risk as to
the safety and efficacy of its use. Such release shall prescribe the date of its
expiration and other conditions under which it shall cease to be effective as to
such batch and as to portions thereof.

“(2) Regulations providing for such certifications shall contain such provisions
as are necessary to carry out the purposes of this subsection, including provisions
preseribing—

“(A) tests and methods of assay to determine compliance with applicable
standards of identity and of strength, quality, and purity ;

“(B) effective period for certificates, and other conditions under which
they shall cease to be effective as to certified batches and as to portions
thereof ;

“(() administration and proeedure ; and

“(D) such fees, specified in such regulations, as are necessary to provide,
equip, and maintain an adequate certification service.

Such regulations shall prescribe only such tests and methods of assay as will
provide for certification or rejection within the shortest time consistent with the
purposes of this subsection.

“(3) Whenever, in the judgment of the Secretary, the requirements of this
subsection with respect to any drug or class of drugs are not necessary to insure
that such drug conforms to the standards of identity, strength, quality, and
purity applicable thereto under paragraph (1) of this subsection, the Secretary
shall promulgate regulations exempting such drug or class of drugs from such
requirements. The provisions of subsection (c¢) of section 507 of this Act (other
than the first sentence thereof) shall apply under this paragraph.




8 ANIMAL DRUG AMENDMENTS OF 1965

“(4) The Secretary shall promulgate regulations exempting from any require-
ment of this subsection—

“(A) drugs which are to be stored, processed, labeled. or repacked at
establishments other than those where manufactured, on condition that such
drugs comply with all such requirements upon removal from such establish-
ments ; and

“(B) drugs which conform to applicable standards of identity, strength,
quality, and purity preseribed pursuant to this subsection and are intended
for use in manufacturing other drugs.

“(5) The procedure for the issnance, amendment, or repeal of any regulation
contemplated by this subsection shall be in accordance with subsection (f) of
section 507 of this Act.

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

DEFINITIONS

Sec. 102. Section 201 of the Federal Food, Drug, and Cosmetic Act, as
amended, is amended by—

(a) inserting “(except a new animal drug or an animal feed bearing or
containing a new animal drug)” after “Any druog” in subparagraph (1) of
paragraph (p) :

(b) inserting “(except a new animal drug or an animal feed bearing or
containing a new animal drug)" after “Any drug” in subparagraph (2) of
paragraph (p) ;

(¢) striking out the period at the end of subparagraph (4) of paragraph
(s) and inserting in lien thereof “; or”, and by adding a new subparagraph
(5) to read as follows : “(5) a new animal drug,” ;

(1) inserting “ 511, after “409” in paragraph (u) ; and

(e) adding at the end of such section the following new paragraphs:

“(v) The term ‘new animal drug’ means any drug intended for use for
animals other than man, including any drug intended for use in animal feed, but
not including snch animal feed—

“(1) the composition of which is such that such drug is not generally
recognized, among experts qualified by scientific training and experience to
evaluate the safety and effectiveness of animal drugs, as safe and effective
for use under the conditions prescribed, recommended, or suggested in the
labeling thereof ; except that such a drug not so recognized shall not he
deemed to be a ‘new animal drug’ if at any time prior to June 25, 1938, it
was subject to the Food and Drug Act of June 30, 1908, as amended, and if
at such time its labeling contained the same representations concerning
the conditions of its use: or

“(2) the composition of which is such that such drug, as a result of in-
vestigations to determine its safety and effectiveness for use under such
conditions, has become so recognized but which has not, otherwise than in
such investigations, been used to a material extent «r for a material time
under such conditions.

“(w) The term ‘animal feed', as used in paragraph (v) of this section,
in section 511, and in provisions of this Act referring to such paragraph or
section, means an article which is intended for use for food for animals
other than man and which is intended for use as a substantial source of
nutrients in the diet of the animal, and is not limited to a mixture intended
to be the sole ration of the animal.”

PROHIBITED ACTS AND PENALTIES

Sec. 103. Section 301 of the Federal Food, Drug, and Cosmetic Aect, as
amended, is amended by—
(1) striking out “or” before “507," and inserting “ or 511 (i, (1), or
(m)” after “507 (d) or (g)"” in paragraph (e), and
(2) adding “511,” after *507," in paragraph (j).
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ANIMAL DRUGS IN FEEDS

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

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

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

ANTIBIOTIC DRUGS FOR ANIMALS

Sec, 105. (a) Section 502 of the Federal, Food, Drug, and Cosmetic Act, as
amended, is amended by inserting “(except a drug for use in animals other than

man) ' after “represented as a drug” in subsection (1).

(b) Section 507 of such Act is amended by inserting *(except drugs for use
in animals other than man)” after “drugs” in the first sentence of subsection (a).

ANIMAL DRUGS FOR EXPORT

Sec. 106. Section 801(d) of the Federal Food, Drug, and Cosmetic Act, as
amended, is amended by adding at the end thereof the following : “Nothing in this
subsection shall authorize the exportation of any new animal drug, or an
animal feed bearing or containing a new animal drug, which is unsafe within
the meaning of section 511 of this Act.”

EFFECTIVE DATE AND TEBANSITIONAL PROVISIONS

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

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

(2) An application filed, or considered under regulations to have been filed,
pursuant to section 505(b) of the basic Aect which, on the day immediately
preceding the effective date, was, or was deemed to be, an application “ap-
proved” under section 505 of that Act, or a new drug master file considered
approvable except for final printed labeling under section 505 of that Act, shall
as of the effective date, if such application for master file covered a new animal
drug, or an animal feed bearing or containing a new animal drug, be deemed,
upon notification to the Secretary by the holder of such application for master
file (which notification may be filed before the effective date) to be an appli-
cation “approved” with respect to such drug or animal feed by the Secretary
under the applicable provisions of section 511 of the basic Act as amended by
this Aet, but section 511(1) shall not apply to such drug or animal feed except
as provided in paragraph (3) of this subsection.

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

(B) If, on the day immediately preceding the effective date, an application
or master file covering a new animal drug, was an application approved, or
deemed to be approved, under section 505 or 507 of the basic Act but such drug
was then excluded from the term “food additive” by reason of clause (4) of
section 201(s) of the basic Act, and if, as of the effective date, such application
or master file is to be deemed, under other provisions of this section, an appli-
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cation approved under section 511 as added to that Act by this Act, the Secre-
tary shall, as soon as practicable, comply with the publication requirements of
subsection (i) of such section 511 with respect to such drug in the same manner
as though such application had been initially approved under such section.

(4) An approved initial request, including approved amendments thereto for
certification of a drug pursuant to section 507 of the basic Act, which was
covered by a regulation in effect on the date immediately preceding the effec-
tive date shall, if such application covers a new animal drug, be deemed, as of
the effective date, fo be an application “approved” by the Secretary under sec-
tion 511 of the basic Act as amended by this Act, but section 511(i) shall not
apply to such drug except as provided in paragraph (3) of this subsection.

(5) If, on the day immediately preceding the effective date. a new animal
drug, or an animal feed bearing or containing such a drug, was, with respect to
any particular use or intended use thereof, exempt from the requirement of
batch certification under section 507 of the basic Act by virtue of a regulation
then in effect pursuant to subsection (¢) of that section, the initial request for
such certification or exemption (with any subsequent amendments thereto)
filed pursuant to section 507 shall, upon notice by the holder of such exemption
to the Secretary, be deemed, as of the date of such notice, an application approved
under section 511 of the basic Act as amended by this Act with respect to such
use of such drug or animal feed. The Secretary shall, as soon as practicable,
comply with the publication requirements of subsection (i) of such section 511
with respect to such drug in the same manner as though such application had
been initially approved under such section,

(6) Any application or petition under section 409, 505 or 507 of the basic Act
which is pending on the effective date shall be deemed, if it covers a new animal
drug, or an animal feed bearing or containing a new animal drug, to be an ap-
plication pending under the applicable provisions of section 511 of the basic
Act as amended by this Aect, and the filing date under such section 511 shall be
deemed to be the date on which the petition or application was actually filed.

(7) In the case of any drug (other than a drug subject to section 511(m) of
the basic Act as amended by this Aet) intended for use in animals other than
man which, on October 9, 1962, (A) was commercially used or sold in the
United States, (B) was not a new drug as defined by section 201(p) of the basie
Act then in force, and (C) was not covered by an effective application under
section 505 of that Act, the words “effectiveness” and “effective” contained in
section 201(v) as added by this Act to the basic Act shall not apply to such
drug when intended =olely for use under conditions presceribed, recommended, or
suggested in labeling with respect to snch drug on that day.

(8) (A) If a drug with respect to which, by virtue of paragraph (4) of this
subsection, an approved initial request for batch certifieation pursnant to section
507 of the basic Aet is deemed, with respect to any particular use of such drug.
to be an application approved by the Secretary under section 511 of that Act and
if, with respect to such use, such drug is also subjeet to subsection (n) of section
511 on the effective date, the standards of identity and of strength. quality, and
purity applicable to such drug with respeet to sueh use under regnlations in force
pursuant to section 507 on the day preceding the effective date shall be deemed
to be the standards applicable thereto under section 511(n) beginning with the
effective date, unless and until such standards are changed by approval of a
supplemental application filed under section 511(bh) or, pending such filing
and approval, by amendment of such regulations by the Secretary, in which
event snch new standards shall apply.

(B) Subject to subparagraph (A) of this paragraph, regulations (including
exempting regulations) under section 507 of the basic Act that, on the day pre-
eeding the effective date, were applicable to a drug with respect to any use with
respect to which it is subject to section 511(n) on the effective date, shall, he-
ginning with the latter date, apply (with any applicable subsequent amendments)
to such drug with respect to such use as if issued under section 511 (n), unless and
until regulations specifically applicable thereto under seetion 511 (n) are in effect
except that references in such regulations to section 502(1) and to section 50T of
the hasic Act shall be deemed to refer to subparagraph (O) of subsection (a) (1),
and to subsection (n), respectively, of section 511.

(C) Regulations providing for fees (and advance deposits to cover fees) which
on the day preceding the effective date were in effect pursuant to section 507 of
the basic Act shall, except as the Secretary may otherwise preseribe, be deemed to
apply also under section 511(n) of the basie Act, and appropriations of fees (and




ANIMAL DRUG AMENDMENTS OF 1965 11

advance deposits) available for the purposes specified in such section 307 as in
effect prior to the effective date shall also be available for the purposes specified
in section 511 (n), including preparatory work or proceedings prior to the effective
date.

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

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
Washington, D.C., June 13, 1966.
Hon. HARLEY O, STAGGERS,
Chairman, Committee on Interstate and Forei gn Commerce,
House of Representatives, Washington, D.C.

DeAR Me. CoammAxy : This is in response to the request for a report on H.R.
7655, the proposed “Animal Drug Amendments of 1965”7 to the Federal Food,
Drug, and Cosmetic Act,

The bill would (1) establish a separate category of “new animal drugs” (a
term defined along the lines of the present “new-drug definition”) but limited to
drugs intended for use for animals; (2) exclude such drugs and medicated animal
feed containing such drugs from the present new-drug requirements of the Act,
from the food additive requirements of the Act with respect to food additives, and
from 'the section (§ 507) of the Act requiring batch-by-batch certification of anti-
bioties, and would replace these three types of requirements with a new set of
requirements for “new animal drugs” and medicated feeds containing the sub-
stantive equivalent of most of the above-mentioned provisions which the bill
would supersede, including batch-by-bateh certification for those veterinary anti-
biotics referred to in § 507 of the present Aect except those intended for use in
animal feed. (The bill also contains certain “transitional provisions” which are
referred to below in this report.)

The bill is the ountgrowth of H.R. 7247, 88th Congress, which we were con-
strained to oppose strongly in the form in which it was then introduced becanse
it would have reduced, rather than advanced, the protection afforded the public
under present law. Such protection is important not only with respect to the
animals themselves to which drugs are administered, whether “straight” or in
the form of medicated feed, but also to the ultimate eonsumer who eats the meat
of animals and the products of living animals such as milk, eggs, butter, and
cheese,

Since the hearings on the 88th Congress bill, staff of this Department have
cooperated with Committee staff and representatives of the Animal Health Insti-
tute in an effort to overcome, if possible, the deficiencies from the public health
standpoint which in our view were incorporated in the 88th Congress version.

The present bill, H.R. 7655, thus reflects considerable progress in the direction
of achieving a bill which would accomplish the purpose of consolidating the
requirements with respect to “new animal drugs” and feeds medicated with such
drugs in one comprehensive section of the Act without impairing the protection
to the publie afforded by present law, although as pointed out below we believe
that certain additional modifications are necessary to achieve that end.

To the extent that the bill is motivated by a desire for simplification and
expedition of procedure, it may not assist measurably to that end because of the
need for familiarizing staff and the industry and other interested segments of the
public with the new provisions. Transition from the old to the new might, for
a period, deter the processes of expedition and simplification of procedure in
the animal drug area in which the Food and Drug Administration has already
made substantial progress. No amount of consolidation, however, whether
accomplished by statute or administratively, would warrant the elimination of
any of the essential steps in scientific review of the safety data. If, for instance,
administration of a veterinary drug were likely to result in residues in food for
man, the application would have to be reviewed not only from the standpoint of
safety and effectiveness for the animal but also the safety of drug residues {or the
conversion products thereof) in food for human consumption.

We are, however, not prepared to object to favorable consideration of this hill,
if it is modified to contain the amendments that are suggested by us below, and
in the enclosure to this report, in the interest of public health protection and of
facilitating understanding and administration of the bill and of the transition
from the present to the new law. We are also including below our understanding
of the import of certain provisions of the bill.




12 ANIMAL DRUG AMENDMENTS OF 1965

1. Veterinary antibiotics. a. The Dbill would remove those veterinary anti-
biotics that are now subject to batch-by-batch certification under §507 and
§ 502(1) of the Act from the scope of those sections and would include such
antibioties in the proposed consolidated section for animal drugs only if they
come within the proposed definition of “new animal drug” in the bill (page 24, line
12, through page 25, line 9 ; and see page 2, lines 18-22, and page 20, line 21, through
page 23, line 17). We see no reason why veterinary antibiotics that, under
present law, are (in the absence of an exemption granted by the Secretary) subject
to batch-by-bateh certification without regard to whether they are so-called “new
drugs”, should hereafter be subject to such certification only if we can meet the
burden or bringing them within the definition of “new animal drug” which is
patterned after the present definition of “new drug”. The considerations calling
for batch-by-batch certification may exist in the case of particular drugs or
classes of drugs even if they are not, technically, “new drugs.” We therefore
recommend that the bill be amended as proposed in the enclosed staff memoran-
dum so as to bring it into line with present law in this respect.

b. In addition, the bill (page 20, line 25; page 21, line 1) would except
veterinary antibiotics from bateh-by-bateh certification when they are intended
for use in animal feed, even if such antibiotics come squarely within the definition
of “new animal drug”. To be sure, most of the antibiotics intended for use in
animal feed have been exempted by the Department from batch-by-bateh certifi-
cation under the discretionary authority of § 507 and we have no present intention
to withdraw these exemptions. It does not follow, however, that we should, by
an amendment to the law, be precluded from modying or even repealing the
present exemptions, as we are now authorized to do, if we should find that such a
step is needed in the interest of publie health protection. We therefore recom-
mend the deletion of this exempting clause from the bill.

2. Residue of veterinary drugs in food for humans. A major purpose in the
requirement of premarketing clearance of animal drugs is to make sure that
if the drug (and food containing it) is properly used no residue of the drug
will remain in the edible portions of the animal after slaughter or in any prod-
uct (such as milk or eggs) of the living animal, or that if such a residue results
it will be safe for the human beings who consume such food. This is especially
important because of the great potency of many of the veterinary drugs involved.
We should therefore like to make clear our understanding that in the event of
the appearance of a residue of the drug in food for humans the food would
be deemed adulterated, and hence subject to seizure and condemnation, unless
such residue were in conformity with the approved application. In order to
make explicit in the bill our understanding that this applies also to residues of
conversion products of the drug in food, the enclosed staff memorandum proposes
an amendment to that effect,

3. Assurance that drug manufacturer will ship only to feed manufacturer
holding an approved application for use of the drug. Under the provisions of
present law as implemented by established procedure a manufacturer of a new
drug for use in medicated feed is not authorized to ship the drug to the manu-
facturer of a medicated feed unless the latter is an applicant holding an ap-
proved new-drug application for use of that drug by that applicant in making
medicated feed. The bill does not contain an equivalent safeguard. We believe
that the manufacturer of potent animal drugs for use in feed should have the
responsibility of assuring himself that such drugs will be shipped only to those
authorized to use them. We therefore recommend that § 511(a) (1) of the bill
be amended to that effect. The staff memorandum enclosed herewith contains
draft language to accomplish this,

4. Data to be submitted by manufacturer of medicated feed, and conditions
of approval of his application. The proposed new animal-drug section (§ 511)
of the Act contained in H.R. 7655 contemplates that a manufacturer of medi-
cated feed containing a “new animal drug” must submit an application to the
Secretary for that purpose, and that in the manufacture of such feed, affer
approval of the application, a new animal drug may be used only if there is
also in effect an approval by the Secretary of the drug itself with respect to
that particular kind of use, judged from the point of view of its safety and
effectiveness for that use, In order that feed manufacturers desiring to make
medicated feed may have all the information in relation to the approved drug
and its suppliers that they require, subsection (i) of section 511 provides that,
upon approval of the drug maker's application, the Secretary shall publish in
the Federal Register the drug maker's name and address, appropriate purposes
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and conditions of use (including special labeling requirements) applicable to
any animal feed for which the drug is authorized to be used, and such other
information as the Secretary deems necessary to assure the safe and effective
use of the drug. (This published material would be a regulation analogous to
those published under the Food Additives Amendment.) We recommend that
subsection (m), stating what the feed manufacturer's application must con-
tain, be amended so as to require the feed manufacturer to refer to the par-
ticular regulation or regulations under subsection (i) on which he relies as a
basis for his application under subsection (m). If a number of drug manu-
facturers had received approval for use of the same drug in feed, this would
be reflected in the regulations published under subsection (i), and the feed
manufacturer, having referred to such regulations in his application, would
upon approval of that applieation be authorized to obtain his drug from any
of the suppliers listed for such drug in the regulations to which his applica-
tion refers. .

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

5. Effect of withdrawal of approval of a drug on the right to continue to use
the drug in feed. The bill (page 17, lines 18 through 22) provides that the Sec-
retary, after notice and opportunity for hearing to the feed manufacturer who
holds an approved application for making medicated animal feed containing
a ‘new animal drug”, shall withdraw approval of that application if he finds
“that one or more of the grounds exist for withdrawal of the approval of the
new-animal-drug application on the basis of which approval the feed manu-
facturer’s application for making the feed was approved.” This provision raises
several problems. In the first place, it overlooks the above-mentioned possi-
bility that there might be two or more approved drug applications for use of
the drug involved in the feed, so that the withdrawal of approval from one drug
manufacturer should not foreclose the feed manufacturer from relying on another
approved source of supply listed in a regulation under subsection (i) identified
in his application. Secondly, inherent in this provision of the bill is the possi-
bility of separate contested proceedings for withdrawal of approval of a drug
manufacturer's application and of a feed manufacturer’s application on the same
factual issue, i.e., whether a statutory ground for withdrawal of approval of
the drug manufacturer’s application exists,

We therefore urge that the bill be changed to provide that the listing of a drug
manufacturer under subsection (i) with respect to the use of a particular drug in
feed be canceled (or suspended) upon withdrawal of approval (or suspension) of
the underlying new-animal-drug application, and that approval of a feed manu-
facturers’ application be automatically withdrawn (or suspended) insofar as
that approval is based on use of the drug involved made by that drug manu-
facturer.

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

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

7. Transitional provisions. Section 107 of the bill (pages 27-33) contains
extensive transitional provisions which would govern animal drugs and medicated
animal feeds that are already on the market in compliance with now existing
law or with respect to which action has been taken or initiated prior to the gen-
erally applicable deferred effective date of the hill, i.e., prior to the first day of
the seventh ealendar month which beging after the date of enactment. These
provisions—in addition to being subject, we are advised by staff, to certain sub-
stantive objections—are highly complex, would require extensive paperwork
by the Department, would be difficult to explain to the affected publie, and would
tend to disrupt current drug and feed clearance procedure by preempting to an
inordinate extent the time of our scientific and administrative personnel in carry-
ing out these transitional provisions. We believe that the simplified and flexible
transitional provisions suggested in the enclosed staff memorandum as a substi-
tute for § 107 of the bill would be in the interest both of the public and of the
industries concerned in that that would permit a smooth transition to the new
law with respect to the drugs and feeds covered by the bill, We are, therefore,
not burdening this report with a detailed analysis of the transitional provisions
now in the bill.
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We are advised by the Bureau of the Budget that there is no objection to the
submission of this report from the standpoint of the Administration’s prograimn.
(The Bureau notes that time has not permitted review, by the Bureau of the
staff memorandum enclosed with this report.)

Sincerely,
Wirsvr J. CoHEN,
Under Secretary.

STAFF MEMORANDUM WITH REPORT 0oF DEPARTMENT OF HeALTH, EDUCATION, AND
WELFARE oN H.R. 7655

1. Veterinary antibiotics—Amendments to malke statutory covera e of certifica-
tion provisions of bill coextensive with present coverage under § 507 and § 502
(1) of the Federal Food, Drug, and Cosmetic Act. Under the scheme of the bill
veterinary antibiotics would be removed from the batch-by-batch certifieation
requirements now contained in § 507 and § 502(1) of the Federal Food, Drug,
and Cosmetic Act.' These provisions would, for veterinary antibiotics, be re-
placed, insofar as they are replaced at all, by new certification requirements,?
but, as shown below;, the substitute falls short of present law in two respects:

4. The proposed § 511(n) of the Act (pp. 20-23 of the bill) provides for batch-
by-batch certification of only those veterinary antibiotics which are within the
definition of “new animal drug”.

The bill's definition of the term “new animal drug” parallels the present law's
definition of “new drug”—i.e., a drug that either is not generally recognized by
experts (on the basis of scientific investigation) as safe and effective or that
has not (except in such investigations) been used to a material extent or for a
material time—except that it is limited to animal drugs and excludes feed contain-
ing such drugs’ It thus makes no reference to antibiotics as such. (“New
animal drugs” and feeds medicated therewith would henceforth be excluded
from the Act’s definition of “new drug”.)

Thus the bill would exempt from the batch-by-batch certification requirements
for veterinary antibiotics any drug that does not satisfy the bill's definition of
“new animal drug”, merely because the antibiotic drug has been used to a ma-
terial extent or for a material time and is generally recognized by experts as safe
and effective for use under the conditions suggested in its labeling, The reason
for the certification requirement is that, because of the drug's potency and im-
portance in the treatment of serious infections, the public interest requires
not only that the drug in question be of a character which, if it meets all of the
specifications approved by the Secretary is generally recognized as safe and
effective for its intended use, but also that there be additional assurance that
each dose placed on the market does, in fact, have the characteristios of identity
and of strength, quality, and purity that are required by the approved specifica-
tions. The certification provisions also make sure that in the case of an anti-
biotic which is subject to deterioration the drug eannot be placed or kept on the
market after such expiration date as may be specified in the certification.

1See § 105 of the bill, p. 26, lines 13-20. The drugs involved are drugs composed wholly
or partly of penicillin, streptomyein, chlortetracycline, chloramphenicol, and bacitracin.
Incidentally, the reference on p. 26, line 17, of the bill, to “subsection (1)” should be changed
to read “paragraph (1)".

2 See, principally, § 511(n), on pp. 20-23 of the bill; § 511(a)(1)(C), on p. 2, lines
18-22 of the bill,

#The bill would add the definition of “new animal drug” to § 201 of the Act as a new
paragraph “(v)". This paragraph designation has been preempted by the definition of
“depressant or stimulant drug” which was added to § 201 of the Act by the Drug Abuse
Control Amendments of 1965 (P.L. 89-74). Inasmuch as Administration bills now pend-
ing in Congress (H.R. 13885: 8. 3194) would add new paragraphs (w) and (x) to § 201
of the Act it Is suggested that, instead of making the definition of “new animal drug” an
independent lettered paragraph of § 201 of the Act, the definition be added to paragraph
(p) of §201 as a definition coordinate In rank with the definition of “new drug”. This
could be accomplished by inserting “(1)” after “(p)", redesignating subparagraphs (1)
and (2) of paragraph (p) as clauses (A) and (B), and Inserting at the end of present
paragraph (p), as a _new paragraph (2), the definition of “new animal drug", with its
subordinate clauses designated by capital letters instead of Arabic numerals.  Also, in
view of the pendency of these Administration bills, it is suggested that the bill's definition
of “animal feed” (p. 25, lines 10-17), which the bill would designate as paragraph (w) of
§ 201 of the Act, be inserted as a subparagraph (2) under paragraph (f) of § 201, coupled
with designation of the present language of that paragraph as subparagraph (1) and its
subordinate clauses as (A) and (B),
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This basic deficiency in the bill with respeet to certifiable veterinary anti-
biotics could be cured by changing the definition of “new animal drug” to read
as follows :

“(v)*' The term ‘new animal drug’ means any drug intended for use for animals
other than man, including any drug intended for use in animal feed, but not in-
cluding such animal feed—

“(1) the composition of which is such that such drug is not generally
recognized, among experts qualified by scientific training and experience to
evaluate the safety and effectiveness of animal drugs, as safe and effective
for use under the conditions prescribed, recommended, or suggested in the
labeling thereof; except that such a drug not so recognized shall not be
deemed to be a ‘new animal drug’ if at any time prior to June 25, 1938, it
wis subject to the Food and Drug Act of June 30, 1906, as amended, and if
at such time its labeling contained the same representations concerning the
conditions of its use; or

“(2) the composition of which is such that such drug, as a resunlt of in-
vestigations to determine its safety and effectiveness for use under such
conditions, has become so recognized but which has not, otherwise than in
such investigations, been used to a material extent or for a material time
under such conditions; or

“(3) which drug is composed wholly or partly of any kind of penicillin,
streptomycin, chlortetracycline, chloramphenicol, or bacitracin, or any de-
rivative thereof, except when there is in effect a published order of the
Secretary declaring such drug not to be a new animal drug on the grounds
that (A) the requirement of certification of batches of such drug, as pro-
vided for in section 511(n), is not necessary to insure that the objectives
specified in paragraph (3) thereof are achieved and (B) that neither sub-
paragraph (1) nor (2) of this pragraph applies to such drug.”

b. In addition, the proposed § 511 (n) also flatly exempts from the certification
requirement any drug intended for use in animal feed. For the reasons stated
in the last paragraph under point 1 of the Secretary's letter, the matter of ex-
emption in this respect, as in others, should be left to regulation as under exist-
ing law. The bill should therefore be amended by deleting the phrase 7, except
for any such drug intended for use in animal feed” on page 20, line 25, and page
21, line 1, of the bill.

2. Residues of veterinary drugs in food for humans. In order to make clear
beyond doubt that food for humans containing any residue of an animal drug
or conversion product thereof, except when in conformity with an approved
application filed under § 511 of the Act, will be deemed adulterated, the follow-
ing amendments are proposed :

a. On page 26, line 1, change the caption to read “Animal Drugs in Feeds and
Residues Thereof in Other Food".

b. On page 26, change the new clause (D) in lines 11 and 12 to read as follows :
“(D) if it is, or it bears or contains, a new animal drug (or conversion product
thereof) which is unsafe within the meaning of section 511",

3. Assurance that drug manufacturer will ship only to feed manufacturer
holding an approved application for use of the drug. In order to carry out the
recommendation under point 3 of the Secretary’s letter, it is recommended that
on page 2 of the bill, between lines 22 and 23, the following be inserted flush
with the outer margin,

“A mew animal drug shall also be deemed unsafe for such purposes in the event
of removal from the establishment of a manufacturer, packer, or distributor of
such drug for use in the manufacture of animal feed, if at the time of such re-
moval the operator of the establishment in which such drug is to be so used is
not the holder of an approved application under subsection (m) of this section
with respect to the use of such druog in animal feed manufactured at such
establishment.” k
4. Data to be submitted by manufacturer of medicated feed, and conditions ofts

approval of his application. In order to carry out the recommendations contained 3

under point 4 of the Secretary’s letter, the following changes are suggested in §
paragraphs (1) and (3) of the proposed § 511(m) (pages 15-17) : > 4

a. In the proposed §511(i), on page 13, line 2, insert “by ‘regulation” befoné
“publish”,

¢ See footnote 8 for suggestion as to redesignation of this paragraph and its subordinate -
clauses,
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b. Insert a new Clause (B) in the second sentence of the proposed § 511(m)
(1), on page 15, and redesignate the other clauses, so as to make the sentence
read as follows: “Such person shall submit to the Secretary as part of the appli-
cation (A) a full statement of the composition of such animal feed: (B) an
identification of the regulation or regulations (relating to the new animal drug
or drugs to be used in such feed), published pursuant to subsection (i), on which
he relies as a basis for approval of his application with respect to the use of such
drug in such feed; (C) a full description of the methods used in, and the facilities
and controls for, the manufacture, processing, and packing of such animal feed :
(D) specimens of the labeling propoesed to be used for such animal feed: and
(B) if so requested by the Secretary, samples of such feed or components
thereof."”

¢. Amend paragraph (3) of § 511(m) =o as to read as follows:

*(3) If the Secretary, after due notice to the applicant in accordance with
paragraph (2) and giving him an opportunity for a hearing in accordance with
sach paragraph® finds, on the basis of information submitted to him as part
of the application or on the basis of any other information before him—

“(A) that there is not in effect a regulation under subsection (i) (identi-
fied in such application) on the basis of which such application may be
approved ;

“(B) that such animal feed (including the proposed nse of any new
animal drug therein or thereon) does not conform to an applicable regula-
tion published pursuant to subsection (i) referred to in the applieation, or
that the purposes and conditions or indications of use prescribed, recom-
mended, or snggested in the labeling of such feed do not conform to the
applicable purposes and conditions or indications of use (including warnings)
published pursuant to subsection (i) or such labeling omits or fails to con-
form to other applicable information published pursuant to subsection (i) :

“(0) that the methods used in, and the facilities and controls used for,
the manufacturing, processing, and packing of such animal feed are inade-
quate to preserve the identity, strength, quality, and purity of the new
animal drug therein ; or

‘(D) that, based on a fair evaluation of all material facts, such labeling
is false or misleading in any particular;

he shall issue an order refusing to approve the application. If, after such notice
and opportunity for hearing, the Secretary finds that subparagraphs (A) through
(D) do not apply, he shall issue an order approving the application.”

5. Effect of withdrawal of approval of a drug on the right to continue to use
the drug in feed. In order to carry out the Secretary’s recommendations under
point 5 of his letter, the following changes are suggested in the bill :

a. Delete clause (i) on page 17, lines 18-22 of the bill, redesignate clanses
(ii) and (iii) on pages 17 and 18 accordingly, and insert the following on page
17 at the end of line 13 : “An order under this subsection approving an application
with respect to an animal feed bearing or containing a new animal drug shall
be effective only while there is in effect a regulation pursnant to subsection (i),
on the basis of which such application (or a supplement thereto) was approved,
relating to the use of such drug in or on such feed.*

b. On page 13, at the end of line 12, add the following sentence : “Upon with-
drawal of approval of such new-animal-drung application or upon its suspension,
the Secretary shall forthwith revoke or suspend, as the case may be, the regula-
tion published pursnant to this subsection (i) insofar as it is based on the
approval of such application.”

6. Aditional amendments (other than amendments to transitional provisions).

a. On page 2, lines 12-15, strike out “by the manufacturer, packer, or dis-
tributor of such drug or any of its drug components, or the manufacturer, packer,
or distributor of the animal feed bearing or containing such drug”; on page 3,
line 7, strike out “filed by its manufacturer, packer, or distributor”; on page 3,
line 20, strike out “specified in subsection (a)(1)”; and on page 15, line 16,
strike out “specified in subsection (a) (2)".

b. On page 2, line 12, insert “such use or intended nse of” before “such drug”.

¢. On page 3, line 11, change “conditions of use” to read “‘conditions and indi-
eations of use”; on page 13, line 4, strike out “indications for use” and insert

®The bill (p. 16, lines 16 and 17) refers to “saild subsection”. The substitute version
refers to ‘“such paragraph”, meaning paragraph (2) of § 511(m), which in turn ineorpo-
rates the procedure set forth in the last two sentences of § 511(¢).

®The regulation would not be considered “in effect” while suspended pursuant to the
next amendment, below,
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“conditions and indications of use”; on page 14, line 14, insert “and indications”
after “conditions” ; on page 16, line 24, insert “and indications"” after “conditions”.

d. On page 4, lines T-11, strike out *, or in the case of such a drug which con-
sists of two or more drug components and which is intended for nse in animal
feed, a deseription of the methods, facilities, and controls used in the prepara-
tion of each new drug component of each drug"”; and on page 6, lines 8 and 9,
strike out “and each new drug component of such drug”.

e. On page 4, amend clause (5) to read: “(5) such samples of such drug and
of the articles nsed as components thereof, of any animal feed for use in or on
which such drug is intended, and of the edible portions or products (before or
after slanghter) of animals to which such drug (directly) or in or on animal
feed is intended to be administered, as the Secretary may require;".

f. On page 4, insert “or other use restrictions” after “withdrawal period” in
line 21 and in line 22,

g. On page 8, line 13, strike out “generally recognized as™.

h. On page 10, line 10, and on page 18, line 1, strike out “significant”.

i. On page 10, line 13, strike out *(unless the article is no longer a new animal
drug)”; and on page 18, lines 4 and 5, strike out *“(unless the animal feed no
longer bears or contains a new animal drug)”.

j. On page 1, line 4, strike out “1965" and insert “1966".

k. On page 2, line 10, strike ont “There"” and insert “there”,

7. Transitional provisions: Revise the text of § 107 of the bill to read as
follows:

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

(b) (1) As used in this subseetion, the term “effective date” means the date
specified in subsection (a) of this section; the term “basic Act” means the Fed-
eral Food, Drug, and Cosmetic Act; and other terms used both in this section and
the basie Act shall have the same meaning as they have, or had at the time re-
ferred to in the context, under the basic Act.

(2) Any approval, prior to the effective date, of a new animal drug or of
an animal feed bearing or containing a new animal drug, whether granted by
approval of a new-drug application, antibiotic regulation, or food additive
regulation, shall continue in effect, and shall be subject to change in accordance
with the provisions of the basic Act as amended by this Act. The Secretary shall,
as soon as feasible, publish such prior approvals in accordance with subsection
(i) of section 511 of the basic Act.

(3) In the case of any drug (except a drug subject to section 511(n) of the
basie Act as amended by this Act) intended for use in animals other than man
which, as of October 9, 1962, (A) was being commereially used or sold in the
United States, (B) was nof, and had not previously been, a “new drug" as
defined by section 201 (p) of the basic Aect as then in force, and (C) had never
been the subject of an application by any person filed under section 505(b) of
that Act, the words “effectiveness” and “effective” contained in section 201
(p) (2)" of the basic Act defining the term “new animal drug” shall not apply to
such drug when intended solely for use under conditions preseribed, recommended,
or suggested in labeling with respect to that drug on that day.

(4) Regulations providing for fees (and advance deposits to cover fees) which
on the day preceding the effective date applicable under subsection (a) of this
section were in effect pursuant to section 507 of the basic Act shall except as the
Secretary may otherwise preseribe, be deemed to apply also under geetion 511(n)
of the basic Aect, and appropriations of fees (and of advance deposits to cover
fees) available for the purposes specified in such section 507 as in effect prior
to the effective date shall also be available for the purposes gpecified in section
511(n), including preparatory work or proceedings prior to that date.

7 The reference “201(p) (2)” should be inserted If the suggestion in footnote 8 is followed
which proposes that the definition of “new animal drug” be inserted as a subparagraph (2)
in § 201(p), with corresponding relettering of the present clauses (1) and (2) of para-
graph (2),
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DEPARTMENT OF AGRICULTURE,
OFFICE OF THE SECRETARY,
Washington, D.C., June 13, 1966,
Hon, HARLEY O. STAGGERS,
Chairman, Committee on Inmterstate and Foreign Commerce, House of Repre-
sentatives, Washington, D.C.

DeAR Mg, CHATRMAN : We wish to thank you for your letter of May 3, 1965,
giving us the opportunity to report on HLR. 7855. The bill is entitled “A Bill to
protect the public health by amending the Federal Food, Drug, and Cosmetie
Act to consolidate certain provisions assuring the safety and effectiveness of new
animal drugs, and for other purposes.”

This Department would not object to enactment of the bill if it is amended as
suggested in this letter.

The proposed legislation contains substantive amendatory provisions to the
Federal Food, Drug, and Cosmetic Act which, briefly stated, provide: (1) that
4 “new animal drug"” is deemed to be “unsafe” and “adulterated” unless an
applieation for such drug has been approved by the Secretary of Health, Edu-
cation, and Welfare; (2) that an animal feed bearing or containing a “new
animal drug” is deemed to be “unsafe” and “adulterated” unless applications for
such drug and such feed, have been approved by said Seecretary; (3) that a food
is deemed to be “adulterated” if it is, or it bears or contains, a “new animal
drug” unless an application for such drug has been approved by said Secretary ;
(4) an exception for a “new animal drug” from the definition of “food additive”
contained in the Aet; (5) an exception of drugs for use in animals other than
man from the certification provisions of Sections 502(1) and 507 of the Act
relating to antibioties, and separate certification provisions for new animal drugs
composed in whole or in part of certain antibiotics: (6) that a “new animal drug”
or animal feed bearing or containing a “new animal drug” shall not be deemed
“unsafe” and “adulterated” if it is for “investigational use” and conforms to
the terms of exempting regulations promulgated by the Secretary of Health,
Education, and Welfare as provided therein, and that such exempting regula-
tions, among other things, shall set forth conditions (if any) upon which animals
treated with sueh drugs, and their products, may be marketed for food nse;
(T) that a “new animal drug” which induces cancer in man or animals will not
be approved unless there is a finding by said Seeretary that, under conditions
of use specified on proposed labeling and reasonably certain to be followed in
practice, (i) such drug will not adversely affect animals for which it is intended
and (ii) no residue of such drug will be found (by methods of examination
prescribed or approved by the Secretary of Health, Education, and Welfare) in
the edible portions of such animals after slaughter or in food yvielding by or
derived from the living animal: (8) that nothing in subsection 801(d) of the
Act shall authorize the exportation of any new animal drug, which is “unsafe”
within the meaning of the Act.

Section 301(a) of the Federal Food, Drug, and Cosmetic Act prohibits the
introduction into “interstate commerce”, as defined in the Act, of any food,
drug, device, or cosmetic that is adulterated or misbranded. Under the pro-
visions of H.R. 7655, a “new animal drug” for which an application has not
been approved by the Secretary of Health, Education, and Welfare wounld be
deemed to be adulterated and could not be shipped in interstate commerce even
though such animal drug may be an animal virus, serum, toxin or analogous
product regulated by the Secretary of Agriculture under the provisions of the
Virus-Serum-Toxin Act (21 U.8.C. 151-158).

The Virus-Serum-Toxin Act prohibits the preparation, sale, or shipment in
interstate commerce, or importation into the United States, of any worthless,
contaminated, dangerous, or harmful virus, serum, toxin or analogons product
intended for use in the treatment of domestic animals, It also prohibits the
preparation, sale, or shipment as aforesaid, of any virus serum, toxin or
analogous product intended for such use unless and until it shall have been pre-
pared under and in compliance with regulations prescribed by the Secretary of
Agrienlture at an establishment holding an nnsuspended and unrevoked license
issned by him. It further prohibits the importation of such products without a
permit from the Secretary of Agriculture. The Act provides penalties for
violation of its provisions.

Regulations issued by the Secretary of Agrienlfure pursuant to the provisions
of the Virus-Serum-Toxin Act set forth (1) requirements for a licensed estab-
lishment (establishments are inspected prior to licensing and are subject to con-
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tinuing inspection); (2) standards, methods of production and testing, and
other requirements for the products prepared at such establishment; (3) require-
ments for the labeling and packing of the products; (4) record-keeping require-
ments with respect to the production and testing of the products; (5) require-
ments for control of animals used in the production and testing of the products,
their disinfection and disposition; and (6) provisions with respect to the suspen-
sion or revocation of a license or outline of production of a produet. This Depart-
ment has also issued regulations pursuant to this Act governing the production,

Under the provisions of H.R. 7655 it appears that an animal drog would be

distribution and evaluation of experimental veterinary biologics under investi-
gation prior to licensing, and the disposition of animals used to evaluate such
products.
a “mew animal drog” if it is not generally recognized as safe and effective under
the Federal Food, Drug, and Cosmetic Act unless it was regulated under the
Federal Food and Drugs Act of June 30, 1906, and its label representations con-
cerning the conditions of its use are still the same.

The provisions of H.R. 7655 could be interpreted so as to bring viruses, serums,
toxins and analogous products presently regulated by the Secretary of Agricul-
ture, under the Virus-Serum-Toxin Aect, within the scope of the term *“new
animal drug”. The Secretary of Health, Education, and Welfare does not now
approve applications for such animal biologics, which are excepted by regulation
(21 CFR 130.2) from the “new drug” provisions of the Federal Food, Drug, and
Cosmetic Act, and they might be deemed “unsafe” under the provisions of H.R.
7655 as new animal drugs. It is noted that the definition of “new animal drug”
in the bill is very similar to the definition of “new drug” in the Act.

Virnses, sernms, toxins, and analogous products coming within the purview
of the Virns-Serum-Toxin Act are biologiecal products. Historically the Secretary
of Agriculture has regulated such animal biologies, many of which are not used
for animals that are a source of human food. Under the provisions of H.R.
7655, these animal biological produets, if considered to be new animal drugs,
could not be shipped in interstate or foreign commerce, until applications therefor
were approved by the Secretary of Health, Education, and Welfare. The process-
ing of these applications would be a duplication of work already being performed
by the Department of Agriculture and would serve no useful purpose. In order
to obviate this problem, it is recommended that a new section 108 be added to
the bill, providing exemption for viruses, serums, toxins, and analogous products
intended for use in the treatment of domestic animals. to read as follows:

“Sec, 108, Section 90(¢) of the Federal Food, Drug, and Cosmetic Act, as
amended, is amended by inserting immediately after the words “Aect of July
1, 1902 ;" the following: “or the virus, serum, toxin, and analogous products pro-
visions of the Act of Congress, approved March 4, 1913 (37 Stat. 832-833) ;".

It is not anticipated that enactment of the bill would result in any additional
costs to this Department,

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

Sincerely vours,
ORVILLE L. FREEMAN,
Secrctary.

GENERAL COUXNSEL OF THE DEPARTMENT OF COMMERCE,
Washington, D.C., June 15, 1966.
Hon. HArRLEY . STAGGERS,
Chairman, Commiltee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C,

DeAr M. CHAIRMAN : This is in further reply to your request for the views
of this Department with respect to H.R. 7655, a bill “To protect the public health
by amending the Federal Food, Drug, and Cosmetic Act to consolidate certain
provisions assuring the safety and effectiveness of new animal drugs, and for
other purposes.”

The Federal Food, Drug, and Cosmetic Act (21 U.S.C. sec. 301 ef seq.) now
regulates the production and distribution of food and drugs both for human and
for animal use, Under section 409 of the Act as amended (21 U.8,C. sec. 348)
the Secretary must act within 180 days on any petition for clearance filed with
respect to a proposed use of a food additive.
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Section 505 of the Act, as amended (21 U.S.C. sec. 355) requires the Secretary
to act within 180 days on any application to introduce a new drug into inter-
state commerce,

H.R. 7655 contains a large number of technical amendments to this Act to
provide a separate set of provisions in the law dealing only with animal drugs
and animal feeds bearing or containing new animal drugs. A new animal drug
is deemed unsafe under the Act unless there is in effect an approval of an ap-
plication filed by the manufacturer, packer, or distributor for clearance of the
drug, a drug component, or animal feed bearing or containing the drug; and the
drug, its labeling, and use conform to the approved conditions of use. The
Secretary of Health, Eduecation, and Welfare would be required to act within
90 days on any application for the Secretary’s approval with respect to any
intended use or uses of an animal feed bearing or containing a new animal drug,
The Secretary would still have 180 days to aect on applications for the use or
uses of new animal drugs.

The bill apparently is intended to benefit the animal feed and animal drug
industries by making possible the rapid introduction of new products in these
fields under procedures specifically designed therefor. We sympathize with this
objective since the improvement of animal health. particularly as it affects the
food supply for humans is of obvious public benefit. However, we understand
that HEW is currently endeavoring to speed the processing of animal drug ap-
plications within the limits of available appropriations and has recently estab-
lished a separate Bureaun of Veterinary Medicine.

Under the eircumstances we would defer to the views of HEW as to the need
for legislation such as H.R. 7655 and the administrative feasibility of the par-
ticular provisions of the bill.

We have been advised by the Bureau of the Budget that there would be mno
objection to the submission of this report from the standpoint of the Administra-
tion’s program.

Sincerely,
Rorerr E. Giies,
General Counsel.

Mr. Jaryan. Our first witness this morning will be our distin-
guished colleague, the Honorable Leo O’Brien, member of this com-
mittee and author of H.R. 7655.

STATEMENT OF HON. LE0O W. 0'BRIEN, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF NEW YORK

Mr. O’BrreN. Mr. Chairman and members of the subcommittee, T
wish to thank you for calling this hearing to consider H.R. 7655, the
animal drug amendments to the Food, Drug, and Cosmetic Act. This
measure, which I introduced, will provide complete and adequate
safeguards for public health and will improve statutory clearance
procedures. Under the present food and drug statute, animal foods
which contain antibiotics and other drugs require clearance under the
certifiable antibiotic section of the act or the new drug section and,
frequently, also the food additives section.

H.R. 7655 will revise the basic statute to bring into one section of
the law all provisions governing the clearance of animal drugs. Un-
der this bill, one section of the law calling for one procedure will
control clearances instead of three sections. These amendments will
streamline the procedure without diminishing public health safe-
guards,

The American farmer is the most efficient producer of food the
world has ever known. Never have so few fed so many so bounti-
fully. Yet farming, for all its efficiency, is one of the highest-risk

businesses existing. Weather, fluctuating market conditions, and live-
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stock and poultry diseases are but a few of the variables affecting the
farmers’ income.

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

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

H.R. 7655 will streamline these clearance procedures, accelerate the
marketing of badly needed animal health products, and alleviate fi-
nancial loss to Ameriea’s farmers. Ina period when our resources are
strained by commitments at home and abroad, it is refreshing to intro-
duce a bill that will result in little or no additional manpower or funds
needed for the administration of the responsible agency.

The purpose of H.R. T655 is to elevate the status and regulation of
animal drugs, to eliminate unnecessary delays and to consolidate all
animal drug clearances into a single section of the Food and Drug
Act.

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

Mr. Hull, it is a pleasure to have you with us.

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

Mr, Hounr. I am delighted to be here, Mr. Chairman.

Mr. Chairman and members of the subcommittee, I wish to express
my appreciation for the opportunity you have given me to appear
before you in support of H.R. 7655. I have introduced an identical
bill, H.R. T797.

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

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

The United States is the best fed country in the world today. Our
agricultural technology has enabled us to fill America’s tables with an
ever-increasing assortment of high-quality foods.
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However, the population is growing at a fantastic pace, with an
estimated 200 million Americans expected in 1967. These people must
have an adequate nutritious food supply. T

Today, animal diseases, parasites, and insects are stealing billions
of dollars worth of food each year. The best efforts of research teams
are needed in an all-out fight to reduce animal losses,

The passage of H.R. 7655 will be of enormous importance in this
research effort. When enacted, it will streamline the procedures neces-
sary to obtain clearances of new animal drugs needed to fight these
livestock and poultry losses, and will encourage development of new
drugs to combat yet unconquered food-animal diseases,

I am happy to note that Dr. Goddard is scheduled to testify here
today. His interest in this measure is typical of the thoroughness
with which he has taken hold of the FDA. His appointment of Dr.
Clarkson, to head up the new Bureau of Veterinary Medicine also
typifies his program of seeking highly qualified, competent people
to carry on the work of this important agency.

I hope he will find, in TLR. 7655, a valuable tool which will help
him and the Bureau of Veterinary Medicine, perform the difficult
task of protecting the public health without unduly burdening an
industry which must supply our Nation and much of the world with
animal health and nutrition products.

I thank you very much for being able to appear before your com-
mittee this morning, Mr. Chairman.

Mr. Jarsan, Thank you.

Dr. Carter?

Mr. Carter. No questions.

Mr. Jarsan. We appreciate your being here at, this bright and shiny
hour on Monday morning to help start the record on this important
subject, Mr, Hull.

Mr. Hurr. Thank you, Mr. Chairman.

Mr. Jarman. We shall hear next from our colleague on the com-
mittee, and author of one of today’s bills, FLR. 7815, the Honorable
Paul Rogers.

STATEMENT OF HON. PAUL G. ROGERS, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF FLORIDA

Mr. Rogers of Florida. Mr. Chairman, T am appearing in support
of H.R. 7655 sponsored by my colleague, the Honorable Ieo W.
O’Brien, of New York. I have introduced an identical measure, H.R,
7815. In introducing this legislation I have been aware of this sub-
comimittee’s responsibility for the efficient administration of Govern-
ment health programs. It is our desire to provide regulatory pro-
cedures which will protect the publie, but at the same time will not
create inefficiency and waste in both Government and industry.

L would like to emphasize that the problems for which we seek a
solution through introduction of H.R. 7655, are not caused by the Food
and Drug Administration or by the Bureau of Veterinary Medicine.
The problems appear to be with the law. :

The present Food, Drug, and Cosmetic Act was passed and amended
to establish necessary safeguards. In the enactment of the basic act
and its many amendments, Congress has been concerned primarily
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with the regulation of human drugs. Animal drugs have always been
covered by the law but their clearance prior to use has almost by cir-
cumstance, rather than design, under the various sections also ap-
plicable to human drugs.

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

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

Any roadblock to the most efficient production of meat, milk, and
egos should be eliminated if we are to continue to meet the needs of our
rapidly growing Nation. FLR. 7655 will remove some of the statutory
complications now facing manufacturers of animal health produets.
This bill will maintain existing safety and eflicacy requirements while
eliminating the ponderous and time-consuming procedures that cur-
rently delay the clearance of new animal drugs.

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

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

Mr. Nersen. Mr. Chairman and members of the subcommittee, T am
appreciative of the opportunity to appear before you to urge your
favorable consideration of HL.R. 7655. As vou are aware, I have intro-
duced an identical companion bill, H.R. 9542.

The animal health industry has made great strides in recent years
in reducing food animal losses to farmers; reducing food costs to con-
sumers; and improving the quality of meat, poultry, milk, and eggs,
through development of a wide variety of animal health produects and
growth agents. These strides have been made despite cumbersome
clearance procedures that delay and discourage development and mar-
keting of new agents to combat diseases, parasites, and insects that
afflict food-producing animals.

An example of the contributions made by the animal health industry
is clearly demonstrated in the heavy use by poultry producers of a wide
range of drugs. Broiler producers use drugs and feed additives from
the day the chick hatches until it is ready for market. Twenty-five
years ago it took 5 pounds of feed to make a pound of broiler meat.
Ten years ago, it took 214 pounds of feed to make a pound of broiler
meat. Today, we can make a pound of broiler meat with just 2 pounds
of feed. Scientific management with feed additives and health-protect-
ing agents have made possible this remarkable feed conversion record.

iven greater advances are possible, but current clearance procedures
for animal health products discourage research and development. It
often takes 2 or more years to get premarketing clearance, after re-
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search has been completed, safety and effeceiveness demonstrated, and
an application submitted for approval. Such costly and time-consum-
ing redtape, based on rules developed for human drugs, is keeping from
America’s farmers the products they desperately need to further im-
prove efliciency of food production.

The Commissioner of Food and Drugs, and the Director of Veteri-
nary Medicine, have demonstrated a willingness and an ability to
eliminate many of the unnecessary administrative procedures which
have in the past added to the delays. This legislation, I feel, will
assure us that absolute and unnecessary time-consuming methods will
be set aside and will aid in efforts to streamline procedures.

ILR. 7655 calls for a single procedure for clearance of animal drugs.
This simplified and effective procedure would greatly reduce clearance
time and cost to producers without slackening the rigid controls in the
present law that are designed to protect the public health. We need
passage, without delay, of HL.R. 7655.

Mr. Jarman. Thank you for your testimony, Mr. Nelsen. If there
are no questions, we shall hear next from our colleague from Kentucky,
the Honorable John Watts. Mr. Watts is sponsor of one of the bills
under consideration today, H.R. 8377.

STATEMENT OF HON. JOHN C. WATTS, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF KENTUCKY

Mr. Warrs. Mr. Chairman and members of the subcommittee. T
thank you for affording me the opportunity to make this statement in
support of H.R. 7655. My strong conviction of its merit prompted me

to introduce an identical bill, TL.R. 8377.

You will recall that the need for legislation specifically relating to
drugs for use in animals and in their feed was brought to the attention
of your parent committee in 1962 during hearings on the bill H.R.
11581, which was enacted into law as the Drug Amendments of 1962,
It was again presented to this subcommittee’s predecessor in September
of 1963 when hearings were held on FL.LR. 7247. T am advised that a
number of amendments to that bill, suggested by the Food and Drug
Administration, were promptly acquiesced in by its proponents, and
additional amendments, believed to be necessary to the adequate pro-
tection of the public health, were worked out during a course of many
meetings between representatives of the administ ering agency, the con-
gressional staff, and indust ry. I understand and believe that all nec-
essary features of this nature are incorporated in the bill before vou
today. I am firmly convinced that H.R. 7655 preserves all the safe-
guards presently contfained in the Food. Drug, and Cosmetic Act.

The (L']:l.\' in favorable consideration and enactment of this legis-
lation has been undue. T strongly urge your prompt action to report
the bill as introduced by my esteemed colleague, the Honorable Leo
W. O’Brien. '

Mr. Jarsan. Thank you Mr. Watts, We appreciate your testimony.

Mr. Warrs. Thank you for the opportunity, Mr. Chairman. .
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Mr. Jarman. Our colleague, Hon. Leonor K. Sullivan, has asked
that I read to the committee the following letter:

Housk oF REPRESENTATIVES,
Washington, D.C., June 13, 1966.
Hon. JouN JARMAN,
Chairman, Subcommittee on Public Health and Welfare, Committce on Inter-
state and Foreign Commerce, House of Representatives, Washington, D.C.

DEaR CHAIRMAN JARMAN ; If it is not possible for me to appear in persoen before
your Subcommittee Monday morning becanse of an extremely important meeting
of the Committee on Banking and Currency which I must attend, I would appre-
ciate it very much if you will read this letter at the hearing on H.R. 7655 dealing
with animal drug regulation under the Food, Drug, and Cosmetic Act.

As you know, I have long been interested in strengthening our consumer
statutes relating to the health and safety of the American people, and I have an
omnibus bill, H.R. 1235, pending before the Committee to rewrite the Food, Drug,
and Cosmetic Act of 1938, as amended. Veterinary drugs are important to the
health and safety of the public because of their effects upon the food we eat, and
thus provigions to tighten the law dealing with such drugs are included in my bill.

I would prefer that the Subcommittee not proceed to deal with only this limited
phase of the Food, Drug, and Cosmetie Act in your present hearings, since there
are s0 many other—and to me, far more important—provisions of the law which
require urgent attention. H.R. 7655 seems to be directed almost entirely at
ameliorating some operating problems of the feed industry and those chemical
firms which supply ingredients for such feeds or for animal drugs. I wish the
needs of the consuming public for stronger protections could be given at least
equal attention at this time.

However, since you are taking up H.R. 7655, 1 would like to ask that you amend
this bill to make sure that every antibiotiec drug—not just the five antibioties
listed on page 20 in subsection (n) (1), but all antibiotic drugs and any
derivatives thereof—be made subject to batch-by-batch certification by the Food
and Drug Administration, whether intended for use by man or by animals, and
that this requirement extend to existing antibiotic animal drugs, not just to “a
new animal drug.” This would bring the provisions of the law dealing with
antibotic animal drugs into line with the 1962 Aet provisions applying to anti-
bioties intended for use by man. If the bill is so amended, it would accomplish
in this respect one important objective of H.R. 1235, as contained in Section 5 of
H.R. 1235, “Certification of all Veterinary Antibiotics.”

H.R. 1235 would also repeal the exemption in the 1962 Aect for carcinogenic
color additives used in animal feeds. I know of no rational explanation for the
inclusion of that exemption in the 1962 Aect. In fact, when I offered the amend-
ment in the House in 1962 to delete that provision, the “explanation” given at the
time for its inclusion gave no explanation at all. The provision constitutes a
serious loophole for the possible adulteration of our meat supply, even though no
animal feed manufacturer, so far, seems to have utilized this loophole to deliber-
ately include a cancer-caunsing coloring ingredient in animal feeds. But the
possibility exists. I realize that an amendment to H.R. 7655 to eliminate this
provision from the section of the law dealing with Color Additives would be
subject to a point of order, but if a clean bill should be introduced following
Committee congideration of H.R. 7655, I urge that consideration be given to
inclusion of an additional section dealing with the cancer-causing coloring
matier in animal feeds,

In the meantime, however, I ask that H.R. 7655 be amended at 3 places on page
20 to assure batch-by-batch certification of all antibiotics used in animal drugs.
First, on line 23, the words “a new"” should be deleted and the word “any” inserted
in lien thereof, so that the provision applies to existing as well as new animal
drugs. Next, I ask that on line 23, after the word “bacitracin” the following
words be inserted : “or any other antibiotic drug.” Then, I ask that the comma
following the word “thereof” on line 25 be changed to a period and everything
which follows in that sentence be deleted.

These three amendments will give to the Food and Drug Administration the
same powers in regulating antibiotic animal drugs as it has under the 1962 Act in
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regulating antibiotic drugs intended for use by hamans. The present law on
animal antibiotic drugs, and the present provisions of H.R. 7653, maintain the
myth that the only antibiotic drugs which are of any consequence are the five
which happened to be in existence when antibiotics were first made subject to
bateh-by-batch certification. We have many more antibiotics now in existence
than those five enumerated in the bill, and all of them should be made subject to
batch-by-batch certification.
Sincerely yours,
Leoxor K. SULLIVAN,
Third District, Missouri,
Mr. JaryaN. Our next witness is Dr. James L. Goddard, Commis-
sioner of the Food and Drug Administration,
Dr. Goddard, we are very glad to have you with us this morning
and for the record would you introduce your colleagues from the
Department.

STATEMENT OF HON. JAMES L. GODDARD, COMMISSIONER ; ACCOM-
PANIED BY M. R. CLARKSON, DIRECTOR, BUREAU OF VETERI-
NARY MEDICINE; AND WILLIAM W. GOODRICH, GENERAL
COUNSEL, FOOD AND DRUG ADMINISTRATION

Dr. Gopparp. Thank you.

Mr. Chairman and members of the committee, on my left is Dr. M. R.
Clarkson, Director of the Bureau of Veterinary Medicine of the Food
and Drug Administration, and on my right is Mr. William W. Good-
rich, the General Counsel for the Food and Drug Administration.

Mr. Jarman. May I say for the committee that we are very pleased
to have you here this morning in your first appearance before the com-

mittee since being sworn in.

Dr. Gobparp. It is a pleasure to be here this morning, Mr. Chair-
man, and with your permission I have a prepared statement which I
will read.

Mr. Jarman. All right,

Dr. Gopparn. I appreciate your invitation to discuss HL.R. 7655, a
bill to amend the Federal Food, Drug, and Cosmetic Act in relation
to the safety and effectiveness of drugs intended for use for animals.

The principal effect of the bill would be to bring together in a new
section a substantial part of the requirements of the Food, Drug, and
Cosmetic Act for approvals of new animal drugs, including food addi-
tive clearances and the certifications of antibioties.

The bill also includes transitional provisions to protect the holders
of currently approved drugs and to assure that there will be no hin-
drance in the continued application of the enforcement provisions of
the act during the period of changeover in administration from the
provisions of the current act relating to animal drugs to the new pro-
visions contained in the bill.

If the bill is amended, as we suggest, it would work in the following
manner :

The manufacturer, packer, or distributor of a new animal drug,
whether intended for direct action in animals or for use in feed or
drinking water, would file an application to establish the conditions of
safe and effective use.

Upon approval of the application, the Department would publish a
regulation, giving the name and address of the applicant, and the
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conditions attached to the approval to assure safe and effective use,
including any authorized tolerance or required withdrawal period,
any special labeling requirements, and any other information ¢ eemed
necessary.

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

Each applicant, the drug manufacturer as well as the feed producer,
would be entitled to a hearing on a refusal to approve his application,
or on any proposed withdrawal or modification of the approval. If
the basic approval for the new animal drug were proposed to be with-
drawn or modified, the drug manufacturer would be entitled to a
hearing, and the feed manufacturer would be entitled to intervene.
Final withdrawal of approval of the new animal drug application
would automatically result in withdrawal of the approval of the
medicated feed applications based upon it.

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

Further, the bill has a transitional provision which continues all
prior approvals in effect, and allows the holder of any such approval
to propose amendments, or the Department to modify or withdraw
any such approval under the new procedure that would be provided
by the bill.

Since the Department is required to publish all approvals, it will
take some time to pick up all of the prior approvals—particularly
those granted in new drug applications filed over the past 28 years.
This would be done as soon as feasible.

The bill continues the grandfather clause of the 1962 Drug Amend-
ments, with a change in language to make it quite clear that any drug
that has previously cleared through the new drug procedures on safety
alone, by any person, will be subject to reevaluation as to its claims
of effectiveness. As you will remember, the provisions requiring proof
of effectiveness was one of the most important features of the 1962
amendments.

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

The forerunner of this bill, HLLR. 7247, introduced in the 88th Con-
gress was vigorously opposed by the administration on the ground
that it would significantly reduce the protection afforded to the public
under the present law. However, many changes have been made in
the drafting of the current bill, thus removing many of the reasons
for our previous objections.

Meanwhile, we in the Food and Drug Administration have taken a
number of steps to expedite the handling of animal drug applications.
The committee will recall that a major plea of the proponents of the
legislation was the need to simplify procedures and to shorten the time
for obtaining FDA clearances. Our veterinary medical staff was
greatly overburdened with work, and consequently the handling of
applications for clearances of new drugs was lagging very badly.
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For example, in June 1965, we had on hand 198 applications for
basic new drug approvals, and 579 applications for medicated feed
supplements. The time consumed in handling all applications varied
from 3 to 6 months. By contrast, we now have 97 basic new drug
applications (NDA’s) on hand, and 204 medicated feed supplements,
and the time consumed in handling has been reduced to an average of
90 and 30 days, respectively.

Although this represents substantial progress in eliminating delays,
it is still not enough. Our goal, which we hope to reach during the
coming year, is to become completely current in taking up applica-
tions as they are received.

This does not mean, of course, instant approval or disapproval. As
you know, many of these applications require ecritieal determinations
of safety and efficacy, including the resolution of difficult problems
of residues in meat, milk, and eggs.  There can be no shorteuts in the
reviews of scientific data concerning these issues. and we must devote
the necessary staff time to make a thorough evaluation and a sound
decision in each ease.

Several administrative changes have been made. With the coop-
eration of industry groups, the forms for medicated feed applications
have been completely revised and simplified. The use of the new form
1800 should result in the submission of more complete and better or-
ganized information by the applicant thereby cutting down on the
problems of review in FDA.

The regulations covering good manufacturing practices for medi-
cated feeds have been separated from those for drugs generally, giving
recognition to the special requirements for this type of manufactur-
ing facility. Proposals for good manufacturing practices regulations
covering the intermediate or “premix” facilities have been published
in the Federal Register inviting comment from interested parties.
Although good manufacturing practices requirements are not covered
in the bill now before the committee, the recognition of the special
needs in these areas helps to smooth out some of the problems we have
had in the clearance of drugs for animal use.

Applications for clearing premixes are now handled as new drug
applications rather than as master files, The master file concept is
being retained to avoid the necessity for duplicating information in
succeeding applications. With respect to master files now on hand,
we are glad to consider requests from the holders of such files to
change them over to NDA’s. This does not change the current re-
quirement that the applicant undertake to distribute premixes only
to holders of approved medicated feed NDA’s.

New regulations setting forth the rules for veterinary investiga-
tional drugs have been issued. By separating the requirement for
veterinary drugs from those established for human drugs, we have
often given attention to the particular needs for the development of
laboratory and clinical data n this area with special reference to the
protection of meat, milk, and eggs derived from animals used in
mvestigations.

The former Division of Veterinary Medicine has been upgraded to
full Bureau status with the responsibility for the handling of drugs
for animals clearly established in this Bureau. Final authority has
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been delegated to the Director of the Bureau for approval of medicated
feed applications.

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

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

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

We believe these changes will further facilitate our handling of the
large volume of submissions pertaining to drugs for animal use that
must be reviewed each year. In addition, we are taking steps to in-
erease the size of the staff of this Bureau, and, more nn]mt“-mrl\' to
accomplish this by recruiting scientists of the highest qualifications
to round ont the capabilities of the current staff.

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

It is our belief that the steps that have been taken and those which
are now underway go far to meet the objectives of the bill. Neverthe-
less, we have no objection to the enactment of this bill provided the
amendments which are presented with the Department’s report are
incorporated in the language. Basically, these amendments are to
assure that none of the substantive authority now available to the Food
and Drug Administration to protect the safety and efficacy of drugs
for animal use will be lost. There can be no doubt of the importance
of these authorities when one consgiders that the health of the Nation’s
livestock and poultry, the wholesomeness of meat, milk, and eggs, and
the protection of companion animals from disease are enhanced by a
safe and effective animal drug and medicated feed mupp}v Con-
versely, these values would be damaged by nnsafe or ineffective drugs.

A great many of our common diseases are rveadily transmissible be-
tween animals and man, including tuberculosis, salmoneilosis, brucel-
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losis, and anthrax, to name just a few, The Congress has wisely pro-
vided that drugs for animal use shall be safe and effective, based upon
the best available scientific judgment. Considerations of “safety”
necessarily include the safety of the meat, milk, and eges derived
from food-producing animals. This is important not only to the
people of the United States, but also around the world, as this country
continues to meet its global responsibilities to provide food for hun-
gry peoples. : :

- In summary, Mr. Chairman, we intend to carry out our responsi-
bilities to the consumer under the present law to assure that drugs and
food additives for animal use are safe and effective. We intend to
meet these same objectives if FL.R. 7655 is enacted with the amend-
ments proposed in the Department’s report. Members of our staff will
of course, be glad to work with the committee staff to incorporate the
amendments in the bill if this is desired.

Thank you, Mr. Chairman, for the opportunity to discuss this pro-
posed legislation with you. My associates and T will be glad to re-
spond to any questions which the committee may have.

Mr. Jaryan, Thank you, Doctor.

It 1s good to hear the statement that the time consumed in handling
these applications has been reduced to 90 and 30 days, respectively, as
indicated on page 3 of your statement.

Mr. Mackay ?

Mr. Mackay. No questions.

Mr. Jaryman. Mr. Nelsen?

Mr. Nersex. Thank you, Mr. Chairman.

I want to compliment our witness on his statement because it does
indicate an awareness of the problem that the feed manufacturers
have been faced with, and those of us who have authored legislation
certainly wish to assure the general public that it is not our intention
in any way to cut corners on the sa fety of any product that is put to
use and for sale to the farm people of our count ry or those who pur-
chase any of these feeds. We have been seeking for a long time,
however, to try to reduce the length of time that it takes to obtain
clearance for the use of new drugs. We have found in so many cases
inequities existing in the area of manufacturing where one manu-
facturer may be using a certain formula and another one has an ap-
lication to do a similar thing, yet because of lengthy procedures he
has been unable to market his product. It has been our hope that we
could work out something to not only speed things up, but at the
same time protect the public, so I want to thank Dr. Goddard for his
statement. His comments indicate an awareness of the problem.

Mr. Jararax. Mr. Gilligan?

Mr. Grurzaan. No questions,

Mr. Jarman. Dr. Carter?

Mr. Carrer. I would like to compliment Dr. Goddard on his excel-
lent. presentation. Certainly, T think he is doing a good job at the
Food and Drug Administration as Administrator and I feel that this
bill will be effective.

Thank you, sir,

Mr. Jarman. Dr. Goddard, as we understand it then, the Depart-
ment will have no objection to the enactment of the bill if the amend-
ments you recommend are introduced ?
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Dr. Gopparo. That is correet, Mr, Chairman.

Mr. Jaraan. We are grateful to you and your colleagues for being
with us this morning for this succinet and comprehensive presentation
on the subject.

Dr. Gopbarp. Thank you, sir.

Mr. Jarman. Our next witness this morning is Mr. Hollis H.
Brower, immediate past president of the Animal Health Institute.

Mr. Brower, would you care to identify the gentlemen who are
with you.

STATEMENT OF HOLLIS H. BROWER, IMMEDIATE PAST PRESIDENT,
ANIMAL HEALTH INSTITUTE; ACCOMPANIED BY BERTRAM H.
LEBEIS, ATTORNEY, AMERICAN CYANAMID CO.; AND THOMAS W.
FREEZE, CHAIRMAN, REGULATORY SECTION, ANIMAIL HEALTH
INSTITUTE

Mr. Brower. Mr. Chairman, members of the subcommittee, accom-
panying me are Mr. Bertram I. Lebeis, attorney with the American
Cyanamid Co. on my left, and Mr. Thomas W. Freeze, a vice president
of Salsbury Laboratories, Charles City, Towa, and also chairman of
the regulatory section of the Animal Health Institute.

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

I am Hollis H. Brower, marketing manager of animal byproduets,
The Dow Chemical Co., Midland, Mich. Our company is engaged in

the manufacture and sale of biologicals, feed additives, pharmaceuti-
cals, and pesticide products.
Today I ap]]:mr before this subcommittee as a director and former

president. of the Animal Health Institute, in support of IL.R. 7655.
The Institute was organized in 1941, Its membership includes more
than 40 manufacturers which account. for the major share of produe-
tion of animal health and nutrition products manufactured and sold
within the United States.

On behalf of the Animal Health Institute, I shall comment on the
salient provisions and the intent of F1.R. 7655.

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

Within the past two decades, the development of pharmacentical
preparations, biological products, and feed additives by the members
of the Animal Health Institute and others have contributed enor-
mously to animal disease control. These developments have helped
improve the quality of farm products of animal origin and have
played a vital part in providing consumers with an abundance of
wholesome, reasonably priced meat, poultry, eggs, and dairy products.

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

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

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

During the 88th Congress the Animal Health Institute worked
diligently with representatives of the Food and Drug Administration,
the Department of Health, Education, and Welfare, and the Commit-
tee on Interstate and Foreien Commerce to make these amendments
acceptable to Governinent, the health professions, and industry.

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

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

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

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

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

4. To provide appropriate controls over animal drug manufacturers
and over feed manufacturers using such drugs.

5. To prevent recurring delays in the introduction of new animal
drugs and to facilitate their availability to the producers of livestock
and poultry following discovery and development.

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

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

H.R. 7655 will not change the responsibility of the Department of
Agriculture for the licensing of veterinary biologicals and will not
modify in any manner the authority of the Food and Drug Adminis-
tration with respect to other animal drugs.

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

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

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

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

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

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

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

Animal agriculture, especially the animal agriculture of the United
States, must be prepared to produce the high-quality protein needed
to meet the cha]]]v.ngos of the coming decades. The animal health
industry will play a major role in that effort.

As I have stated, the development of veterinary pharmaceuticals
and biologicals and feed additives by the members of the Animal
Health Institute has contributed enormously in reducing losses cansed
by animal diseases.

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

In conclusion, the Animal Health Institute heartily endorses and
supports HL.R. 7655, introduced by Representative O’Brien, and the
identical bills, H.R. 7797, H.R. 7815, H.R. 8377, and H.R. 9542, intro-
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duced by Representatives Hull, Rogers, Watts, and Nelsen, respec-
tively.

We support these measures as constructive legislative programs
which will advance the interest of our farmers and the consuming
public. It is hoped that your subcommittee will report favorably on
H.R. T655.

With your permission, Mr. Chairman, I would like to submit for
the record a copy of this prepared statement and its attachments,
which are a brief summary of the provisions of H.R. 7655 and an
analysis of the measure.

(The summary and analysis referred to follow 1)

Brier SuMMARY or HL.R. 7655, THE ANIM AL DrUG AMENDMENTS oF 1965 To THE
FEpERAL Foop, Drua, AND COSMETIC ACT

(Presented by the Animal Health Institute)

These amendments consolidate the provisions of the Federal Food, Drug,
and Cosmetic Act, as amended, governing the premarketing clearance of animal
drugs. These amendments add to the basic statute a new Section 511, which
establishes the requirements of safety and effectiveness applicable to new
animal drugs, including animal feeds bearing or containing such drugs. Pro-
posed Section 511 replaces the application to animal drugs of the three separate
premarketing section clearance procedures contained in existing law: Seetion
409 (food additives), Section 5035 (new drugs) and Section 507 (antibiotic
drugs). Any new animal drug, or any animal feed bearing or containing such a
drug, is considered adulterated unless it meets the requirements of proposed
Section 511.

Under the new Section 511, an application is filed with respect to each in-
tended use of a new animal drug whether the drug is to be used in a finished
pharmacentical, in an animal feed or as a component of such feed. Such
application contains information necessa ry to demonstrate the safety and effee-
tiveness of the proposed use, including practicable methods for determining
residues in or on food, as well as a full description of the manufacturing and
control procedures employed with other required data. Upon approval of the
application, notice of the approval is published in the Federal Register. If
the drug is to be used in animal feed, applicable purposes and conditions of use
of the drug in animal feed are also published. The use of any new animal
drug in animal feed is governed by the published purposes and conditions of
use. Consequently, an application for an animal feed containing a drug com-
ponent is approvable if its labeling conforms to the published purposes and
conditions of use and if current good manufacturing practices are utilized.

Procedures are set forth in proposed Section 511 for the granting or with-
drawing of approvals of new animal drugs and of animal feed bearing or con-
taining such drugs, and for Judicial review, including summary suspension of
applications in the event of fmminent hazard to health. This seection also pro-
vides for the issuance of regulations governing investigational nse of new animal
drugs and the keeping of records and the making of reports with respeet to the
use of new animal drogs. In addition, this section continues batch certifieation
of the five antibiotics for animal nse currently subject to bateh certifieation.

The remainder of the bill contains techniecal and conforming amendments
and transitional provisions. These provisions carry out the purpose of the bill
to consolidate existing provisions in the basic law. They also provide for the
continuation of existing approvals granted under the present law,

ANALYSIS OF THE SEOTIONS OF THE “ANIMAL DRUG AMENDMENTS oF 1065"
(H.R.7655) 10 THE FEpERAL Foob, Drua, ANp CosMETIC AcT

(Prepared by the Animal Health Institute)

The first section of the Bill wonld provide that the Act may be cited as the
“Animal Drug Amendments of 1965."

Section 101(a) of the Bill wonld amend section 501(a) of the Federal Food,
Drug, and Cosmetic Act (hereinafter referred to as the “basice Act”) to deem
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any new animal drog, or animal feed bearing or containing a new animal drug,
to be adulterated if it is unsafe within the meaning of section 511(a)’ as added
to the basic Act by section 101(b) of the Bill. Thus, the provisions of chapter
111 of the basiec Act, entitled “Prohibited Acts and Penalties,” would apply to
a new animal drug, or animal feed bearing or containing a new animal drug,
in interstate commerce to the same extent as any other adulterated article unless
an approval of an application filed pursuant to new sections 511(b) or 511(m),
respectively, is effective with respect to that drug or animal feed.

Section 101(b) of the Bill would add to the basic Act new section 511, en-
titled “New Animal Drugs.” New section 511 provides for the approval or
refusal and withdrawal of approval of new animal drug applications by the
Secretary and reguires the sponsor of a new animal drug to demonstrate the
safety and effectiveness of the proposed use or uses of that drug. Similar pro-
visions are made for animal feeds bearing or containing new animal drugs.
Section H11 is patterned after the new-drug section of the basic Act (section
505) as amended by the Drug Amendments of 1962, and it consolidates the pre-
clearance provisions applicable to new animal drugs and animal feeds bearing
or containing new animal drugs presently contained in the food additive section
(section 409) and the antibiotic section (section 507) as well as section 505.
Thus, uniform administration of pre-clearance requirements is assured.

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

New section H511(b) would replace section 505(b) of the basic Act for new
animal drugs by specifying the information to be included in a new animal drug
application. Clauses (1) through (6) would require the same information
presently required in section 505(b). Clauses (7) and (8) are added to replace
for new animal drugs sections 409(b) (2) (D) and 409(ec) (4) of the basic
Aet. The latter two clauses are desirable in the event residues of the drug
remain in the tissues of the animals used for food production and a tolerance or
withdrawal period is proposed.

New section 511(c¢) Is substantially identical with seetion 505(e) of the basie
Act in setting forth the procedure for action by the Secretary npon a new animal
drug application.

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

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

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

New section 511(e) is based upon and is substantially identical to section
505 (e) of the basic Act. As in the case of section 503(e), the new section 511(e)
wonld give the Secretary summary powers to act if he finds that there is an
imminent hazard to the health of man or of the animals for which the drug is
intended.

1 Subsequent to the introduection of H.R. 7655, Sectlon 511 was ];Ireemptod by the Drug

Abuse Control Amendments of 1985. Beetion 511, as proposed in

.R. 7635, will become
Section 512 of the Acet upon enactment,
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New section 511(f) is substantially identieal to and, for new animal drugs,
would replace seetion 505(f) of the basic Act, relating to the reinstatement of
applications. Such provisions would also be applicable to orders concerning
applications for animal feeds bearing or containing new animal drugs.

New section 511(g) is substantially identical to and, for new animal drugs,
would replace section 505(g) of the bhasic Act, relating to Service of Orders.

New section 511(h) adopts, for applications relating to new
and to animal feeds bearing or containing new animal drugs, the
dures set forth in section 505 (h) of the basic Aect.

New section 511(i) would require the Secretary to publish the conditions of
use and the name of the applicant for every new animal drug applieation which
is approved. This is new, inasmuch as there is no provision for such publica-
tion in section 505 of the basic Act. However, in view of the practice of mix-
ing two or more drugs, which may be purchased from different sources, in
animal feeds, this provision has been included =o as to enable feed manu-
facturers to ascertain those combinations of drugs which have been approved
for use in animal feeds. This is necessary because the labeling for a particular
drug may not indicate such combinations.

New section 511(j) provides for the promulgation by the Secretary of regu-
lations for exempting from section 511 new animal drugs, and animal feeds
bearing or containing new animal drugs, intended solely for investigational
use by qualified experts. This section is based upon and would replace sections
409(i) and 505(i) insofar as these sections are pertinent to the investigation
of such drugs and animal feeds. Of particular importance, the last sentence
authorizes the Seeretary to set forth the conditions upon which animals treated
with such drogs may be marketed. The amendments made to section 505(i)
of the basic Act by the Drug Amendments of 1962 relate to the elinical testing
of new drugs for human use and are not pertinent to the investigation of new
animal drugs. Therefore, they have not been included in new section 51103).

New section 511(k) is based upon and would replace, for new animal drugs,
the last sentence of section 409(a) of the basie Act relating to adulterated
foods. The purpose of this section is to provide for an appropriate exemption
from section 402(a) (1) of the basie Act for approved uses for new animal drugs.

New section 511(1) is based upon and would replace, for new animal drugs,
section 505(J) of the basic Act, relating to recordkeeping and reporting require-
ments,

New section 511(m) would provide for appropriate premarketing approval
procedures for animal feeds bearing or containing new animal drugs consistent
with the provisions of new section 511(b) relating to approvals for new animal
drugs. Only 90 days are provided in new section 511(m) for review of an appli-
cation for an animal feed. A longer period is not necessary since the Secre-
tary under new section 511(e) is permitted 180 days for review of the basie
information relating to the safety and effectiveness of the drug component
of such animal feed. The other provisions of new section 511(m) with respect
to approvals, records, and reports are substantially the same as those applicable
to new animal drugs.

Consistent with the Drug Amendments of 1962, new section 511(n) would
provide for the certification of batches of new animal drugs composed wholly
or partly of penicillin, streptomyein, chlortetracycline, chloramphenicol, and baci-
tracin and derivatives thereof except where such drugs are intended for use in
animal feeds.

Section 102(a) and (b) of the Bill would amend section 201 (p) of the basie
Act to remove new animal drugs from section 505 of the basic Act. Henceforth
the regulation of new animal drugs would be covered exclusively by new section
511,

Section 102(e) of the Bill would amend section 201(s) of the basic Act to
remove new animal drugs from section 409 of the basic Act. The reason for this
provision is that new section 511 wonld provide for the exclusive rezulation of
new animal drugs,

Section 102(d) contains a conforming amendment to the definition of the term
“safe” in section 201 (u) of the basic Act.

Section 102(e) of the Bill would add new paragraphs (v) and (w) fo section
201 of the basic Act defining the terms “new animal drug” and “animal feed.”

animal drugs
appeal proce-
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The definition “new animal drug” is patterned after the term “new drug"” con-
tained in section 201(p) of the basic Act. Henceforth, these terms would be
mutually exclusive,

Section 103 of the Bill would amend section 301(e) and 301(j) of the basic
Act. The effect of these amendments would permit the Secretary access o cer-
tain records and provide for the confidentiality of certain information contained
in new animal drug applications.

Section 104 of the Bill would amend section 402(a) (2) of the basic Act relat-
ing to adulterated food to provide for appropriate exemptions for approved uses
of new animal drugs.

Section 105 of the Bill would amend sections 502(1) and 507(a) of the basic
Act by exempting therefrom animal drugs. The effect of these amendments is
to require the certification of antibiotics listed in new section 511(n) in accord-
ance with the provisions of such section.

Section 106 of the Bill would amend section 801(d) of the basic Act to prohibit
the export of “unsafe” new animal drugs or animal feeds bearing or containing
new animal drugs.

Section 107 of the Bill contains effective date and transitional provisions.
Under this section, the Bill wounld take effect on the first day of the seventh
calendar month following enactment. This section also contains provisions
under which regulations in effect under section 409 and 507 of the basic Act
on the enactment date, and effective or approved new drug applications on the
enactment date, are deemed to be approved applications under section 511.
Furthermore, this section provides that applications or petitions pending on
the enactment date shall be deemed to be applications pending under section 511,
and the filing date shall be deemed to be the date on which the petition or appli-
cation was actually filed. Proof of effectiveness would not be required for any
animal drug which was commercially sold, was not a new drug, and was not
covered by an effective application on October 9, 1962, provided the conditions of
use stated in the labeling of such drug are not changed. Animal drugs in com-
cercial use prior to the enactment date and which had never been the subject
of a new drug application are also not subject to proof of effectiveness so long
as the labeling for such drugs contains the same recommendations for use,

Mr. Brower. Mr. Chairman, with your permission I would like to
call upon Mr. Freeze now to continue this presentation of a more
technical nature and ask that any questions be delayed until after Mr.
Freeze’s presentation.

Mr. Jararax. Unless the committee has questions at this point that
will be a satisfactory procedure.

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

STATEMENT OF THOMAS W. FREEZE, CHAIRMAN, REGULATORY
SECTION, ANIMAL HEALTH INSTITUTE

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

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

The fantastic rate of population growth and onr disappearing sur-
pluses present grave problems of world food shortages.

Why does H. “R. 7655 mean more meat, milk, and e woros?

To meet the challenge of the dwindling world food uuppl\. more
meat, milk, eggs, and grain must be produced more efficiently—waste
cannot be tolerated. Disease, parasites, and insects are stealing
billions of dollars’ worth of food each year.
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Of more paramount interest to the Congress, the Nation, and the
animal health industry is the need to reduce animal losses. The enact-
ment of H.R. 76566 will help America meet the critical demand for
more milk, meat, and eggs.

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

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

Let us be more specific.

Disease cuts misk production 10 percent. The Nation’s dairymen
pay an annual toll of $463 million to disease alone. Parasites and
insects push this past the half-billion-dollar mark. Nearly two-
thirds of the loss is in mastitis alone. Today, 114 million U.S. dairy-
men live with this problem. Each dairyman loses $750 per year.

Hog producers also have high losses due to disease. The U.S. De-
partment of Agriculture estimates the total bill to be $300 million per
year. Diseases cost hog producers $5.37 per head. The loss of litter
pigs a few days after birth totals $240 million. While some animal
drugs are doing a good job, we have not found the final answer.
T'wenty-five percent of all pigs never make it to market. A typical
hog farmer loses $1,611 each year. The Nation's 1 million hog farmers
urgently need better hog disease drugs.

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

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

Laying flock producers suffer losses from the time a hatching ege is
sef. until the day the hen lays her last. An assortment of air sac-
newcastle, coccidiosis parasites, et cetera, add up to 10 percent loss on
the poultryman’s income—$1,600 per year.

Anything we can do to cut these losses will be goad for 3 million
livestock farmers and 30 million housewives.

Over the last decade, the use of new, exciting, and unique animal
health products and growth agents has become standard practice.
Some of the most dangerous health problems have been curbed. And
some remarkable increases in more efficient conversion of feed have
been achieved. More must be done.
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What is holding up the availability of new and better animal drugs?

[t often takes 2 or more years to get premarketing clearance after
research is completed, safety and efficacy demonstr ated, and an appli-
cation submitted for approval. The problem .l[h{‘- because these
compounds must be cleared under a food and drug law, designed with-
out attention to animal drugs.

In many cases, the ch: nnels for cleari ing animal drugs are more com-
plicated than clearance procedures for human dr ugs. The complexi-
ties of the current rules and the resulting long delays add to the cost
of urgently needed new animal drugs, and prevent them from reaching
farmers for months or even years.

In a recent informal survey on the status of new animal drug appli-
cations, excluding feed manufacturer apl)lications, 11 companies
reporting on a total of 37 applications disclosed the following infor-
mation :

1. The time required to file an application following submission
averaged 42 days, with a low of 1 day and a high of 9212 ds ays.

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

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

Most of these, of course, involved food additive orders which meant
that a food additive petition also had to be acted upon by the Petitions
Control Branch of the Bureau of Scientific Standards and Evaluation.
HL.R. 7655 can greatly speed approval of new animal drugs.

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

The chief objective of legislation in the food and drug area has been
to regulate drugs for human use. From the Pure Food and Drug Act
of 1906, through the 1938 act and its amendments, human drugs have
been the prime consideration. Animal drugs have always been regu-
lated under the act, but only as an administrative orphan at best.

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

Let us look at the statutory procedure for clearing a human drug.

This chart (exhibit I) shows how an application for a new drug for
human use moves toward approval. A new drug application is studied
under section 505. If approved, the drug can “be cleared for market
within 180 days.
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EXRIBIT I
STATUTORY PROCEDURE

FOR
PRE-CLEARANCE OF HUMAN DRUGS

NEW DRUG | TOTAL

;5 APPROVAL 180
SECTION 505 DAYS

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

Total Statutory
ime
N""_D‘T‘.‘-ii- g 180 Days
Application

6505

A new animal drug for a food-producing animal usually requires
action under both sections 505 and 409. The agency has 180 days to
act under one section and 210 days under another. Total time under

the statue is 210 days, and in practice it is much more. (See exhibit
IIL.)

EXHIRIT 11X
FPRESENT REGULATORY CLEARANCE FROCEDURE
For

Rew Anfmal Drup - Food-Producing Animal

Total Statutory

Simultas
eously Petition

8409
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How about a certifiable animal antibiotic for a non-food-producing
animal ¢

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

EXNIBIT IV
PRESENT REGULATORY CLEARANCE PROCEDURE
For

Certifiable Animal Antibiotic - Monfood-Producing Animal

Antibiotic

Form #5 No Ti b
Limitatic

B507

Let us look at a certifiable animal antibiotic for a food-producing
animal. This is another situation requiring action under two sections,
507 and 409. There is no statutory time limitation under 507, while
there is a 210-day limit under 409. In addition, this antibiotic may
require individual batch certification. (See exhibit V.)

EXHIBIT V
REGULATORY CLEARANRCE FROCEDURE
For

Cextiffable Animal Antibiotic - Feod-Prodicin

Antibiotic
Form #5

BS07

Food Additive |
Petition

6409

All right. What about new drugs for animal feeds?

The present statute is particularly complicated for new drugs in-
tended for animal feeds. Both sections 505 and 409 apply on primary
clearance. The agency has 180 days to act under section 505, and 210
days under section 409.

A fter safety and efficacy have been demonstrated, the new drug ap-
proved and a food additive regulation issued, each feed manufacturer
must obtain a secondary clearance for each of his plants. This law
allows the agency an additional 180 days for this. In the end, it can
take 390 days total statutory time, more than a year before the animal
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feed can be marketed. Our experience has been that the

total elapsed
time is frequently much greater. (See exhibit V1)

EXHIDIT VI

~

NDA
To Feed Mir,

Antibiotics for use in animal feeds have similar requirements. They
are processed under two sections: 507 has no time limit, 409 has 210
days. There also is no time limit on the application of a feed manu-

facturer to get approval of his finished feed. (See exhibit VII.)

EXHIBIT VII

WY CLEAR
'ORY CLEAR/
For

st Ands

210 Days
|
Form 10 Tima

FDA Approved

Form #10
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Now let us put them all together—this collection of confusing and
inconsistent statutory provisions is delaying the approval of new
animal drugs that u--m]J save farmers and housewives millions of dol-
lars every year. The requirements conflict in many areas and the time
for approval often dragson for years. (See exhibit VIIL.)

EXHIBIT VIII

REGULATORY CLEARANCE PROCEDURES
NOW APPLICABLE TO CERTAIN ANIMAL DRUGS

FERIMARY CLEARANEE SECONPARY CLEARANCES
APFLI- COMGIDER- BAgIE STANTTY APFPLI-  QDUSTER OLEAR- STATURRY COMUATIVE
LATION ATION  CLEARAMCE TIME CATION ATION AMCE TIME  STTURRYTE
NEW

A
it $Ee 505 NOWE 190 DAYE

pooe INEW DS SEC. 505
ANIMAL nomau’ APPUEATON

bRUG AMIMAL
JETITION __ Sec 409 rssusv exs nopavs Ju

CERTFULE  WON FOOD ANTIROTIE
AMIMAL FRODUCING, FORM 5 SEL. 507 1S50ED RES. NOWE
ANTIBNOTIS  ANIMAL MAY REQUITE IMPIVIDUAL BATEH SEXTFCATION NOWE

EOXTIFIARLE FOCD " AT IOTI8

ANiMAL [aneel 3l FORm 5 GEC 50T S4UEP TS N |
ARTIEIOTIE  ANIMAL ' s MAY REQUIRE [MPIMDUAL BATEH CERTIFIZATION 20 DAYS
e PPTITION  AEA 409

REW CRUS  POOD = - TS Ve MW APTROVD
ANIMAL mxms,.:m‘;_,m,?,,mm MMREFLE poowg | MK, DRUG 466505 HOA OGRS 3900AYS

FELD ANUMAL
PETITION SE2. 409

Ci_x"-'llm Foeo ANTEETIE APPROVED
ANTiMIOTIE - PRODUSING, FORM 5 SE8. 507 SELSOT FORMIO  NOME PLUS FORMIO
ANIMALFEED AN MAL ! TIE

m———————— rETTON__sec 409 isswpers 2008% ]

FEPERAL FOOD, DRUG AND COGMETIZ ACT  SE2 505 === SEL. 50] = SEL. 40§ =

The proposed animal drug amendments would establish a single
procedure for handling animal drugs under a new section of the act.
Food additives, noncertifiable antibioties and new drugs all would be
processed under this section. The manufacturer would submit an ap-
plication giving complete information about safety, effectiveness, com-
ponents, controls, facilities, and labeling. He also would supply a
practical analytical assay method. The agency would have 180 days to
aprove the new drug, to deny the application or call for additional in-
formation. If the product is not to be uged in animal feeds, it could be
marketed in 180 days.

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

H.R. 7655 retains all of the standards of safety and effectiveness
necessary for the protection of the public health. It does not in any
manner shortcut the procedures now in the law. Instead it retains all
of the safeguards.
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EXHIBIT IX

FROPOSED ANIMAL DRYG CLEARANCE
UNDER H.R. 7655

NEW DRUG -
APPLICATION MAXIMUM AGENCY

SUBMITTED UNPER 180 DAYS APPROVAL W
SECTION 512 ' y

i
! FEED TOTAL
! MANUFACTURERS AGENCY | TIME-

= = ™| NEW DRus srPROVAL | 270
APPLICATION DAYS

All applications must include :

I. Reports of investigations demonstrating safety and effec-
tiveness.

2. List of articles used as components.

3. Statement of composition,

4. Description of methods and facilities for manufacturing,
processing, and packaging.

5. A sample of the drug.

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

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

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

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

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

L. Tests must prove that the drug is safe for use under the condi-
tions prescribed.

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

3. There must be substantial evidence that the drug is effective,

4. Tolerances must not. exceed those reasonably required to accom-
plish the intended effects.

5. Labeling must not be false or misleading in any particular,
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6. Current safeguards to avoid cancer must be observed.

You will recognize that all existing criteria for evaluation have
been carried over into the proposed new animal drug clearance section.

H.R. 7655 proposes shorter time for approval of feed additives in
feed.

Under the proposed new section, the time permitted for approval of
a feed manufacturer’s new drug application for use of a new drug in
feed is cut to 90 days. The reason for this is that the application is
simply for the use in feed of a new drug that already has been ap-
proved. Since the safety and effectiveness have been previously es-
tablished in the drug manufacturer’s new drug application, all that
remains to be approved are the feed manufacturer's ingredients, con-
trols, facilities, and label. This 90-day period on a feed manufac-
turer’s new drug application is a very generous period of time and
could well be shortened. Clearance for new drugs remain at 6 months.

Let us sum up the benefits.

The enactment of H.R. 7655 will facilitate the development of
animal drugs, and eliminate the delays caused by multiple clearances.
Regulations can be developed specifically for animal drugs and ap-
proval will no longer be based on rules developed for human drugs.

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

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

This bill will encourage more animal health research.

Better designed approval procedures will free more scientists for
basic research, and permit industry to explore many promising new
fields. There are only limited product development dollars available.
Let us spend them in research rather than in struggling through ad-
ministrative redtape.

It could mean millions of dollars a year more income to farmers.

The $2.8 billion loss to U.S. livestock and poultry producers can be
substantially reduced through the development of new drugs. We
will never completely eliminate losses—but it certainly is possible to
cut them by millions of dollars a year. Look what this could mean
to the farmer.

Fighting agricultural losses is a very worthwhile contribution to
the future well-being of America. It means more income in farming,
the country’s largest single industry. And for consumers it means
more food, and better food at lower prices.

The Animal Health Institute endorses and recommends the passage
of TL.R. 7655.

Thank you very much.

Mr. Jaraman. Does that complete your presentation ?

Mr. Brower. That completes our testimony.
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Mr. Jarman. You gentlemen heard Dr. Goddard’s statement at the
beginning of the committee’s session in which he indicated that the bill
would be acceptable to the Department if certain amendments are
made to the bill.

Would you at this time care to make any comment on the suggested
amendments?

Mr. Brower. Mr. Chairman, we have not had the privilege of seeing
these suggested amendments and so cannot comment at this time, but
I assure you that such comments will be forwarded to your committee
from the association.

Mr, Jarsan. It would be helpful to us.

(The information requested follows:)

ANTMAL HEALTH INSTITUTE,
Washington, D.C., June 28, 1966.
Re H.R. 7655, Animal Drug Amendments of 1965.
Hon. JouN JARMAN,
Chairman, Subcommittee on Publie Health and Welfare,
House of Representatives, Washingion, D.C.

My Dear Mg. JARMAN: The following are the views of the Animal Health
Institute on the amendments referred to by Commissioner Goddard in the course
of his testimony before your Subcommittee on June 13, 1966, and set forth in
the Report of the Department of Health, Education, and Welfare of the same
date signed by the Honorable Wilbur J. Cohen, the accompanying Staff Memo-
randum and the Committee Print of the Bill dated June 14, 1966. Our recom-
mendations on certain other amendments proposed during the hearing are also
set out below,

We have carefully analyzed the amendments advanced by Under Secretary
Cohen and Commissioner Goddard and are willing to accept many of them,
Specifically these are:*

Item 1: Veterinary antibiotics.

Item 2: Residue of veterinary drugs in food for humans.

Item 4: Data to be submitted by manufacturer of medicated feed, and condi-
tions of approval of his application.

Item 5: Bffect of withdrawal of approval of a drug on the right to continue to
use the drug in feed.

Nore.—With respect to Ttems 4 and 5, we are in basic agreement with the sub-
gestions made except for the concept of approval of a new animal drug applica-
tion by the issnance of a “regulation”. Our recommendation in this respect is
discussed in detail below.

Item 6: Additional amendments (other than amendments to the transitional
provisions).

Nore.—We are in disagreement with paragraphs (e) and (h) of Item 6, as
explained below,

The amendments with which we are not in agreement are as follows :

ITEM 3

The new langnage appearing in lines 5 through 13 on page three of the Com-
mittee Print makes the drug manufacturer responsible for the use or misuse of
his products by the feed manufacturer. This would arbitrarily impose on the
drug manufacturer penalties of eriminal liability, injunction and seizure for acts
for which he is not responsible and eannot control. Such penalties are not im-
posed by present law. In no other situation under the Food, Drug, and Cosmetic
Act is any manufacturer responsible for acts beyond his control. i.e., the misnse
of his produets by a subsequent processor, manufacturer, or distributor.

H.R. 7655 would require specific approvals (as required by present law) for
both the basic drug manufacturer and the manufacturer of an animal feed con-
taining a new animal drug. Each manufacturer is responsible for handling the
drug in accordance with the approval granted to him.

lg"hm-:o Item numbers and headings correspond to those in the Report and Staff Memo-
randum,
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Under the present law and the Bill as introduced, the Food and Drug Ad-
ministration has adequate authority to protect the public health without im-
posing arbitary penalties on the drug manufacturer for acts beyond his control.
Its present powers include

(1) its eapacity to approve and revoke the individual new drug applica-
tions of both basic drug manufacturers and manufacturers of medicated
feeds;

(2) its “establishment” registration and inspection procedures ;

(3) the good manufacturing practices regulations applicable both to drug
manufacturers and to feed manufacturers ; and

(4) its powers of seizure, injunction and the imposition of eriminal lia-
bility.

The amendment proposed in Item 3 would not afford any addiitonal meaning-
ful safeguard for the public health. The foregoing must be considered wholly
apart from the gquestions of constitutional magnitude raised by this particular
proposed extension of absolute criminal liability.

We therefore strongly urge the deletion of lines 5 through 13 on page 3 of the
Committee Print,

ITEMS 4 AND 5

While we are in general agreement with the amendments set forth in these
Items relating to publication of new animal drug approvals and their suspension
or withdrawal subsequent to the effective date of the Bill, we note with concern
the Department’s position that publication of the approval “wonld be a regula-
tion analogous to those published under the Food Additives Amendment.” New
drug applications are considered and approved on the basis of the data in the
application or such other data as the Seeretary may have before him. Once
approval is granted there is no need for the issuance of a regulation with an in-
vitation for comments, objections or hearing. The purposes of the Act are met
and the public informed of the approved use of the drug simply by the publication
of a “notice” in the Federal Register of the approved indications and conditions
of use of the new animal drug.

The adoption of the “publication by regulation” concept as opposed to publica-
tion by notice could result in needless delays of the type which H.R. 7655 as in-
troduced was intended to avoid.

We accordingly propose that the relevant portions of the Committee Print be
modified in the following manner :

>age thirteen, line 20 through page fourteen, line 12 should be amended to
read :

(i) When a new animal drug application filed pursuant to subsection (b)
is approved, the Secretary shall publish by notice in the Federal Register the
name and address of the applicant and the conditions and indications of use of
the new animal drug covered by such application, including any tolerance and
withdrawal period, and, if such new animal drug is intended for use in animal
feed, appropriate purposes and conditions of use (including special labeling re-
quirements) applicable to any animal feed for use in which such drug is approved,
and such other information, upon the basis of which such application was ap-
proved, as the Secretary deems necessary to assure the safe and effective use of
such drug.”

Nore.—The sentence beginning on page fourteen, line 7 has been deleted as
surplusage for the Secretary already may and does announce by notice in the
Federal Register the proposed withdrawal or suspension of approved new drug
applications. He may continue to do so without any further grant of authority.

*age sixteen, line 21: Substitute for “regulation or regulations” the words
“approval or approvals",

Page eighteen, line 7: Substitute for “a regulation” the words “an approval”,

Page eighteen, line 12: Substitute for “regulation” the word “approval”.

Page nineteen, lines 10 and 11: Substitute for “a regulation” the words “an
approval™.

ITEM 6E

The word “representative” should be inserted at the end of line 25 on page
four. This will provide for the submission of feed samples which are typical of
the intended uses of the drug but will avoid the submissions of all possible feed
formulations in which the drug's concentration remains constant.
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ITEM 6H

We propose that the word “material” be inserted at the end of line 3 on page
eleven and at the end of line 25 on page nineteen of the Committee Print. The
word “material” is used elsewhere in similar context in the basie Act and cur-
rent regulations.

ITEM 7

The transitional provisiong proposed in the Staff Memorandum reflect a com-
mendable effort to shorten and simplify the ones appearing in the Bill as intro-
duced. However, they fail to cover “master files” which, as of the effective date,
may not have been converted administratively by the Food and Drug Administra-
tion to the skatus of approved new drug applications, as well as applications
which had been submitted but not “filed” on the day preceding the effective date.
Moreover, subsection (b) (3) of section 107, appearing at lines 12 throngh 24 on
page thirty-six of the Committee Print, departs markedly from the comparable
transitional provision (section 107 (¢) (4)) of the Drug Amendments of 1962
The Drug Amendments of 1962 were applicable to drugs for animal use as well
as drogs for human use. H.R. 76535 relates solely to drugs for animal use and
the previously applicable transitional provigions affecting animal drugs should
be preserved without modification. Any change in the transitional provisions of
the 1962 Amendments would constitute a substantive change in the law and in
the rights and protection afforded the animal health and nutrition industry and
the veterinary medieal profession. Accordingly the langnage shown as deleted
in lines 5 through 12 on page thirty-three of the Committee Print should be re-
tained, as set forth below, as subsection (b)(3) of the transitional provisions.

The sentence appearing on page thirty-six, lines 9 through 11 of the Committee
Print, relevant to publication of prior new animal drug approvals, should be de-
leted. This requirement would be a carry-over from the period when H.R. 7247
wits considered by the 88th Congress. Under that Bill feed manufacturers would
not have been required to apply for new drug applications for feeds containing
new animal drugs; they would simply have had to comply with published ap-
provals. Inasmuch as such manufacturers have information on existing new
animal drug approvals through a variety of sources, it is unnecessary for the
stafl of the Agency to assume the burden of mechanically collating and publishing
such approvals for use by these manufacturers.

Accordingly, we propose that lines 3 through 24 on page thirty-six of the Com-
mittee Print be revised to read as follows:

“(2) Any approval, prior to the effective date, of a new animal drug or of an
animal feed bearing or containing a new animal drug, as such terms are defined
in the basic Act as amended by this Act, whether granted by approval of a new
drug application, antibiotic regulation, food additive regulation, or master file,
shall be deemed an approved applieation under section 511 of the basic Act as
amended by this Act, shall continue in effect, and shall be subject to change in
accordance with the provisions of the basic Act as amended by this Act.

*(3) Any application or petition under section 409, 505 or 507 of the basic
Act which has been submitted and is pending on the effective date shall be
deemed, if it covers a new animal drug, or an animal feed hearing or containing
a new animal drog, to be an appileation pending under the applicable provisions
of section 511 of the basic Act as amended by this Act, and the filing date under
such section 511 shall be deemed to be the date on which the petition or applica-
tion was actnally filed.

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

Paragraph (4) on line 25 should be renumbered “(5)".

TECHNICAL CORRECTIONS

We note in the Committee Print the following typrographieal errors and omis-
sions which require correction ;
a) Page two, line 18: insert a comma after the word “drug”.
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b) Page twelve, line 5 and page twenty-nine, line 5: The numeral one should
be changed to the letter (1) (as in the word “all”).

¢) P'age seventeen, line 20 et seq., should read: “such paragraph, finds, on the
basis of information submitted to him as part of the application or on the basis
of any other information before him-

d) Page twenty-six, lines 15 and 16: remove the comma after the word “feed”
in line 15 and insert & comma after the word “feed” in line 16.

) Page twenty-seven, line 9 should read: “or for a material time under such
conditions : or”.

During the hearing held June 13, 1966, Mr. Charles W. Klinger, a representa-
tive of the American Feed Manufacturers Association, recommended that H.R.
T655 be amended in two respects, IHe suggested that the 90-day statutory time
for acting upon feed manufacturers’ applications be reduced to 30 days (see
page seventeen, line 6). He also proposed the deletion of the export limitation
(see page twenty-nine, lines 9 through 16). We have appraised these recom-
mendations and concur in their adoption. In the event the 30-day time limit
referred to above is deemed too short, we strongly urge the adoption of a 60-day
time limit for consideration of feed manufacturers’ applications.

H.R. 7655 is intended to consolidate the clearance procedures applicable to
new animal drugs under a new section in the Act without substantive modifi-
cations of existing law. We trust the foregoing comments are consistent with
these objectives and constitute a constructive review of the recommendations
maide by representatives of the Department of Health, Edueation, and Welfare
and others. We respectfully request that this letter be made a part of the
record of the June 13, 1966, hearings on H.R. T655.

Sincerely yours,
_ Lewis E. HArr1s, President.

Mr. Jarman, Mr. Mackay?

Mr. Mackay. No,thank you.

Mr. Jarman. Mr. Nelsen.

Mr. Nersen. Thank you, Mr. Chairman.

I noted in the testimony it was suggested that the time that would
be consumed in approving an application would be about 90 days, or
could be, under the terms of this proposal.

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

Mr. Brower. Yes.

Mr. Neusen. My feeling is that a bill of this kind generally will be
eriticized as being an attempt to cut corners without affording adequate
protection to the publie, but I gather from your statement and from
the statement of the Department that there are no shorteuts taken in
this legislation.

It actually is an attempt to bring about a more competent and effi-
cient. handling by eliminating the need for going through various
different supervisory agencies for clearances.

I's that not true?

Mr. Brower. That is very true.

Mr. NerseN. You have had no opportunity to check the amendments
that have been suggested, I understand ?

Mr. Brower. We have not seen them.

Mr. NeLsen. I would like, Mr. Chairman, to see that the industry has
an opportunity to review the proposed amendments. They may be
acceptable. Ihope they are.

It would seem to me that we would then be in a much better position
to bring this bill to the floor for what we hope to be final passage.

I thank the gentleman for his fine statement.

Mr. Jaraan. Thank you.
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Mr. Gilligan ¢

Mr. Gmuigan. Thank you. I have no questions, Mr. Chairman.

Mr. Jarsan. Dr. Carter?

Mr. CartER. No questions.

Mr. Jarmax. Mr. Cunningham ?

Mr. CuonNiNgHAM. No questions.

Mr. Jarsan. Thank you very much, gentlemen.

Mr. Brower. Thank you, sir.

Mr. Jarman. At this time the Chair yields the microphone to our
distinguished colleague from Nebraska, Mr. Cunningham, who will
introduce our next witness.

Mr. CuxNixegaaM. Thank you, Mr. Chairman.

I am not a member of this fine subcommittee, but am a member of
the full committee and I know of the good work that you are doing,
and I appreciate very much the opportunity you have afforded me to
introduce this witness,

He is Mr. Lewis E. Harris. He is a highly respected professional
man from the State of Nebraska. He is president of Norden Labora-
tories of Lincoln, Nebr., manufacturers of pharmaceutical and biologi-
cals for animal use.

Mr. Harris is also the president of the Animal Health Institute, so,
Mr. Chairman and members of the committee, it is my great pleasure
to present to you Mr. Harris.

STATEMENT OF LEWIS E. HARRIS, PRESIDENT, ANIMAL HEALTH
INSTITUTE

Mr. Harris. Thank you, Congressman Cunningham.

Mr. Jarmax. The Chair appreciates your being with us this
morning. s

Mr. Harris. Thank you.

Mr. Chairman and members of the committee, my name is Lewis E.
Harris. I am president of Norden Laboratories, Inc., of Lincoln,
Nebr., a subsidiary of Smith Kline & French Laboratories, and I am
also the president of the Animal Health Institute.

Norden is a small manufacturer of pharmaceuticals and biologicals
for veterinary medical use. Our products are sold to veterinarians
throughout the United States. We also export to 15 foreign countries.

The firm was founded in 1919 by Dr. ém'l J. Norden and has en-
joyed steady growth. We are now building new facilities for future
expansion.

My testimony is in support of H.R. 7655.

The Federal Food, Drug, and Cosmetic Act, as amended, pri-
marily regulates drugs for human use while animal drugs are covered
by the act, they have always been given “stepchild” status. Since reg-
ulations under the act were primarily designed for human drugs, little
attention has been given to specific problems related to animal drugs.

For many years, we in the animal drug indust ry have been handi-
capped and delayed by this burdensome procedure. Strange as it
seems, it is sometimes more difficult to secure clearance for a new drug
used to treat a farmer’s hog than to clear a drug used to treat his child.

The present Food and Drug Act frequently results in multiple re-
views of the same data submitted for a single new animal drug.
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Instead of these reviews being made concurrently, in many instances
one group within the Food and Drug Administration waits for the
opinion of another before proceeding. Disagreements sometimes de-
velop between divisions, based more on academic views than sound
medical veterinary considerations. Correlation of these multiple re-
views and viewpoints becomes difficult, if not impossible, and long
periods of inactivity occur. Indeed, we have had some instances where
new drug applications and supplemental data have been completely
lost.

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

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

Proper recognition must be given to the cooperation and under-
standing which has been exhibited by the Food and Drug Adminis-
tration personnel in trying to cope with the difficult situations created
by the present act. They have been as frustrated and concerned about
problems created by existing law as have industry representatives,

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

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

Thank you, gentlemen.

Mr. Macgay (presiding). Thank you, Mr, Harris.

Mr. Gilligan?

Mr. Giuuican, No questions, Mr, Chairman.

Mr. Mackay. Mr. Nelsen ?

Mr. Newsen. I noted your statement regarding the reorganization
with Dr. Clarkson being in charge of this particular activity. It would
seem to me that since this reorganization has taken place, 1t is a recog-
nition of the fact that there has been a problem which needs to be
solved. I take it that you feel that this legislation is necessary to fur-
ther develop a desirable efficiency in the processing of these applica-
tions.

Mr. Harris. Yes, sir; this is correct.

Mr. Nersen. Over and beyond what has been done by reorganization
within the Department?

Mr. Hagris, Yes, sir.

Mr. Neusen. Thank you.

Mr. Macray. Dr. Carter?
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Mr. CarteEr. No questions.

Mr. Mackay. Mr. Cunningham?

Mr. Conxineras. No questions.

Mr. Mackay. Thank you very mueh, Mr. Harris.

Mr. Harris. Thank you.

Mr. Mackay. The next witness is Dr. John G. Salsbury.

STATEMENT OF JOHN G. SALSBURY, MEMBER, BOARD OF DIREC-
TORS, ANIMAL HEALTH INSTITUTE, SALSBURY LABORATORIES

Dr. Sacspury. Mr. Chairman and members of the subcommittee, T
am John G. Salsbury, president of Salshury Laboratories, Charles
City, Towa. T am also a member of the board of directors of the
Animal Health Institute and wish to make a statement in support of
H.R. 7655.

In operation since 1926, our company. founded by my father, Dr.
J. E. Salsbury, is now a prime supplier of drugs, chemicals, pharma-
ceuticals, and biologics to the poultry industry. While we are small
in size compared to some of the our competitors, our specialization
in the poultry field has afforded us growth opportunities.

When we started in business, annual poultry production was
approximately 250 million birds, most of which were dedicated to ege
production. Today annual poultry production is 12 times that num-
ber of birds, including: 2,500 million broilers, 350 million layers, 100
million turkeys.

Our business has grown steadily over the years. Time was when
most of our sales were in packaged pharmacenticals used by several
million small farmers. Today our main endeavor is in the area of
feed additives, growth stimulants, coceidiostats, histomonastats, and
biologies.

One of the main reasons for our erowth has been specialized research.
By concentrating on a small segment of agri-business, we have carved
a niche in the animal health field. OFf a total of 500 employees, we
have approximately 80 in research and have committed an ever-
increasing share of our sales dollar to new product development,

Even as a small company we have aspirations for growth and diver-
sification, for in business as in other endeavors, you must grow. In
recent. years we have diversified into the cat and dog hiological field
and into the international sales field. We have enjoyed the good will
of a large segment of the poultry business for many vears. This good
will, we believe, is based upon :

1. Good products:
2. Truthfully sold;
3. With quality guaranteed.

A small company such as ours finds the competitive climate increas-
ingly keen. However, our philosophy has always been that business
is an endeavor wherein one group of men establish an edge by making
fewer mistakes than their competitors. We like to think that our
group has distinguished themselves by working a little harder and
a little longer than the other guy. We are pleased with the results
of our labor.

The Food and Drug Act imposes the same stringent controls on
both large and small companies alike. We, of course, are willing to
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meet the formidable challenge of any requirements which are neces-
sary for the protection of the public health. It is extremely difficult,
however, for a small company to comprehend and cope with multiple
controls based, not on reason and necessity, but on defective statutory
strneture.

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

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

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

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

In other words, at times we had no measnring stick with which to
oage our research effectiveness. At other times the measuring stick
was established only to be changed by the Administration’s whim
before the results of our research could be evaluated.

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

FDA does not have a monopoly on inefliciency. TIndustry, too, must
share some part of the burden for the apparent slowness. We have
not always communicated precisely, and at times have placed insuf-
ficient data at the disposal of the Food and Drug Administration.

I would like to commend the new ageoressive and alert management
that is manifesting itself at FDA. Certainly the changes and the
apparent interest in cooperating with industry are like a breath of
fresh air.

However, an opportunity now presents itself for the Congress to
implement, the positive moves of the past 6 months by streamlining
the statutory procedure for clearing new animal drugs. 1 believe that
by this move a great service will be done for the American people, the
publie health and animal health, if you will.

Speaking from the standpoint of small business, I believe that
H.R. 7655 represents an opportunity to eliminate the unnecessarily
cumbersome provisions of the present law without, in any manner,
jeopardizing the public health.

Thank you, gentlemen.

Mr. Jaraan. Thank you, Doctor.

Are there any questions?

Mr. Mackay. Thank you, Mr. Chairman.
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Dr. Salsbury, I was interested in your statistics about the increase
of poultry production. Were those for the Nation?

Dr. Sassury. These are for the Nation, yes.

Mr. Mackay. Secondly, I was interested in the mechanics of this
approval. Is all of this done through the Washington office? Is it
necessary for a representative of your company to come to Wash-
ington? Do you handle this by mail, or do you have people come to
your plant?

Dr. Saissury. We have Mr. Freeze, who was introduced here as
our Washington representative, and he is probably spending about
one-third of his time in Washington or traveling.

Mr. Mackay. 1 was interested also in your mentioning the problem
of small business against the large business.

Is it necessary for your individual business to send its own repre-
sentative, or do you send it through an association representative?

Dr. Sauseury. No; we send our own representative. I don’t think
that the association representative does this type of work.

Mr. Mackay. So the cost would be just as great to your company
individually as it would be to a large company; is that right ?

Dr. Savssury. Probably to clear a product, yes. ]

Mr. Mackay. But the main thrust of this bill is to coordinate the
activity within the Department. It doesn’t really cut out any other
steps, does it?

Dr. Saussury. No, it wouldn’t. It is primarily to coordinate this
work within the Food and Drug Administration.

Mr. Mackay. Thank you very much.

No further questions.

Mr. Jarymaxn. Mr. Nelsen.

Mr. Neusen. T wish to thank the gentleman for his fine statement.
L, of course, realize, and I am sure he realizes, as we all do, that within
the Food and Drug Administration they are required to act as the law
provides, so some of the delays that may have existed are probably due
to the guidelines set up by the law. As I understand the witnesses
today, 1t is your hope, and it is certainly onrs, that the laws may be
streamlined to provide speedier handling as well as proper protection
for the public. Is that not true?

Dr. Savssury. This is true. This is what we hope in this proposed
legislation.

Mr. NeLsex. One question perhaps not related to this bill, but
knowing that your firm has long been in business, I recall that years
ago on the farm we had one cure for everything. That was Dr. Hess®
Stock Tonic. Whatever happened to it.

Dr. Sarseury. I am not sure whether that is on the market vet or
not. You would have to ask Dr. Goddard.

Mr. Jaraan. Mr. Gilligan?

Mr. Gruuiean. Doctor, you make reference in your statement to
protocols, or research test design, and said that in some areas of Food
and Drug protocols were well established, well communicated, and
predictable, while in other areas protocols were nonexistent, poorly
communicated, and everchanging.

Is there anything in the proposed legislation which would help to
clear up that problem ?
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Dr. Sarspury. As I see it, it would bring all of the animal drugs
under one section and then the protocols pmlmh}v will be handled In
one bureau, whereas in the past we have had, say, the efficacy of the
product handled by one section and the [u\](u]lr“’\ handled by another,
and there have been differences here.

Mr. Girrican. But then what this really is is a fond hope that the
legislation will indirectly bring about these benefits; is that right?

Dr. Sauseury. 1 think that is the intent, yes.

Mr. Giuuigan. Thank you, sir.

No more questions.

Mr. Jaraax. Dr. Carter?

Mr. Carrer. No questions.

Mr. Jaraan. Dr. Salsbury, you in your statement refer to the fact
that it takes a long time to get to the point of decision by the Food and
Drug Administration.

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

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

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

Dr. Sarssury. I think probably the timelags are due to additional
data or clarification of the data that they want from us, that they
have asked us for.

Mr. Jarman. Is the situation better than it was previously ?

Dr. Sarspury. I would say it is definitely better than it was a year
ago, yes.

Mr. Jaramawn. Yet, as T understand it, under the more complicated
procedure under which we now operate if an avalanche of applications
came in we could again be faced with a serious timelag in processing
applications. Am I correct?

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

Mr. Jararax. That would be a comment on whether the personnel
are adequate now to process any given number of applications that
may come in. I do remember from the testimony before the subcom-
mittee 2 years ago that a point was made that the application situation
was getting more current, but that if a great many applications came
in on a paricular type dmtr the sitution could deteriorate. Does that
situation exist ?

Mr. Tromas W. Frerze (vice president, Salsbury Laboratories).
Mr. Chairman, I would like to comment on the statement that Dr. God-
dard made.

He indicated that action is being taken on these applications, but in
many cases the action taken is rejecting the application, asking for
more data.

If you will check the Federal Register you w i1l see very few animal
health drugs being approved in the last six months to a year, but 1
think it is going to take time for this team to get geared up and I
know that the Bureau of Veterinary Medicine is ultlln;_\: many, many
more veterinarians to their staff and we are hopeful that the new
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bureau will be able to act much faster because they will have so many
more areas of competency within their bureau that they will not have
to be coordinating with some of the groups across the river in toxi-
cology, pharmacology, and the rest of these scientific disciplines.

You see, in many of the scientific disciplines like toxicology and
pharmacology we are dealing basically with Ph. D.’s, but in the Bureau
of Veterinary Medicine we are dealing with veterinarians who are
familiar with the animal health industry.

This makes it much easier to establish protocols with men who un-
derstand the problem.

Mr. Jarman. Thank you very much.

I would like to say again to the gentlemen on behalf of the commit-
tee and to all who are interested in this legislation than an analysis
and comments on the amendments that have been suggested or that
may be suggested by industry witnesses submitted to the committee
would be very helpful in our own analysis of this proposed legislation.

Our next witness is Charles R. Fulton, president of Delmarva
Poultry Industry Association.

Mr. Fulton, we appreciate your being with us.

STATEMENT OF CHARLES R. FULTON, PRESIDENT, DELMARVA
POULTRY INDUSTRY, INC.

Mr. Forron. Mr. Chairman and members of the subcommittee, my
name is Charles R. Fulton and T am here today as president of the
Delmarva Poultry Industry Association.

Our organization represents poultrvmen in the portions of three
States located on the Delmarva Peninsula—all of Delaware, nine
Eastern Shore counties of Maryland and two counties of Virginia—
a major broiler-fryer and egg-production area. My personal connec-
tion with the poultry industry is primarily as vice president of Holly
Farms in charge of the Delmarva division. We are a completely
integrated broiler operation. This inclndes production of hatching
eges, hateherv facilities, feed manufaeturing, processing, byproducts,
and the growing of approximately 75 million birds annually.

The Delaware Poultry Industry is an organization of over 5.000
growers, hatchervmen, feed manufacturers, poultry processors, equip-
ment dealers, and other associated business concerns, including a great
number of civic-minded citizens who are deeply interested in the im-
portant poultry industry in our area because of the direct relationship
it. has to the economy of Delmarva.

On behalf of our organization, T wish to endorse and uree the
passage of FL.R. 7655 because we feel this bill would be of considerable
aid to the poultry industry and to our millions of consumer enstomers.

Since shortly after World War T, the Delmarva Peninsula has been
a pioneer in the growing of commercial broilers and fryers, and it is
generally recognized as the birthplace of today’s multimillion-dollar
broiler-fryer industry.

In the recent past, Delmarva has begun to diversify with inereased
production of table eggs, and many of our members are now in this
phase of poultry husbandry. Our region nevertheless continues as
a major broiler growing region. and indeed Sussex Count y, Del,, is
the Nation’s leading broiler growing county.
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To give you an idea of how the poultry industry has grown, let
me point out that, as recently as 1950, broiler production was about
630 million birds; last year it was well over 2 billion. This means
that broiler production has more than trebled in the last 15 years. The
average retail price of ready-to-cook broilers has, at the same time,
decreased from 57 cents per pound in 1950 to approximately 39 cents
in 1965, a decrease of about 32 percent. During this same 15-year
period, the Bureau of Labor Statistics combined index of all food
prices rose from 85.8 to 108.8—an increase of 26.8 percent. Today
almost any family can eat a chicken dinner anytime—and does, thank
goodness. Last year our average per capita consumption of broilers
in the United States was 29.4 pounds, in contrast to only 8.7 pounds
just 15 years ago. Currently broilers and fryers account for nearly
90 percent of all chicken meat consumed in our country, in contrast to
42 percent back in 1950.

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

Broiler rations today provide all the essential amino acids,
vitamins, minerals, and antibiotics combined in proper proportions
and formulated by electronic computers, Poultry nutrition is at the
highest peak in scientific advancement in the nutrition field.

Not too many years ago broiler producers had 15 to 20 percent of
their chicks die before they reached maturity. Due to the great prog-
ress made in disease prevention, it is not unusual for broiler producers
to raise 99 to 100 percent of the chicks started.

Better breeding and management practices are certainly important
reasons, but even more significant in bringing about these dramatic
changes are the development and introduction of a variety of feed
additives and other types of nutritional and therapeutic agents. Such
progress has been a team effort with nutritionists, geneticists, poultry
pathologists of our land-grant. colleges, and commercial companies
cooperating toward increased efficiencies and an improved meat-type
bird.

Among commercial efforts, I would like to single out those of the
pharmaceutical and nutritional additive manufacturers. We have
found that the addition of a variety of drugs and nutritional sub-
stances to feeds and water increases our birds’ rate of gain, decreases
the quantity of feed they must consume to reach market weight or
maximum egg production, and helps prevent outbreaks of many of
the dangerous diseases that would otherwise attack our flocks.

With the history of vast increases in knowledge and improvements
of our feed and water additives in the past decade, we have every
reason to hope that research will continue to furnish us even more
knowledge and better therapeutic and nutritional agents.

We at Delmarva Poultry Industry sincerely hope that this research
and the application of its results will not be hampered by unnecessary
restrictions from any sources. Feed manufacturers in our organiza-
tion have pointed out to me that one aspect of the present law has
proved extremely burdensome. On Delmarva we make our own feeds,
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using components furnished by different suppliers. The Food and
Drug Administration requires the feed manufacturer to submit a
medicated feed application, form 1800, before we can incorporate
a new drug into any of our feeds. In one instance it took 271 days,
in another it took 14 months for the agency to approve two of our
members’ use of new drugs, even though the drug companies had
obtained approval for the drugs themselves many months before the
feed manufacturers’ applications.

We agree that our feed manufacturers should have to demonstrate
that they utilize good manufacturing and control procedures in making
up their feeds, but they have given proof of this on numerous occasions
by their submissions on previous feeds containing drug products.
It seems absurd that such an extended period of time wonld be
necessary for FDA’s review of virtually the identical information
previously submitted by these feed manufacturers, when the only
significant differences related to drugs already accepted by the Food
and Drug Administration in the name of the basic manufacturer.
Deprived of the benefit, of these drugs in the production of poultry,
these feed manufacturers had no operating economies to pass on as
consumer benefits,

When these instances of delay are multiplied by the many times
in a year that we assume such instances oceur, the total impact of
the present clearance procedures can be readily understood. I.R. 7655
protects the public as well as the statute in its present form, but
without causing time-consuming delays. It is a sound improvement
in the law. In this one area of feed manufacturers’ clearance, I
understand that the feed manufacturer would still have to submit an
application containing information as under present law but FDA
would be permitted only 90 days to process the mill’s application.
[iven considering this single aspect of the bill, it will be of great value
both to our industry and to the millions of consumers whom we serve,

Science is indeed in back of our great poultry industry and has made
it the critical source of feed supply that it is today. We want to
continue to set new records of achievement, and we believe that the
ll:l:-iﬁ:l;_’v. of HLR. T655 is one step that will help the people of our great
roiler industry as we move forward in reaching new goals.

I thank you very much.

Mr. Jarsan. Thank you, Mr, Fulton.

Are there any questions?

Mr. Mackay. No questions.

Mr. Gruican. No questions.

Mr. Jarman. Mr. Nelsen.

Mr. NeLsex. One question.

Have you had an opportunity to study the proposed amendments?

Mr. Fuuron. Thave not, sir.

Mr. Jarsrax. Mr. Fulton, we appreciate your helping us make the
record this morning,

Mr. Furron. We thank you for an opportunity to appear, sir.

Mr. Jarman, Our next witness is Mr. Earl L. Butz, dean of agri-
culture, Purdue University.

Mzr. Butz.
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STATEMENT OF EARL L. BUTZ, DEAN OF AGRICULTURE, PURDUE
UNIVERSITY

Mr. Burz. Mr. Chairman and members of the committee, my name
is Earl Butz. For the past 8 years I have been dean of agriculture
at Purdue University. For 3 years prior to that I was Assistant
Secretary of Agriculture in charge of Marketing and Foreign Agri-
culture in the USDA. T had the pleasure at that time of serving in
the same department with your good colleague, Ancher Nelsen, who
did a very distinguished job as Administrator of the Rural Electrifi-
cation Administration.

Prior to that, for 8 years, I was head of the department of agri-
cultural economics at Purdue University. My entire professional life
has been spent in the area of food and population problems, both at
home and abroad.

My interest in the so-called Animal Drug Amendments Aet, HL.R.
7655, stems primarily from the interest of an agricultural economist in
the developing world population food erisis, which I think is much
more imminent than many people in this country and abroad are
aware.

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

Unless we exercise every opportunity promptly to meet this chal-
lenge, I think the world shortly will face a crisis of such proportions
that we in the Western Hemisphere can’t escape the repercussions that
will come from it.

One such opportunity, I am sure, presents itself in FI.R. 7655, which
will encourage the development of new animal drugs, and will make
it possible to get more mileage out of the existing supply of agri-
eultural scientists we have.

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

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

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

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

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

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

There is room for substantial expansion of food production, both in
this country and abroad, through the continued infusion of science,
and capital, and nonrestrictive governmental programs that would
let farmers and agricultural institutions exercise the full amount of
science available.

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

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

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

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

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

This is a frightening prospect. This has to be done at a time when
we have no more virgin territories of the world to exploit. We have
no more prairie sods to turn, no more virgin forests to clear.

As a matter of fact, we have to do it at a time when we are losing
oroductive land to urbanization, to highways, to airports, to parks.

ivery time we run one of those dual-land highways through the coun-
try it takes up 30 acres a mile, and I think that is taken out pretty
permanently.

Every time we put a cloverleaf in a dual-lane highway it takes up
25 to 40 acres, and I think that is out pretty permanently.

The point I want to make is that science is the only thing we have to
infuse into the agriculture of the next one-third of a century to meet
this tremendous challenge we face. It is research. It is the very kind
of thing we are talking about here today.
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In the long run we have to meet the world population-food problem
by population control. In the short run, given the social and religious
mores, and low levels of literacy and economic well-being in many
parts of the world, we simply can’t accomplish that in this generation.
That means, therefore, in the short run—I am talking now about the
next third of a century—our only alternative is to increase the level
of agricultural output both per acre and per man.

This includes the accelerated application of fertilizers, of irrigation,
of better seed varieties, of more herbicides, more insecticides. improved
animal drugs and animal health items, and extensive research expendi-
tures of all kinds.

The opportunity for increased food production on the North Amer-
ican Continent is tremendous. You have heard this morning about the
terrific toll taken by disease, by parasites, and by insects, that cost the
American farmers about $3 billion a year. It costs the American con-
sumers at least that much or more. This loss stands in the way of a
very substantial additional contribution of American agriculture in
meeting the world’s No. 1 problem—the developing world population-
food ratio crisis.

Our urgent need now is for new agents to fight these costly food
losses and to add to the available food supply all around the world.
We must encourage these yet-to-be-developed growth stimulants and
feed additives that we are talking about here this morning.

The North American Continent has the world’s largest contiguous
area of good food producing land, where we have the combination of
fertile soil, of climate, of growing season, the capital and know-how
to do the job. This area will be called upon to do a massive job of
meeting this population-food gap in the years ahead.

The U.S. public conscience, I am convinced, has made a firm com-
mitment that we are not going to permit starvation anyplace in the
world to the extent that we can prevent it. While that is not written
specifically into law, it is nonetheless a very real commitment. That
means those of us in agriculture must keep our total food industry as
healthy as possible. We must maintain public confidence in it. ~We
must prepare our people to use our scientists and American agriculture
plant to the full extent that we can do it.

Iam convinced that H.R. 7655 is a step in that direction.

Mahatma Gandhi once remarked “Even God dare not approach a
hungry man except in the form of bread.” That underscores the im-
portance of food in the struggle we face in the years ahead.

American agriculture can do a great job of applying science to this
whole process. I regard agriculture simply as a converter of energy.
The source of energy for us on this globe 1s the radiant energy from
the solar system. We are not very efficient in taking it directly from
the sun. In agriculture, we convert the energy to a form we can use.

We use the plant as a vehicle for conversion. We then use the
animal as a \'l‘llliC]L! for further conversion. We capture only about
three-tenths of 1 percent of the solar energy that hits the earth in our
food production processes.

As we convert the energy from crops into meat, milk, and egas, again
there is a great loss in efficiency because of the toll of parasites, of
disease, of insects, and the like.
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There is a great opportunity to infuse more science into our foed
machine. Five years hence, when the world food problem becomes
more acute than now, the trained agricultural scientist will be the same
kind of glamour boy that the physicist and the engineer were in the
immediate postsputnik years.

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

Thank you very much.

Mr. Jarman. Thank you, Dean.

Are there questions?

Mr. Mackay. Thank you, Mr, Chairman.

[ would just like to thank you for this testimony. It came through
loud and clear. Although this is not the Committee on Agriculture,
I would be interested in any thoughts you might have regarding action
that this committee might take within the scope of its jurisdiction.

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

Mr. Burz. Thank you very much, Mr. Congressman.

During my 3 years as Assistant Secretary I learned that you never
assign work to one committee through another congressional commit-
tee. In answer to your question, there is clear evidence that, the people
in the Department of Agriculture are aware of the magnitude of this
problem.

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

Mpr. Jararan. Mr. Nelsen.

Mr. Newsen. Thank you, Mr. Chairman,

I wish to thank Mr. Butz for his very fine and informative
statement.

In the few pages that you have put together you have supplied us
with a tremendous amount of information that I think we will all find
very useful and certainly very persuasive arguments for the need of
any legislation to speed up our production and to streamline the han-
dling of any processing of applications which we deal with today.

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

Mr, Borz. Thank you.

Mr. Jarsan. That is a very fine tribute. It is good to have you
with us this morning, Dean Butz.

Mr. Burz. I thank you,sir.

(The complete statement of Dean Butz follows::)

STATEMENT oF EARL L. Burz, Pu. D., DEAN OF AGRICULTURE, PURDUE UNIVERSITY

My name is Earl L. Butz. For the past eight years T have been Dean of Agri-
culture at Purdue University. For three years prior to that, from 1954 to 1957,
I served as Assistant Secretary of Agrienlture in charge of Marketing and
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Foreign Agriculture. Among other things, I was in charge of the Foreign Agri-
cultnral Service and traveled extensively in many parts of the world, studying
food and agriculture conditions. For eight years previously, I was head of the
Department of Agricultural Economics and Professor of Agricultural Economics
at Purdue. My entire professional life has placed me in close proximity with
food-population problems, both in this country and abroad.

My interest in H.R. 7655, the “Animal Drug Amendments,” is the interest of
an agricultural economist concerned with the world crisis which is developing
in the population-food ratio. The North American food industry is facing its
ereatest challenge of all time, and we must exercise every opportunity to prepare
to meet it. One such opportunity presents itself in H.R. 7655, which will
encourage the development of new a nimal drugs.

The world is on @ collision course. When the massive force of an exploding
world population meets the much more stable trend line of world food production,
something must give. Unless we give increased attention now to softening the
effects of the impending collision, many parts of the world, within a decade, will
be skirting a disaster of such proportion as to threaten the peace and stability
of the Western world itself,

The man-food ratio around the world, never high enough to be very exeiting
to two-thirds of the world’s population, has actually been in a decline the past
half dozen years. Total food output has increased during those years, to be
sure. but at a slower rate than population increase. In many of the world's
underdeveloped areas, the man-food ratio is in a serious decline.

The first claim of any society on its total production resources is to produce
enough food to keep the population alive and reproducing itself. Some ¥ar
Eastern nations require 80 to 90 percent of their population on the land to get
the job done. In the United States we do it with less than 6 percent of our
working population on our farms. There is room for substantial expansion of
food production, both in the undeveloped and in the developed areas of the world,
through continued application of science, infusion of capital, and nonrestrictive
governmental programs.

At the beginning of the Christian era, world population was estimated to have
numbered around 250 million. In the next fifteen centuries it doubled, reaching
500 million by 1600. Three centuries later, by 1900, world population had tripled
and stood at about 1.5 billion. In the less than two-thirds of a century since
1900, world population has approximately doubled again and now exceeds 3
billion. Reliable estimates indicate that, in the little over one-third of a century
remaining until the year 2000, it will double again and will stand at about 6.3
billion people.

If, from the beginning of the Christian era, we had multiplied at the present
rate, there would now be over one million people per square foot of earth surface.
Obviously, the rate of growth cannot persist indefinitely, because of the sheer
limitation of space and food. However, its frightening implications are a threat
we must face.

From the beginning of history, man has always been in a stroggle to feed
himself, with the possible exception of the Western world in the past two or
three decades. From the beginning of the human race until now, man gradually
developed the food production capacity required to sustain 3 billion people on
the earth, although many many persons have a very meager available food
supply per capita. If the 6 billion-plus people predicted by the year 2000 are to
be sustained, with no improvement in diet whatever, man will need to develop
the capacity to feed another 3 billion people—and this must be done in the short
term of one-third of a century. This means that we must duplicate in the next
generation the produetion record that man has achieved since the dawn of his-
tory. And we must do this at a time when nearly all of the virgin lands of the
world have been brought into production and when we face increasing inroads
on arable land by spreading suburban communities, highways, and the like.

There are only two possible answers to the problem I have posed here. One is
a widespread and rapid increase in birth control practices, which, in the long
run—say, by the close of this century—is the only solution. The second—and
the immediate need confronting us—is to increase agricultural production
worldwide.

We must do everything possible to accelerate the application of capital and
technology to our agricultural and food systems in an effort substantially to
increase output per acre and per man. This includes accelerated application and
use of fertilizers, irrigation, better seed varieties, more pesticides, new and im-
proved animal drugs and agricultural chemicals, and extensive research expendi-
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tures, ineluding research to improve the genetic capabilities of plants and
animals.

The opportunity for increased food production on the North American continent
is tremendous. In the United States alone, disease, parasites, and insects cost
American farmers almost $3 billion each year through loss of animal livestock and
poultry. Urgently needed are new agents to fight these costly food losses and
add to the available food supply. Also holding tremendous promise for increas-
ing the food supply are yet-to-be developed growth stimulants and feed additives
which will improve the efficiency of animal protein production.

The North American continent, and primarily the United States, will be called
upon within the decade for a massive effort to meet the impending erisis in the
world population-food ratio. It must be a major responsibility of all of us to
keep our national food-producing machine healthy and eflicient. We must
strengthen public confidence in the capacity of our food indust ry to meet the
great challenge ahead of it. To prepare for less than this will be to condemn a
large part of the world to widespread famine and political instability on a seale
unprecdented in history. Hence, there is no realistic alternative except for us
to gear up to meet this challenge,

H.R. 7655 will have the beneficial effect of speeding up the introduction of
new animal drugs useful in the overall effort to meet this challenge, I com-
mend this measure as a constructive attempt to advance the interests of our
farmers and the consuming publie.

Mr. Jaryan. Our next witness is Dr. Frank Todd, who will present
a_statement by Dr. Don Spangler, the president of the American
Veterinary Medical Association.

Dr. Todd.

STATEMENT OF DR. DON H. SPANGLER, PRESIDENT, PRESENTED
BY DR. FRANK A. TODD, WASHINGTON REPRESENTATIVE, ON
BEHALF OF AMERICAN VETERINARY MEDICAL ASSOCIATION

Dr. Toop. T am Dr. Frank A. Todd, Washington representative of
the American Veterinary Medical Association.

Dr. Don Spangler, president of the American Veterinary Medical
Association, has prepared and submitted a statement on behalf of the
association pertaining to HLR. 7655. Dr. Spangler has asked that I
present it to this committee. It is short and I would like to read it for
the record of this hearing.

At a hearing of this Congressional committee held September 1963, the Ameri-
can Veterinary Medical Association (AVMA) opposed a bill dealing with the
same subject. The Food and Drug Administration (FDA) also opposed the bill,
Following this hearing, an extended series of conferences were held involving
representatives of the FDA, the AVMA and individuals responsible for writing
the bill. Extensive revisions have changed the general character as well as the
specific details of the proposal so that we consider H.R. 7655 to be a constructive
compromise,

The current version of H.R. 7655 with the separate section 512 appears to be a
conscientious effort to guarantee the same degree of safety, stability, potency and
effectiveness in drugs and medicated feeds as would have been provided by the
existing statutes,

The proposed section 512 appears to be a faithful reproduction for animal
preparations of the current Food, Drug, and Cosmetic statutes which are applied
in common to drugs for man and animals,

In its present form, H.R. 7655 appears to serve the best interests of the publie,
The American Veterinary Medical Association supports passage of H.R. 7655 as
a measure also beneficial to the animal drug and medicated feed industry and
therefore to the veterinary profession,

Respectfully submitted,

Dr. Dox H. SPANGLER,
President, American Veterinary Medical Association.
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The American Veterinary Medical Association appreciates this
opportunity to present its views on H.R. 7655 and wishes to thank
you, Mr. Chairman and members of the committee.

Mr. Jarman. Thank you very much, Dr. Todd.

Mr. Nelsen ¢

Mr. Nrrsex. No questions, except to make the observation that the
bill that we are now considering is quite similar to legislation that
our former colleague, Mr. Roberts of Alabama, introduced in the 8S8th
Congress. I note Mr. Chairman, that Ken is in the audience, and T
want to thank him for the leadership that he gave to proposals of
this kind in years past. I am also aware of his continued interest
which we appreciate very much.

I thank the gentleman for his statement.

Mr. Jaryan. Thank you, sir.

I appreciate the gentleman making that a part of the record.

Mr. Roberts has made an outstanding contribution to legislation in
this general field and we rely on him for counsel and advice and it is
good to have him with us in the hearing this morning.

Our final witness in the hearing this morning is Mr. Charles W.
Klinger of the American Feed Manufacturers Association.

STATEMENT OF CHARLES W. KLINGER; ACCOMPANIED BY LEE H,
BOYD, AMERICAN FEED MANUFACTURERS ASSOCIATION

Mr. Kuinger. Mr. Chairman and Mr. Nelsen, I am Charles W.
Klinger, product control manager for Central Soya Co., Fort Wayne,
Ind. For the past 7 years I have had the general responsibility of
insuring compliance for my company with the Federal Food, Drug,
and Cosmetic Act.

I am here today on behalf of the American Feed Manufacturers
Association, of which Central Soya is an active member. Accom-
panying me is Mr. Lee H. Boyd, director of feed control and nutrition
of that association. We would both like to express our appreciation
for the opportunity to present our views concerning the proposed
legislation.

Central Soya is a company serving agriculture through feed manu-
facturing, grain merchandising and soybean processing. The feed
division is a multiple-plant operation serving over 3,500 feed dealers
in the eastern two-thirds of the United States.

The American Feed Manufacturers Association was founded in
1909 and is a nonprofit national trade association for the feed manu-
facturing industry. Membership, which also includes related in-
dustries, represents all areas of the United States,

The feed industry is a vital seement of U.S. agriculture. Feed is
the largest input in the production of animal products—about two-
thirds of the cost of proc ucing meat, milk, and eggs. It is estimated
that half of the feed tonnage contains animal drugs.

The annual dollar volume of the feed industry is approximately $4
billion—placing it among the top 15 manufacturing industries of our
country. It is the largest industry in the world providing goods and
services exclusively for agriculture,

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

We, as feed manufacturers, are not normally involved in the de-
velopment and manufacture of animal drugs. It is the responsibility
of the drug manufacturer to obtain basic clearance from the Food and
Drug Administration. Therefore, feed manufacturers use only ad-
ditives which have been approved by the FDA as being safe and ef-
fective when used under specified conditions. Thus, feed becomes a
vehicle by which the animal producer can conveniently avail himself
of these important. production tools.

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

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

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

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

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

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

The American Feed Manufacturers Association, on behalf of its
members, supports H.R. 7655 introduced by Congressman O’'Brien, in
that it gives further impetus to the specific recognition of animal
drugs. We believe it will give the Bureau of Veterinary Medicine
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authority and direction to implement practical regulations that em-
body safety and yet permit the maximum exercise of scientific judg-
ment on the part of practicing veterinarians and the scientists in the
feed industry,

The proposed legislation does not change the present requirements
for medicated feed clearances which we consider to be unnecessary
and costly. However, the bill is a significant step in the right direc-
tion and we thus encourage its passage.

We feel it necessary to request two amendments to HLR. 7655. The
first, involves the shortening of the 90-day processing limit for medi-
cated feed applications (as specified in the proposed bill). It would
appear that 30 days would be adequate time for FDA to make a
decision on this type of application. In considering this proposal,
please keep in mind that the FDA has already given basic approval
to the use of these additives.

It is our hope that clearance requirements for feed manufacturers
may eventually be greatly simplified by administrative action, or
legislation if necessary, so that feed manufacturers who are registered
and inspected by FDA can use new animal drugs as soon as basic
clearance is granted to the drug company.

Secondly, we strongly urge modification of section 106 of the bill
which deals with export. Section 106 would modify section 801 of
the act to prohibit export of products not in conformance with the
provisions of the act. There seems to be no reason to deny export if
the product is in accord with the purchaser’s specifications, meets with
the destination country’s laws, and is labeled for export. Other
nations certainly have the right to set their own standards. When
the standards of the recipient country have been met, we feel that
U.S. manufacturers should have the opportunity to compete with
other countries of the world for the export market.

In conclusion, I would like to emphasize there is a fundamental
similarity in the objectives of FDA and feed manufacturers. Every
feed manufacturer must have concern for the safety and efficiency of
his feed product—surpassing that of FDA. A feed manufacturer’s
very existence depends upon the safety and quality of his product.

It should also be acknowledged at this time that we in the feed
industry have been impressed with the leadership shown by Dr.
Goddard and Dr. Clarkson of the Food and Drug Administration and
are looking forward to working with them toward common goals.
Further, their efforts to achieve administrative efliciency should not
go unnoticed.

On behalf of the American Feed Manufacturers Association and
Central Soya Co., may Mr. Boyd and I again express our appreciation
for the privilege of appearing before the committee.

Mr. Jarmax. Thank you, Mr. Klinger, for your testimony.

With reference to your first recommended amendment, that is, that
the 90-day processing limit for medicated feed applications as set out
in the bill be reduced to 30 days, would you have any comment to
make on the possibility of a 60-day limitation period ?

Mr. Kuineer. Underlying our philosophy is the question of what
degree of clearance should be required for feed manufacturers. We
have pointed out that the basic review and approval of safety and
efficacy have already been made by the Food and Drug Administra-
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tion, but even after this it is now a requirement for feed manufacturers
to further request clearance, and I think we must certainly look at the
repetitious nature of these applications.

This requires an individual application for every individual feed
that might use a particular drug. These applications are practically
identical in nature. 'We would not see any reason for a 30-day proc-
essing period to be unrealistie.

Mr. Jarmax, Thank you.

Mr. Nelsen.

Mr. Nersen. I note that you mention these additives have already
been approved and are available for purchase.

For example, a farmer could go down to a supplier and buy certain
additives that have been approved, could he not?

Mr. Kuinger. He would be in the same position in this case as a
feed manufacturer if the additive has a new drug status. Any pur-
chaser woud have to have a clearance before he could mix it or use it.

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

Mr. Kruinger. Not under the conditions you have expressed. 1
believe there are certain on-the-farm conditions where this would be
true, but in the employment of a commercial mixer this would not
be true.

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

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

I wish to thank the gentleman for his statement.

Mr. Jarmaxn. Thank you.

Mr. Kunger. Thank you.

Mr. Jarmax. The committee would like to express appreciation to
all who have participated in and attended the hearing, aiding in mak-
ing what we feel is a good basic record on this proposal.

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

The committee stands adjourned.

(The following material was submitted for the record:)

THE PROPRIETARY ASSOCTIATION,
Washington, D.C., June 15, 1966.
Hon, Joux JARMAN,
Chairman, Subcommittee on Public Health and Welfare, Commitiee on Inter-
state and Foreign Commerce, House of Representatives, Washington, D.C.
DeAr Mr. CHAIRMAN : This letter is in reference to H.R. 7655, identified as
the “Animal Drug Amendments of 1965"”, and is submitted with the request that
it be made a part of the record of hearings on the bill. This Association desires
to be recorded in support of the proposed legislation. Its position was duly
authorized by its Executive Committee—the governing body--at a regular meet-
ing in Washington, D.C. on March 1, 1966.
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The Proprietary Association has its offices at 1717 Pennsylvania Avenue, N.W.,
in the City of Washington. It was organized in 1881 and has been in contin-
nous existence ever since. Its active members—ninety-six in number—are en-
gaged in the manufacture and distribution of proprietary medicines—medicines
which are completely compounded, packaged, labeled with directions for use and
advertised directly to the public. They are over-the-counter items: items which
are not restricted by law or practice to preseription sale,

While the greater volume of the medicines produced by members of this Asso-
ciation are for use in human medication, some of the members do make drugs
for use in the medication of animals and are therefore interested in and would
be affected by the purposes and provisions of the subject legislation.

The emphasis in food and drug legislation has understandably been on regula-
tion of drugs for human use. Animal drugs have always been regulated under
this law but they have been of secondary concern. ILR. 7655 would put in better
balance the law’s regulation applicable to human and animal drugs. It would
simplify the regulation by coordinating controls currently imposed on animal
drugs by several sections of the existing law. It would provide a single pro-
cedure for clearance of animal drugs. A single section for this purpose, in-
serted into the Federal Food, Drug and Cosmetic Act, would follow the pattern
of regulation which pertains now to new drugs and antibiotic drugs for human
consumption. The bill also applies to animal feeds which bear or contain new
animal drugs.

An important purpose of the bill is to prevent delays in the introduction of
new animal drugs and to facilitate the availability of them. It would thereby
encourage development of new animal drugs which are needed to fight food
losses which are presently at a high rate due to disease.

Therefore, this Association heartily subscribes to the purposes of H.R. 7655
and recommends the bill as capable of accomplishing them.

Respectiully submitted.

HowARD A. PRENTICE,
Ewzecutive Vice President and Treasurer.

PHARMACEUTICAL MANUFACTURERS ASSOCIATION,
Washington, D.C., May G, 1966.
Re H.R. 7655.
Hon. HARLEY O, STAGGERS,
Chairman, House Interstate and Foreign Commerce Committee. U.8. House of
Representatives, Washington, D.C.

DEAR Mit. OHAIRMAN : This letter is submitted on behalf of the Pharmaceutical
Manufacturers Association to evidence support for H.R. 7635, a bill entitled “The
Animal Drug Amendments of 1965”7 The legislation is designed to improve
public health protection by consolidating into a brand new section of the Federal
Food Drug and Cosmetic Act current, diverse, overlapping, and often times con-
tradictory sections of that Act, regulating the premarketing clearance of new
animal drogs.

The Pharmaceutical Manufacturers Association, a national trade association,
represents about 140 firms which manufacture approximately 95 per cent of the
nation’s output of prescription drugs. Our Association follows with great
interest all proposed legislation relating to the public health, particularly those
proposing amendment to the Federal Food Drug and Cosmetic Act.

The Pharmaceutical Manufacturers Association respectifully urges hearings
on and the enactment of H.R. 7655. The procedural simplification which this
bill would accomplish is desirable and in the publie interest. By placing the
premarketing clearance of new animal drugs under a single section of the Federal
Food Drug and Cosmetic Act, long delays in their clearance will be eliminated,
thus facilitating their availability to the producers of livestock and poultry.
This result will be achieved withont lessening any of the rigid controls necessary
for the proper protection of the public health now imposed by existing law.

Three different regulatory divisions of the Food and Drug Administration have
Jurisdiction over animal drugs. Each employ separate statutory procedures
for the clearance of the same uses of these drugs. Consequently, they sometimes
adopt individual interpretations which produce inconsistencies in animal drug
clearances. The enactment of H.R. 7655 will streamline and improve this
approval procedure.




ANIMAL DRUG AMENDMENTS OF 1965

The regulation of new animal drugs should be based on procedures applicable
golely to such drags. They should not, as they now are, be handled under pro-
cedures applicable to human drugs. The efficient, economic and single procedure
which this bill proposes for the clearance of animal drugs will reduce long re-
curring delays, will free more funds to be invested in basic research, and will
ultimately benefit the health profession, the farmer, and the American consumer.

The need for a separate, single procedure for the clearance and regulation of
new animal drugs is clear. Enactment of H.R. T655 not only will retain all of
the protection and objectives of the present law, but will also encourage and
speed up the development and introduction of new drugs and thus reduce live-
stock and poultry disease. It should aid this country in increasing its produc-
tivity to meet the future demands for more meat, milk, and eggs which will come
from our rapidly increasing population,

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

Sincerely,
C. JosePH STETLER.

NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION,
Washington, D.C., June 10,1966,
Hox. Joun Jarman, M.C.
House Office Building,
Washington, D.C.

DEAR Mgr. JarMAN: T would like to support H.R. T655 and ask that it be re-
ported by your Subcommittee,

The prineiples and philosophies of this bill are those that are necessary in
today's complex society.

While this Association has no responsibility in the field of veterinary drugs, we,
like them, are a highly regulated industry and know the necessity for endeavoring
in every way possible to provide for the simplification of procedures, provided
the simplifications do not lessen the ability of the regulatory agency to properly
protect the health and welfare of the public.

Thanking you for your consideration, I am

Sincerely yours,

PArkE C. BRINKLEY, President.

AMERICAN FARM BUREAU FEDERATION,
Washington, D.C., June 20, 1966.
Hon. JouN JARMAN,
Chairman, Subcommittee on Health and Welfare of the House Interstate and
Foreign Commerce Committee, Washington, D.C.

DeAr CoNGRESSMAN JARMAN: As the Nation's largest general farm organiza-
tion with 1,677,820 farm families, Farm Bureau has a vital interest in any
legislation concerning the use of animal drugs. We have many Farm Bureau
members who produce and feed livestock, raise poultry and milk dairy cows,
The use of animal drugs is very important in developing and maintaining a
healthy livestock economy.

H.R. 7655, as we understand it, would amend the Federal Food, Drug and
Cosmetic Act to provide for centering the control of new animal drugs (in-
cluding medicated feeds) into one section of the law. This would establish
a single procedure for the elearance of these new drugs.

The Farm Bureau Policies for 1966, adopted by the elected voting delegates
from the member State Farm Bureaus, contain the following policy statement :

“The present procedure for pre-marketing clearances of new animal drugs
may add unnecessarily to their cost and delay their use by farmers. Con-
sideration should be given to eliminating these cumbersome procedures when
public safety and health are not jeopardized.”

As livestock producers and feeders, and therefore the ultimate users of
such drugs, we are interested in the best and fastest procedure that ean be
established for the clearance of new animal drugs. At the same time, we also
feel that the procedure should provide for the best possible protection for
publie health and welfare.
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We had hoped that the problem of pre-marketing clearance for new animal
drugs might be solved by administrative action by FDA. While there has
been progress made, there apparently is need for legislation to definitely
establish a single procedure for the clearance of new animal drugs separate
from human drugs. H.R. 7655 would establish such a procedure and at the
same time continue to provide adequate protection of the public welfare.

We would appreciate your making this letter a part of the hearing record.

Sincerely,
Joun C, L¥NN,
Legislative Director.

GraIy & FEED DEALERS NATIONAL ASSOCIATION,
Washington, D.C., June 20 1966.
Hox. Joux JARMAN,
Chairman, Subcommitice on Health and Welfare, Interstate and Foreign Com-
merce Committee, House of Representatives, Washington, D.C.

DEAR MR. JARMAN : The Grain and Feed Dealers National Association has 1800
direct members ranging in size from the country elevator and feed mill to the
largest grain and feed complexes. In addition, there are 53 state or regional
associations which are affiliated with this National Association and which have
about 17,000 members.

The Grain and Feed Dealers National Association would like to go on record
as favoring the passage of HR 7655. We believe that the consolidation of laws
pertaining to animal drugs would remove confusion from existing law. Further-
more, the simplification of clearances for animal drugs would benefit the grain
and feed industry with no adverse effect on human consumers. We, therefore,
urge the passage of HR T655.

Sincerely yours,
Arviy E. OLiver, Ezecutive Vice President.

STAUFFER CHEMIOAL Co.,
Woburn, Mass., May 20, 1966.
Hon. F. Braprorp MoRrsE,
House of Representatives,
Washington, D.C.

DeAr CoNGRESSMAN Morse: Congressman L. W. O'Brien of New York has
proposed H.R. 7655, a bill to provide a single, separate procedure for clearance of
animal drugs. I would like to enlist your support of the bill, especially a request
for hearings before the Subcommittee on Health and Welfare of the House Inter-
state and Foreign Commerce Committee,

A clear, Congressional intent for the handling of applications for clearance
of feed additives, veterinary antibiotics, and new animal drug applications is
necessary. The Federal Food, Drug, and Cosmetic Act of 1938 is primarily
directed towards human drugs and, at best, animal drugs have received
“stepehild” treatment. Delay and confusion ensue from the lack of a specific
statutory basis for this specific group.

Animal feed additives are under Section 409, veterinary antibiotics under
Section 507, and new animal drugs application under Section 505. This
separation leads to individual interpretations of the Act by the ageney administer-
ing these sections. But, the end produet iz always the health of the same cow.
A realistic appraisal of the function of animal drugs is necessary.

Since animal drug clearance is an extrapolation from human drug law, it
is subject to the vagaries of direction of such law. Clearance is tied to the
emotional and explosive conditions of human drug law which is slated for even
further regulation. To encourage development of new drugs, the clearance
period must be shortened and the clearance path specified. This in turn will
lead to a larger supply of food at a lower cost to the producer and consumer.
At the same time no shorteut in procedures now in effect is required.

I request your careful study of this legislation and hope yon will be able
to support it.

Sincerely yours,

W. 8. Howarp, Plant Manager.
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Merck & Co., Inc,,
Rahway, N.J., June 9, 1966,
Hon. Jouy JARMAN,
Chairman, Subcommittee on Public Health and Welfare,
Interstate and Foreign Commerce Committee,
House Office Building, Washington, D.C,

DeaR CHATRMAN JARMAN: We wish to thank you for scheduling hearings on
H.R. 7655 before your Subcommittee on Monday, June 13. Merck & Co., Inec.
endorses this Bill and urges your support in obtaining its enactment. This
Company, as a leading manufacturer of animal health drugs used in veterinary
products and animal feeds, believes that the Bill as introduced by Representative
Leo W. O'Brien is necessary, and would simplify and clarify the clearance
procedures of the Food and Drug Administration for approving the marketing
of new animal drugs and animal feeds containing them. 3y 80 doing, we feel it
will avoid unnecessary and time-consuming delays in the obtaining of approvals
for these drugs and feeds, It is our considered opinion that under H.R. 7655
these approvals would be facilitated and expedited without sacrificing any
of the safeguards enjoyed by the farmer or the public under existing law.

We very much appreciate your interest and understanding on this subjeet.

Sincerely yours,
FRED BARTENSTEIN, Jr.,
Administrative Vice President,

HorFumaN-La Roong, Inc,,
Rocne CHEMICAL DIvISION,
Nutley, NoJ., June 9, 1966,

Hon. Joux JARMAN,

Chairman, Subcommittee on Public Health and Welfare,
Committee on Interstate and Foreign Commerce,

House Oflice Building, Washington, D.C.

Dear CONGRESSMAN JARMAN: As a manufacturer of animal drugs, Hoffmann-
La Roche Ine, is vitally concerned with the proposed H.R. Bill 7655 and the

hearing with respect thereto to be held on Monday, June 13. We have studied
this Bill earefully, and, through the Animal Health Institute, have worked with
the representatives of the Government to make the Bil acceptable to all
concerned. It is sincerely believed that the Bill as presently proposed would
facilitate, both for Government and industry, the administration of the animal
drug laws while maintaining the controls necessary to protect the public health.

We therefore respectfully urge that this Bill be favorably reported to the
House of Representatives.

Very truly yours,
Crarrorp A, Scorr,
Director of Agricultural Sales.

Tae Ursonx Co,,
Kalamazoo, Mich., June 8, 1966,
Hon. Joux D, JarMAXN,
Chairman, Subcommittee on Health and Welfare,
House Office Building, Washington, D.C,

Dear Mgr. JarmaN: Information has been received that H.R. 7655 will be
given hearing before your committee on Monday, June 13, 1966.

The Upjohn Company is extremely interested in the passage of this bill, as
we feel it will assist the Commissioner of the Food and Drug Administration in
making the ageney a more effective and efficient instrument for the publie good.

Your favorable consideration of this bill is urgently solicited.

Very truly yours,
D. A. Pamrson, D.V.M.
Director of Agricultural Products Division.
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INTERNATIONAL MINERALS & CHEMICAL Corp.,
Shokie, IlL, June 10, 1966.
Hon. Joax JArRMAN,
Chairman, Subcommittee on Health and Welfare,
Committee on Interstate and Foreign Commerce,
House Office Building, Washington, D.C,

DEAR MR. JARMAN : T am writing to express interest in H.R. 7655, a bill to pro-
tect the publie health by amending the Federal Food, Drug, and Cosmetic Act
to consolidate certain provisions assuring the safety and effectiveness of new
animal drugs. I understand that Your Committee has scheduled hearings on
this bill for Monday, June 13, 1966,

As Chairman and Chief Executive Officer of International Minerals and
Chemical Corporation, I wish to express my personal support, and the support
of my company, for this bill. This proposed legislation would amend certain
administrative procedures of the Federal Food and Drug Administration, which
would facilitate the consideration and processing of applications to clear new
products, useful in animal health and nutrition. In my opinion, enactment of
the proposed changes would, in no way, weaken the provisions of the law which
safeguards public welfare from the standpoint of safety.

On June 29th, 1965, I had the privilege of appearing before a Sub-Committee
of the Senate Foreign Relations Committee to discuss the world population and
food crisis, pointing up widespread hunger in the underdeveloped world, and
urging that all practical steps be taken by both government and private organi-
zations to promote increased food production.

In this context, I am convinced that the adoption of more workable procedures
for the clearance of animal drugs would expedite the advance of animal pro-
duction in this country. Improvements in 1.8, technology for the production
of animal products, meat, milk, poultry and eggs, lead to similar advances in
the developing nations. Furthermore, every increase in the efficiency of animal
production automatically enhances the feed grain supplies of the world. Con-
sequently, I believe that enactment of the pending legislation would be a positive
contribution to increasing world food production. The need for more animal
protein is eritical in many underdeveloped countries. Animal proteins supply
components of the human diet which are essential in the maintenance of health
and well being.

The changes in pre-marketing clearance procedures for animal drugs which
would be effected by passage of H.R. 7655 have been earefully considered by
competent legal and scientific personnel. As a resulf, the bill has gained wide
support and endorsement from industrial and trade associations, technical and
scientific societies, and responsible authorities, competent to judge its impact.

Our technical experts tell me that the difficulty in getting new animal drugs
approved by the Food and Drug Administration i« slowing the development of
such drugs, primarily because pre-marketing clearanee is now effected under a
law principally directed toward human drugs. The long delays inherent in the
current regulations add appreciably to the cost of any new compound. This
tends to decrease research to develop new compounds. More importantly, it
unnecessarily delays public receipt of the benefits which might be obtained, in
this country and abroad, through earlier availability.

New and rapidly increasing world food needs call for new and more expeditious
approaches to old problems,

I trust your Committee will give this bill your eareful consideration, and make
these views a matter of record in the proceedings of your Committee's
deliberations,

Respectfully yours,

TroMas M. WARE, Chairman.
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WHITMOYER LABORATORIES, INC.,
Myerstown, Pa., June 9, 1966.
Hon. JoHN JARMAN,
House of Representatives
Washington, D.C.

DeEAR Me. JaArMAN : It was gratifying to learn that the hearing on H.R. 7655,
the animal drug amendments to the Food, Drug and Cosmetic Act, is scheduled
for June 13, 1966.

As chairman of the Subcommittee on Health & Welfare of the House Inter-
state & Foreign Commerce Committee, I want to appeal to youn to give this pro-
posed legislation your thoughtful, and hopefully, your favorable consideration.
A good case has already, I am sure, been made for the need for this legislation
so that I will not dwell on details in this letter. I am sure that this legislation
will prove beneficial to animal agriculture throughout the United States and
that your constituents in the Fifth Congressional District of Oklahoma will be
grateful to you for giving this your support.

In behalf of the animal agriculture industry and the veterinary pharma-
centical manufacturing industry, I do want to extend to you my thanks for
giving the above-named proposed legislation your best attention.

Very truly yours,
C. W. WHaITMOYER, President.

BixeMAN LARORATORIES, INC.,
Caldwell, Ohio, June 17, 1964,
HousE oF REPRESENTATIVES,
Committee on Interstate and Foreign Commerce,
Washington, D.C.
(Attention : W. E. Williamson, Clerk).

GENTLEMEN : We submit the following statement for the record in regard to
certain bills before your committee to protect the public health by amending
the Federal Food, Drug, and Cosmetic Act with respect to the safety and effec-
tiveness of drugs used in animal feeds.

During the past several years there has been undue alarm created by certain
government agencies pertaining to the danger of drugs in human and animal
feeds and and animal food produets, and in this aura of fear and hysteria new
feed additive amendments were passed by Congress amending the Federal Food.
Drug, and Cosmetic Act. As a result of these amendments the Food and Drug
Administration has established regulations regarding the use of practically
all ingredients in animal feeds and medications. It seems apparent that this
agency is taking upon itself authorities that go far beyond the contemplation
and expectation of Congress when the law was passed.

I want to emphasize that no hazard to public health has ever been demon-
strated from residues of feed additives. No one has demonstrated that food
animals are capable of harboring enough of any feed additive to adversely affect
human consumers, or that there is sufficient residue to have any demonstrable
effect on the second animal. There has never been proven one case of harm to
any human as the result of drug residue in feeds, milk, meat, or any animal
food product. Yet based on myth, supposition, and imagination federal regu-
lations regarding the use of practically all drug ingredients have been issued
by the Food and Drug Administration. The agricultural industry, the nation,
and the world would not now be enjoying the benefits of scientific nutritional
advances and medications that we have today under such arbitrary controls and
regulations as the Food and Drug Administration are presently establishing.

It is quite disconcerting to see public statements and news releases by the head
of the Food and Drug Administration emphasizing only the danger and harm
that have resulted from various medications and drugs that are being put on the
market, and giving the impression that manufacturers are not concerned with
the safety of their products. It appears that in many instances these statements
are made primarily for the purpose of obfaining public support. While this
support is sincere, it is nnfortunate that most of this support is misinformed and
misguided. It is clearly evident that the lives saved, improved health, and
improved nutrition far overshadow any harmful effects. It is unreasonable to
overemphasize the danger and minimize the benefits, There is no evidence that
tissues of food animals or food byproducts of animals can hold enough of any
feed additive to measurably affect consumers.
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Because of the short notice of this hearing I have not had sufficient time to
study in detail the eurrent bills to amend the Federal Food, Drug, and Cosmetie
Act with respect to the safety and effectiveness of drugs in animal feeds or
medications. However, T have read them, and in my opinion these bills are not
in the best interest of the consumer or our industry.

The Food and Drug Administration are in effect applying to animal feeds and
medications laws and regulations that were primarily established for application
to human food and medications. The application of human standards to animal
feeds and medications is not reasonable. In considering the feed additives, drugs,
ete., used for treating animal diseases it must be realized that there are many
variable environmental conditions existing, and that it is not practical to attempt
to diagnose and treat animal diseases in the same manner as humans, Because
of this it is very important and essential that the Federal Food, Drug, and
Cosmetic Act be amended so as fo establish an entirely separate code of regula-
tions pertaining to the safety and effectiveness of animal feeds and medications,
and that in addition the concept of safety and effectiveness be elarified by specifie
laws and not left to the broad interpretation of the Food and Drog Administra-
tion. It has long been demonstrated that the safety to the consumer is implieit
in the health of the animal: and in the best interest of the consumer and the
agrienltural industry the Federal Food, Drug, and Cosmetic Act should be
amended so as to provide processes of law enforcement attuned to reality rather
than imagination and supposition. Safety to the consumer is of utmost impor-
tance, and there should be controls and regulations to insure this safety. How-
ever, regulations based on supposition about some completely faneciful hazard
associated with feed additive residues or drugs seems to be the order of the day.
No one has yet shown that such hazards even exist. However, regulations are
being established on the basis that they ought to exist or may exist. Current
regulations being established by the Food and Drug Administration under the
recent feed additives amendments and regulations which eonld be established
under the new amendments being proposed are definitely not and would not be
in the best interest of the consumer or the agrienltural industry.

The Feed Additives Amendment to the Federal Food, Drug, and Cosmetic Act
was passed with two purposes: (1) to protect the health of consumers by requir-
ing manufacturers of food additives and food processers to pre-test any poten-
tially unsafe ingredients which are to be added to food: (2) to advance food
technology by permitting the use of food additives to safe levels, These purposes
are desirable ; however, under recent regulations by the Food and Drug Admin-
istration the second purpose of this law is not being fulfilled, and in reality is
being enforced in such a manner that food technology will not continue to
advance and the use of food additives at safe levels is being prohibited.

The enforcement of the feed additive laws so as to best provide for both
purposes—safety for the user and advance food technology—requires judgment
of the highest caliber. This judgment should not be left to the diseretion of a
regulatory agency such as the Food and Drug Administration ; there must be
specific laws and regulations, and there should be established a committee of
fualified experts from universities and medical industries to pass on the status
of food additives alone and in combinations. The broad interpretation by the
Food and Drug Administration of the recent feed additive amendments are
resulting in a case of runaway enforcement. They are establishing and enforcing
regulations that are detrimental to the best interest of the consumer and our
industry. Their approach to the question is unrealistic and unreasonable,

To attempt to go into complete detail in this statement for the record is not
practical. T have tried in general to indicate the conditions that are existing. If
The Committee is interested, T will be more than willing to appear in person to
present, further information and specific details rega rding this subject.

I want to thank the committee for the opportunity to present this statement
for the record, and will appreciate any consideration it is given.

W. D. Sempre, President and General Manager,
(Whereupon, at 12:07 p.m., the hearing was adjourned.)

O







		Superintendent of Documents
	2019-12-31T10:45:59-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




