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LABELING AND REGISTRATION OF ECONOMIC
POISONS

TUESDAY, SEPTEMBER 10, 1963

U.S. SENATE,
SUBCOMMITTEE ON AGRICULTURAL RESEARCH

AND GENERAL LEGISLATION OF THE
COMMITTEE ON AGRICULTuttE AND FORESTRY,

Washington, D.C.
The subcommittee met, pursuant to notice, at 10 a.m., in room 324,

Old Senate Office Building, Senator B. Everett Jordan (chairman of
the subcommittee) presiding.
Present: Senators Jordan and Neuberger.
Senator JORDAN. The hearing will come to order, please.
We are here this morning to have a hearing on S. 1605, by Mr.

Ribicoff, Mr. Pearson, and others.
I have reports here from the Department of Agriculture, the De-

partment of Health, Education, and Welfare, and the Department of
the Interior, which I want to insert in the record at this point.
(S. 1605 and reports referred to follow:)

[S. 1605, 88th Cong., 1st sess.]
A BILL To amend the Federal Insecticide, Fungicide, and Rodenticide Act, as amended,to provide for labeling of economic poisons with registration numbers, to eliminate

registration under protest, and for other purposes

Be it enacted by the Senate and House of Representatives of the United
States of America in Congren assembled, That section 2.z(2) (b) of the Federal
Insecticide, Fungicide, and Rodenticide Act (61 Stat. 163, as amended, 7 U.S.C.
1958 ed., Supp. III, 135(z) (2) (b) ) is hereby amended by inserting before the
semicolon at the end thereof the following phrase: "other than the registration
number assigned to the economic poison".

SEC. 2. Section 3 of said Act (61 Stat. 166; 7 U.S.C. 135a) is hereby amended
by deleting the word "and" at the end of section 3.a. (2) (b), changing the period
at the end of section 3.a.(2) (c) to a semicolon, and adding after section 3.a.
(2) (c), a new provision reading as follows: "and (d), when required by regula-
tion of the Secretary to effectuate the purposes of this Act, the registration
number assigned to the article under this Act".

SEC. 3. Section 4 of said Act (61 Stat. 167; 7 U.S.C. 135b) is hereby amended
by changing the word "registrant" wherever it appears in subsection a. and in
the first sentence of subsection c. to "applicant for registration" and by deleting
the remainder of subsection c. and inserting in lieu thereof the following:

"If, upon receipt of such notice, the applicant for registration does not make
the corrections, the Secretary shall refuse to register the article. The Secretary,
in accordance with the procedures specified herein, may require the modification.
of the claims or labeling of, or cancel the registration of, an economic poison
whenever it does not appear that the article or its labeling or other material
required to be submitted complies with the provisions of this Act. Whenever
the Secretary determines that registration of an economic poison should be re-
fused, or that an economic poison that is registered does not appear to warrant
the claims made for it or that the article or its labeling or other material required
to be submitted does not comply with the provisions of this Act, he shall notify
the applicant for registration or the registrant of his determination and the
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2 LABELING AND REGISTRATION OF ECONOMIC POISONS

reasons therefor. Within thirty days after service of such notice, the applicant
for registration or the registrant may file a petition requesting that the matter
be referred to an advisory committee to be appointed by the Secretary. Each
such advisory committee shall be composed of experts, qualified in the subject
matter and of adequately diversified professional background selected by the
National Academy of Sciences and shall include one or more representatives
from land-grant colleges. The size of the committee shall be determined by the
Secretary. Members of an advisory committee shall receive as compensation
for their services a reasonable per diem, which the Secretary shall by rules
and regulations prescribe, for time actually spent in the work of the committee,
and shall in addition be reimbursed for their necessary traveling and subsistence
expenses while so serving away from their places of residence. The members
shall not be subject to any other provisions of law regarding the appointment
and compensation of employees of the United States. The Secretary shall furnish
the committee with adequate clerical and other assistance, and shall by rules
and regulations prescribe the procedures to be followed by the committee. The
Secretary shall forthwith submit to such committee the application for registra-
tion in the article and all relevant data before him. The petitioner, as well as
representatives of the United States Department of Agriculture, shall have the
right to consult with the advisory committee. As soon as practicable after any
such submission, but not later than sixty days thereafter, unless extended by
the ,Secretary for an additional sixty days, the committee shall, after independ-
ent study of the data submitted by the Secretary and all other pertinent infor-
mation available to it, make a report and recommendation to the Secretary as
to the registration of the article. After due consideration of the views of the
committee and all other data before him, the Secretary shall make his deter-
mination and issue an order, with findings of fact, with respect to registration
of the article and notify the applicant for registration or registrant. Any per
son adversely affected thereby may file objections thereto and request a public
hearing thereon. In the event a hearing is requested, the Secretary shall, after
due notice, hold such public hearing for the purpose of receiving evidence relevant
and material to the issues raised by such objections. Any report, recommenda-
tions, underlying data, and reasons certified to the Secretary by an advisory
committee shall be made a part of the record of the hearing, if relevant and
material, subject to the provisions of section 7(c) of the Administrative Procedure
Act (5 U.S.C. 1006 (c) ). The National Academy of Sciences shall designate
a member of the advisory committee to appear and testify at any such hearing
with respect to the report and recommendations of such committee upon request
of the Secretary, the petitioner, or the officer conducting the hearing: Provided,
That this shall not preclude any other member of the advisory committee from
appearing and testifying at such hearing. As soon as practicable after comple-
tion of the hearing, the Secretary shall act upon such objections and issue an
order granting, denying, or canceling the registration or requiring the modification
of the claims or the labeling. Such order shall be based only on substantial
evidence of record at such hearing, including any report, recommenda dons, under-
lying data, and reason certified to the Secretary by an advisory committee, and
shall set forth detailed findings of fact 1.11)031 which the order is based. All
data submitted to the Secretary or to an advisory committee in support of a
petition under this section shall be considered confidential by the Secretary and
by such advisory committee until final action is taken concerning registration of
the product. Until such final action such data shall not be revealed to any
person other than those authorized by the Secretary or by an advisory com-
mittee in the carrying out of their official duties under this section. Notwith-
standing any other provision of this section, the Secretary may, when he finds
that such action is necessary to prevent an imminent hazard to the public, by
order, suspend the registration of an economic poison immediately. In such
case, he shall give the registrant prompt notice of such action and afford the
registrant the oportunity to have the matter submitted to an advisory com-
mittee and for an expedited hearing under this section. Final orders of the
Secretary under this section shall be subject to judicial review, in accordance
with the provisions of subsection d. In no event shall registration of an article
be construed as a defense for the commission of any _offense prohibited under
section 3 of this Act."

SEC. 4. Section 4 of said Act (61 Stat. 167; 7 U.S.C. 13743) is hereby further
amended by redesignating subsections d. and e. as subsections e. and f., and by
adding a new subsection d., as follows:
"d. In a case of actual controversy as to the validity of any order under this

section, any person who will be adversely affected by such order may obtain
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judicial review by filing in the United States court of appeals for the circuit
wherein such person resides or has his principal place of ,business, or in the
United States Court of Appeals for the District of Columbia Circuit, within
sixty days after the entry of such order, a petition praying that the order be
set aside in whole or in part. A copy of the petition shall be forwith transmitted
by the clerk of the court to the Secretary, or any officer designated by him for
that purpose, and thereupon the Secretary shall file in the court the record of
the proceedings on which he based his order, as provided in section 2112 of
title 28, United States Code. Upon the filing of such petition, the court shall have
exclusive jurisdiction to affirm or set aside the order complained of in whole or
in part. The findings of the Secretary with respect to questions of fact shall
be sustained if supported by substantial evidence when considered on the record
as a whole, including any report and recommendation of an advisory com-
mittee. If application is made to the court for leave to adduce additional
evidence, the court may order such additional evidence to be taken before the
Secretary, and to be adduced upon the hearing in such manner and upon
such terms and conditions as to the court may seem proper, if such evidence is
material and there were reasonable grounds for failure to adduce such evidence
in the proceedings below. The Secretary may modify his findings as to the facts
and order by reason of the additional evidence so taken, and shall file with the
court such modified findings and order. The judgment of the court affirming or
setting aside, in whole or in part, any order under this section shall be final,
subject to review by the Supreme Court of the United States upon certiorari or
Certification as provided in section, 1254 of title 18 of the United States Code.
The commencement of proceedings under this section shall not. unless specifically
ordered by the court to the contrary, operate as a stay of an order. The court
shall advance on the docket and expedite the disposition of all causes filed
therein pursuant to this section."

SEC. 5. Subsection 8.b. of said Act (61 Stat. 170; 7 U.S.C. 135f. (b) ) is hereby
amended by deleting the second proviso therein.

SEC. 6. Subsection 3.a. (1) and subsection 9.a.(1) (b) of said Act (61 Stat. 166,
170; 7 U.S.C. 135a. (a ) (1), 135g. (a ) (1) (b) ) are hereby amended by changing the
phrase has not been registered" wherever it appears therein, to read is not
registered."

SEC. 7. This Act and the amendments made hereby shall become effective
-upon enactment.

DEPARTMENT OF AGRICULTURE,
Washington, D.C., July 12, 1963.

Hon. ALLEN J. ELLENDER,
Chairman, Committee on Agriculture and Forestry, U.S. Senate.
DEAR MR. CIIAIRMAN : We wish to thank you for your letter of May 28, 1963,

giving us the opportunity to report on S. 1605, entitled "A bill to amend the
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, to provide for
labeling of economic poisons with registration numbers, to eliminate registration
under protest. and for other purposes."
The bill would permit the labels of economic poisons registered under the

act to bear the registration numbers and would authorize the Secretary of
Agriculture to require by regulation that registration numbers appear on such
labels. It would delete the provisions now in the act for registration of economic
poisons under protest and would prescribe the procedures to be followed in
refusing or canceling registrations, or requiring modification of claims or
labeling of registered economic poisons. Provision would be made for referral
of the question of the eligibility of an economic poison for registration to an
advisory committee; for public hearing, if requested, with respect to the Sec-
retary's order issued after consideration of the views of the committee and other
data; and for judicial review of the order issued by the Secretary after such
hearing.
In fulfilling its responsibilities under the act, this Department is hampered by

a provision in the act which gives the applicant the right to demand and receive
registration under protest when regular registration is denied, even though the
denial is based upon a hazard to the public involved in its use. The net effect
of a registration under protest is to shift the burden of proof from the applicant
to the Department. Thus a chemical formulation not acceptable to the Depart-
ment for registration might be marketed for an extended period on a "registration
under protest" basis before proof of its harmfulness could be developed. The
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intent of S. 1605 is to eliminate registrations under protest and to give this
Department authority to deny or cancel any registration or require modifi-
cation of claims or labeling in any case, after opportunity for referral of the
matter to an advisory committee and a public hearing, but with authority for
immediate suspension of any registration when the Secretary of Agriculture
finds that such action is necessary to prevent an imminent hazard to the public
or any portion thereof.
This Department recommends enactment of the bill if the following changes

are made.
In section 3 of the bill, page 3, line 7, after "Secretary.", insert the following

new sentence: "The Secretary on his own motion, may at any time refer such a
matter to an advisory committee." It is believed that this authority in the
Secretary is desirable.
In section 3 of the bill, page 3, line 19, preceding the period, insert the follow-

ing: ", all of which costs may be assessed against the petitioner, unless the matter
was referred to the advisory committee upon the motion of the Secretary without
a petition". This change would clarify the responsibility for payment of costs
incurred in connection with an advisory committee.
The bill provides that all data submitted to the Secretary or an advisory

committee shall be considered confidential until final action is taken concerning
registration of the product. However, the bill also provides for such data to be
included in the record at the public hearing provided for in the bill. To eliminate
this apparent inconsistency, it is suggested that in section 3 of the bill, page 5,
lines 20-21, the phrase "final action is taken concerning registration of the
product." be deleted and the following be substituted therefor: "the Secretary
issues his order concerning registration of the product following consideration
of the views of the committee and other data before him." In the next sentence,
on line 21, the word "final" preceding "action" should be deleted and "by the
Secretary" should be inserted after "action." It is contemplated that under this
language the Secretary would be authorized to make such data available to other
executive agencies that have an official interest.

Since the provisions of the act for registration under protest would be deleted
by the bill, it would appear that the existing registrations under protest would
automatically terminate when the amendments made by the bill become effective.
However, to avoid any possible question in this respect, it is proposed that in
section 7 of the bill, page 8, line 16, the following be inserted preceding the
period: ", and all existing registrations under protest issued under said Federal
Insecticide, Fungicide, and Rodenticide Act shaull thereupon terminate."
The Bureau of the Budget advises that there is no objection to the submission

of this report from the standpoint of the administration's program.
Sincerely yours,

ORVILLE L. FREEMAN, Secretary.

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
August 29, 1963.

Hon. ALLEN J. ELLENDER,
Chairman, Committee on Agriculture and Forestry,
U.S. Senate, Washington, D.C.
DEAR MR. CHAIRMAN: This letter is in response to your request of June 6, 1963,

for a report on S. 1605, a bill "To amend the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, to provide for labeling of economic poisons with
registration numbers, to eliminate registration under protest, and for other
purposes."
The two objectives of this bill—objectives that we fully endorse—are stated

in its title. Under present law, if the Secretary of Agriculture determines that
an economic poison offered for registration under the Federal Insecticide, Fungi-
cide, and Rodenticide Act would not comply with the various substantive require-
ments of the act, he still must, if the applicant insists, register the article though
"under protest," even when the apparent violation is one that constitutes a hazard
to the public health. Likewise, if an economic poison is regularly registered, the
Secretary can convert the registration into a registration "under protest" but
cannot cancel it outright. And, since the label of the article bears no reference
to registration—it is deemed misbranded if it does—purchasers are not apprised
of its protested status. The holder of an article registered under protest does
incur the risk of greater penalties and automatic termination of the registration
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in the event of conviction for a violation of the act, but in order to achieve this,
the Government would first have to carry the burden of proving beyond a reason-
able doubt noncompliance with the act's substantive requirements, such as label-
ing giving adequate directions for use and adequate warnings to prevent injury.
The burden should, we think, be on the manufacturer to show, before an economic
poison may be registered, that the article may be safely and effectively used under
the proposed labeling, so that on the one hand an article may be marketed in
reliance on the registration so long as it is in effect and the article and its label-
ing are the same as that which has been registered and, on the other hand, devi-
ation from the registered article or its labeling will per se constitute a violation.
The present bill would—in addition to authorizing the Secretary to require

the label of the economic poison to bear a registration number—substitute for the
present protest-registration procedure detailed provisions that would authorize
the Secretary to refuse registration, or to cancel the registration (or require
modification of the labeling), of an economic poison that he considers to be
violative of the act, subject to the applicant's right to have the matter referred
to an advisory committee of experts and to have a reconsidered decision of the
Secretary after the report of the advisory committee has been obtained, and
subject to the right of any person adversely affected by such a reconsidered de-
cision to have an opportunity for public hearing and for judicial review of the
Secretary's final decision on the basis of the hearing record. (Pending referral
to an advisory committee and hearing, the Secretary would be empowered to
suspend registration summarily if found necessary to prevent an imminent
hazard to the public.)
These provisions would carry out procedurally two of the recommendations

(i.e., recommendations D. 1 and 2) in the recent report of the President's Science
Advisory Committee on the "Use of Pesticides." We defer to the view of the
Secretary of Agriculture a,s to whether these provisions are adequate, not only
to do away with registration under protest but, as above suggested, to put the
burden on the applicant to prove compliance with the substantive requirements
of the act as to safety and effectiveness before the article may be registered,
instead of placing the burden, in the last analysis, on the Secretary to prove
that the article does not comply before he may refuse registration. We believe,
however, that in any event certain amendments to the bill are needed from the
point of view of the impact of the bill on this Department.

1. Amendments to clarify, extend, and improve the relationship between the
Federal Food, Drug, and Cosmetic Act and the Federal Insecticide, Fungi-
cide, and Rodenticide Act with respect to economic poisons that may leave
a residue in or on food

The Food, Drug, and Cosmetic (PDC) Act provides, through various regula-
tory procedures, for premarketing clearance for safety, including establishment
of safe tolerances, for extraneous substances in or on food (including feed)
that are either intended as components of food or the use of which may reason-
ably be expected to result in leaving a residue in food. If such a substance is
present in or on food at the time of, or subsequent to, introduction of the food
in interstate commerce, the food is deemed unsafe, and hence adulterated, unless
the use of the additive and the amount involved are sanctioned by a clearance
regulation then in effect or are exempted by the act or regulation. Chemicals
that are "economic poisons" within the meaning of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) may be subject to one of two of these
premarketing clearance procedures under the Food, Drug, and Cosmetic Act,
depending upon whether the chemical is used in the production, storage, or
transportation of crops or other raw agricultural commodities—in which event
it is referred to as a "pesticide chemical" subject to the clearance procedure
of the pesticide chemicals amendment—or is used otherwise, in which event it
is, generally, subject to the clearance procedure of the Food Additives Amend-
ment of 1958 as a "food additive" (unless it is classified as a color additive).
In the case of "pesticide chemicals" as above defined, where in the opinion of

the Department of Agriculture the proposed use of the chemical in accordance
with label directions will leave a residue on a raw agricultural commodity, that
Department will ordinarily delay registration until an applicable tolerance or
exemption has been established under the Food, Drug, and Cosmetic Act, on the
ground that until the establishment of such a tolerance or exemption it cannot be
determined whether there will be a violation of the provisions of the Federal In-
secticide, Fungicide, and Rodenticide Act, which deem an economic poison mis-

23-431,---63-----2



6 LABELING AND REGISTRATION OF ECONOMIC POISONS

branded if the labeling does not contain necessary directions for use "adequate
for the protection of the public" or if the label does not contain necessary warn-
ing or caution statements "adequate to prevent injury to living man and
other * * * animals * * *." (See Regs., 7 CFR 363.11.) We understand that
extension of this procedure to situations where an economic poison offered for
registration is intended for use in connection with food other than raw agricul-
tural commodities is under consideration, though not as yet in effect. However,
we assume that, under present law, the applicant could insist upon registration
without awaiting a determination by this Department under the Food, Drug, and
Cosmetic Act, though in such cases he might have to accept a registration under
protest.
Whatever the basis for the above-mentioned procedure under the Federal

Insecticide, Fungicide, and Rodenticide Act in its present form, with its escape
hatch of registration under protest, we seriously doubt that, under the amend-
ments proposed by the bill, the Secretary of Agriculture would be authorized
to delay his decision, initially or otherwise, on the ground that there has been
no determination under the Food, Drug, and Cosmetic Act. The provisions of
the bill, with their built-in time limits, emphasize the desirability of expedi-
tious procedure. Moreover, even if the Secretary should manage to defer his
decision with respect to registration until a tolerance or exemption under the
Food, Drug, and Cosmetic Act has been granted or denied, this would appar-
ently not, as the bill is written, require or authorize him to deny registration
simply on the basis of the decision reached under the Food, Drug, and Cosmetic
Act; nor could the Secretary, after registration has been granted, cancel such
registration simply on the basis of the decisions reached under the Food, Drug,
and Cosmetic Act, such as a modification of a previously established tolerance.
The hearing provisions of the bill, particularly, seem to contemplate an inde-
pendent administrative decision of the Secretary of Agriculture (subject to ju-
dicial review on the record) "based only on substantial evidence of record at
such hearing" (including any report of an expert advisory committee appointed
under the bill), and the grounds on which the decision would have to be based
would be failure to comply with substantive provisions, including those relating
to safety, of the Federal Insecticide, Fungicide, and Rodenticide Act rather than
with applicable standards or regulations under the Food, Drug, and Cosmetic
Act. This involves the risk of duplicative, and even dichotomous, decisions of
the two departments contrary to their mutual desire and contrary to the public
interest.
The bill is therefore in need of amendment to prevent these results and to

formalize in law, perfect, and extend to all foods the now-existing procedure
applied under the Federal Insecticide, Fungicide, and Rodenticide Act with
respect to economic poisons used in connection with raw agricultural commodi-
ties. This could be accomplished by amendments as follows:
(a) A requirement that an application for registration of an economic poison

be accompanied by a satisfactory method of analysis which could be used to
determine the presence or absence of residues in food, if the economic poison
is intended for use in the production, handling, transportation, or storage of
food, or for some other use that may reasonably be expected to result in leaving
a residue in food when used as directed or under reasonably foreseeable condi-
tions of use. Such an analytical method is needed both to determine whether
the article should be registered on a "no residue" basis and, after such regis-
tration, whether its use bears out the expectation of "no residue."
(b) In the case of an economic poison which is intended for a use described

in the preceding paragraph, a requirement that the application for registration
be accompanied by full reports of adequate scientific investigations as to the
amount of residues remaining in or on food.
(c) A requirement that an economic poison may not be registered unless and

until this Department has certified a finding either (1) that there is no reason-
able likelihood that the article will result in a residue in or on food (at or after
the introduction of the food into interstate commerce), or (2) that the residue
likely to result will not be deemed unsafe under the Food, Drug, and Cosmetic
Act (because of a tolerance or exemption we have established, or because of
other facts stated in the certification). Provision should also be made for
mandatory cancellation of the registration upon certification by this Department
that the earlier findings are no longer applicable by reason of changes in the
tolerance or exemption previously established or of other action under the Food,
Drug, and Cosmetic Act, or by reason of actual experience as to the residues
which result from the use of the economic poison.
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(d) The standard to be applied in determining whether a chemical should be
registered is the amount of residue, if any, in or on food, that is likely to result
if the chemical is used in accordance with directions or otherwise under rea-
sonably foreseeable conditions of use. The standard to be applied in determin-
ing whether registration should be canceled is the amount of residue that is
resulting from actual use of the chemical, either as directed, or under other
conditions of actual use that may reasonably be expected to be followed in
practice to a substantial extent.
We are enclosing draft language to carry out these recommendations.

2. Amendments to make information available to other agencies concerned.

We believe that the confidentiality provisions of the bill in section 3 could
be a bar to proper administration, and we therefore not only endorse the recom-
mendation in the Secretary of Agriculture's comments dealing with the pro-
posed amendments of lines 20 and 21 on page 5 of the bill, but also recommend
that the law make a specific provision, along the lines of an amendent enclosed
herewith, to make it clear that the Secretary of Agriculture is not barred from
providing information submitted to him to any other Federal agency consulted.
Before closing this report, we should like to note that the President has asked

the responsible agencies to implement the recommendations in the Science Ad-
visory Committee's report, including in such implementation the preparation
of proposals for submission by him to Congress.
With respect to economic poisons that leave no residue in or on food but

have other implications with respect to public health, we are currently engaged
in evaluating the statement in the report of that Committee that "decisions on
registration, clearly related to health, should be the responsibility of the De-
partment of Health, Education, and Welfare," and the Committee's recommen-
dation B. 4, that the "Secretaries of Agriculture, Interior, and Health, Education,
and Welfare review and define their roles in the registration of pesticides that
are not present on food, but that may impinge on fish and wildlife or come into
intimate contact with the public." Additional proposals for the amendment of
the Federal Insecticide, Fungicide, and Rodenticide Act could eventuate in the
light of these Committee recommendations. We also intend to review the need
for special controls over especially hazardous persistent economic poisons.
whether used in connection with food or otherwise, and the question whether
the availability of a new and less hazardous substance should be ground for
changing the status of a previously registered article.
At this time, we recommend, for the above-stated reasons, the enactment of

this bill, modified in accordance with the proposed amendments enclosed here-
with which would carry out the specific recommendations of our report.
We are advised by the Bureau of the Budget that while there is no objection

to the submission of this report from the standpoint of the administration's
program, the matter of relationships between the food and drug and pesticide
'registration programs is still under study in the executive branch and a final
decision will be reached thereon as soon as possible.

Sincerely,
(Signed) PHILIP H. DES MARAIS,

Acting Assistant Secretary.

PROPOSED AMENDMENTS TO THE BILL RE ECONOMIC POISONS LEAVING RESIDUES
IN OR ON FOOD

1. On page 6, change lines 15 and 16 to read as follows: "tions d. and e. as
subsections f. and g., and by inserting before such redesignated subsections the
following new subsections, as follows :."

2. On page 6, line 18, insert "subsection c. of" after "under."
3. Strike out the closing quotation marks on page 8, line 6, and insert between

lines 6 and 7 the following:
"e. (1) The provisions of this subsection shall apply notwithstanding any

other provisions of this Act.
"(2) For the purposes of this section, the registration of an economic poison

shall not be valid with respect to any change from the claims therefor or the
labeling or composition thereof as described in the application upon which such
registration is based, except upon the filing of a supplement to such application
in accordance with such change and issuance of an order confirming such regis-
tration: Provided, That no such supplement need be filed with respect to a
change that is not significant from the standpoint of safety or effectiveness or
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from the standpoint of the residue of the economic poison remaining in or on
food. As used in the following paragraphs of this subsection, the term "applica-
tion for registration" includes a proposed supplement to an application on which
a previous registration is based and a request pursuant to subsection g. for
continuation of a registration, and the terms "register" and "registration" in-
clude confirmation or continuation of registration pursuant to such a supplement
or pursuant to such a request.
"(3) A copy of every application for registration of an economic poison, and

of any statement or other data filed in connection therewith, shall be trans-
mitted by the Secretary to the Secretary of Health, Education, and Welfare,
together with an opinion of the Secretary of Agriculture as to whether, on the
basis of the data before him, such economic poison, when used as directed or
otherwise under reasonably foreseeable conditions of use, is likely to result in
a residue in or on food and, if so, the amount of such residue.
"(4) (A) An economic poison shall not be registered unless and until the Sec-

retary of Health, Education, and Welfare has certified, on the basis of the data
before him and after appropriate consideration of the opinion of the Secretary
of Agriculture submitted under paragraph (3), that he finds (i) that such eco-
nomic poison, when used in accordance with directions or otherwise under rea-
sonably foreseeable conditions of use, is not likely to result in a residue in or on
food (at or after the introduction thereof into interstate commerce), or (ii)
that the residue likely to result from such use will, by reason of its conformance
with a tolerance or exemption established under the Federal Food, Drug, and
Cosmetic Act or by reason of any other facts found and stated in such certifica-
tion, not be deemed unsafe within the meaning of section 406, 408, 409, or 706 of
such Act.
"(B) Such certification shall in any event be refused unless the application

and other data submitted to the Secretary of Health, Education, and Welfare
under paragraph (3) or submitted to him directly by the applicant include the
following:

"(i) Full data showing the chemical identity and composition of the eco-
nomic poison.
"(ii) Practicable and reliable methods of examination for determining

the amount of residue, if any, of such economic poison in or on food if such
economic poison is intended for use in producing, manufacturing, packing,
processing, preparing, treating, packaging, transporting, or holding food, or
is intended for any use that may reasonably be expected to result, directly or
indirectly, in its leaving a residue in or on food when used as directed or
otherwise under reasonably foreseeable conditions of use.

"(iii) Full reports of adequate investigations (made in accordance with
the methods referred to in clause (ii) ) showing the amount of such residue,
if any, remaining in or on food when such ecnomic poison is used as directed
or otherwise under reasonably foreseeable conditions of use, except that such
investigations, if not made, may be dispensed with by such Secretary if such
economic poison is not intended for a use described in clause (ii).

"(5) Whenever the Secretary of Health, Education, and Welfare certifies
that he finds (A) that, by reason of action (specified in such certification) taken
under section 406, 408, 409, or 706 of the Federal Food, Drug, and Cosmetic Act,
as the case may be, the probable residue of an economic poison in or on food as-
sumed as a basis for a prior registration of an economic poison would now be
deemed unsafe within the meaning of such section, or (B) that the actual use
of such economic poison as directed, or under other conditions of actual use that
may reasonably be expected to continue to be followed in practice to a sub-
stantial extent, has resulted in leaving in or on food, at or after the introduction
thereof in interstate commerce, a residue that for reasons stated in such
certification is deemed unsafe within the meaning of any such section of such
Act, the Secretary of Agriculture shall cancel such registration on thirty days'
notice, except that, if the order of certification of the Secretary of Health, Edu-
cation, and Welfare includes a finding of imminent hazard to the public health
pursuant to clause (C) of the proviso to paragraph (6) of this subsection, such
registration shall be suspended without prior notice pending final action of such
Secretary.
"(6) Certifications, or refusals of certification, of the Secretary of Health,

Education, and Welfare under this subsection shall be made by order. The pro-
cedure for the issuance, amendment, or revocation of such orders, including
opportunity for hearing on the record to any person adversely affected by the
Secretary's action or proposed action, shall be prescribed by such Secretary by
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regulations and shall follow as nearly as practicable the procedure governing
orders of the ,Secretary of Agriculture set forth in subsection c.: Provided,
That (A) the question whether or on what terms a tolerance, or exemption
from the requirement of a tolerance, should be established, modified, or re-
voked under any provision of the Federal Food, Drug, and Cosmetic Act shall
not be put in issue in any proceeding under this section; (B) the referral
of a matter to an advisory committee shall not be mandatory on the Secretary
of Health, Education, and Welfare unless requested by the applicant or registrant;
and (C) where such Secretary finds that there is an imminent hazard to the
public health he may immediately make the certification provided for in para-
graph (5), in which event he shall give prompt notice to the registrant and afford
him the opportunity to have the matter submitted to an advisory committee
and for an expedited hearing under this paragraph (6) and shall, after such
opportunity, issue a final order confirming, modifying, or setting aside his earlier
order. Final orders under this paragraph shall be subject to judicial review on
the record in accordance with the procedure set forth in subsection d. of this
subsection, and for that purpose the term "Secretary" as used in subsection.
d. shall mean the Secretary of Health, Education, and Welfare. Notwithstand-
ing the foregoing provisions of this paragraph, the two Secretaries may, to the
extent they deem it practicable and in the interest of efficiency and convenience
of the parties, provide by joint or parallel regulations for joint hearings before
them, in which event judicial review of such orders may be initiated by a single
petition.
"(7) As used in this subsection, the term 'residue' includes the breakdown

products of an economic poison in foods; and the term 'food' means such term
as defined in the Federal Food, Drug, and Cosmetic Act."

4. Change the two sentences beginning on page 5, line 16, to read as follows:
"All data submitted to the Secretary or to an advisory committee in support of
a petition under this section shall be considered confidential by the Secretary, by
any other Federal agency officially consulted by the Secretary in connection there-
with, and by such advisory committee until the Secretary issues his order con-
cerning registration of the product following consideration of the views of the
committee and other data before him. Until such action such data shall not be
revealed to any person other than those authorized by the Secretary, or by an
advisory committee in the carrying out of the official duties under this section,
or by the head of such other Federal agency."

DEPARTMENT OF THE INTERIOR,
OFFICE OF THE SECRETARY,

Washington, D.C., August 19, 1963.
HOD. ALLEN J. ELLENDER,
Chairman, Committee on Agriculture and Forestry,
U.S. Senate, Washington, D.C.
DEAR SENATOR ELLENDER : Your committee has requested this Department's

report on S. 1605, a bill to amend the Federal Insecticide, Fungicide, and Roden-
ticide Act, as amended, to provide for labeling of economic poisons with registra-
tion numbers, to eliminate registration under protest, and for other purposes.
We recommend the enactment of S. 1605, if amended as suggested herein.
This Department, in carrying out its responsibilities of administering our

national parks and conserving fish and wildlife, is convinced of the need to pro-
vide a more effective means of controlling the use of chemicals potentially harm-
ful to living man, domestic animals, and fish and wildlife. S. 1605 is designed to
accomplish this by strengthening the Federal Insecticide, Fungicide, and Roden-
ticide Act, as amended (7 U.S.C. sec. 135 et seq.). The bill deletes the provisions
of that act permitting registration of economic poisons under protest and estab-
lishes procedures for granting, denying, or canceling the registration or requiring
the modification of the claims or the labeling by the applicant for registration.
In addition S. 1605 establishes procedures for referring the Secretary's de-

termination that registration of an economic poison should be refused, canceled,
or the claims or labeling modified, to an advisory committee appointed by the
Secretary, if the applicant or registrant requests this. We understand that the
Department of Agriculture has suggested that provision also be made for referral
to the committee on the Secretary's motion at any time. The committee then
reviews the application and all relevant data, and presumably the determination
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of the Secretary, and makes its report and recommendations to the Secretary.

The bill then provides for the Secretary to consider the committee's views and all

other data and to make a new determination and issue a new order with a find-

ings of fact. Following this, any aggrieved person may file objections and re-

quest and be granted a hearing for the purpose of receiving evidence relevant

and material to the issues raised by the objections. After completion of the

hearing the Secretary is again required to issue an order, based on the whole

record, denying, or canceling the registration or requiring a modification of the

claims or the labeling. The order of the Secretary would then be subject to these

lengthy procedures, we believe that the procedures may prove to be too cumber-

some and work a hardship on all those concerned.
One of the principal concerns of this Department is the effect of pesticides on

fish and wildlife. These effects should be considered during the registration of

these chemicals. S. 1605 provides an opportunity for a careful consideration of

these effects by an advisory committee, in addition to the consideration given by

the Department of Agriculture. Each advisory committee shall include experts

selected by the National Academy of Sciences and one or more persons from land-

grant colleges. Since the bill specifically provides for representatives of these

colleges, we believe that a provision for including on such a committee one or

more persons familiar with the effects of pesticides on fish and wildlife also is

necessary. Accordingly, we recommend that page 3, line 11, of the bill be

amended by striking the period after "colleges" and inserting a comma and the

following clause: "and one or more biologists familiar with the effects of pesti-

cides on fish and wildlife."
In the alternative, however, we would not object to deleting the provision for

including representatives of land-grant colleges and one or more biologists. We

believe that the bill is broad enough to permit the National Academy of Sciences

to include such representatives when necessary without specifically providing for

such representation. Further, there may be occasions where their representation

would serve no useful purpose.
Section 3 of the bill, among other things, authorizes the Secretary of Agri-

culture to order the suspension of the registration of an economic poison im-

mediately, when he finds such action is necessary to prevent an imminent hazard

to the public. This would be applicable to economic poisons now registered under

the act. Procedures similar to those described for registering pesticides would

be applicable to suspended registrations. We believe this provision is essential.

However, we believe that the term "public" may not include fish and wildlife and

other natural resources. Accordingly, we recommend that S. 1605 be amended on

page 6, line 3, after the word "public," by inserting therein "including an imminent

hazard to man, or animals or plants useful to man, including useful fish and

wildlife,".
The Bureau of the Budget has advised that there is no objection to the presenta-

tion of this report from the standpoint of the administration's program.
Sincerely yours,

/s/ STEWART L. UDALL,
Secretary of the Interior.

Senator JORDAN. Mr. Newman, will you come forward?
You have a statement from Senator Ribicoff, who is one of the

authors of this bill, and who is on his way to Belgrade right now. He
did not know at the time we set this hearing he would be leaving. He
asked that his statement might be inserted in the record, which, of
course, we are glad to do. And we are sorry he cannot be here in
person. But it is understandable. He has gone over to the Inter-
parliamentary Union. He has done a lot of work on this bill.
We are glad to have Mr. Newman to bring this.
This will be inserted in the record at the very beginning of this

hearing. And we appreciate your bringing it in.
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( The statement referred to follows:)

STATEMENT OF HON. ABRAHAM RIBICOFF, A U.S. SENATOR FROM THE STATE OF
CONNECTICUT

Mr. Chairman, members of the subcommittee, I appreciate this opportunity
to appear here this morning in support of S. 1605. The subcommittee is doing
the Nation a real service by the speedy action that is being taken on this im-
portant legislation.
My comments will be brief, this morning, as I know you have many expert

witnesses to hear in the next 2 hours. I do want to emphazise the importance
of the legislation before you. Since its introduction two additional products
have reached the market without satisfactory proof of safety. Both were the
so-called continuous action lindane vaporizers which have never been proven safe
for home use.
As you know, S. 1605 would end the practice of protest registration whereby

the manufacturer of a pesticide can market a product despite Department of
Agriculture doubts as to its effectiveness or safety.

Fortunately, we have been able to avoid a national tragedy while this gap
in consumer protection remained in the law. Only a very few products, a list
of which is attached, out of the thousands registered, have been "protest regis-
tered" over the past 16 years. Even these have been too many and it is time to
close the gap.
Despite our relatively good fortune in the past, the danger of an unsafe

product coming on the market is always with us under existing law. Let me
give you a few examples of what I mean.

1. A number of manufacturers have submitted for registration under the Fed-
eral Insecticide, Fungicide, and Rodenticide Act labeling for chlordane aerosol
formulations for household use. These were intended for use in controlling
various household pests, including flies and mosquitoes. Registration was re-
fused for products bearing directions for use which would result in an aerosol
dispersal of chlordane. USDA pharmacologists did not consider such a use to
be safe. Their judgment was based partly on the findings of the Food and Drug
Administration, which showed that chlordane formulations in some cases could
produce skin and eye irritation. Since aerosol uses risk contact of the spray
with skin and eyes, such usage could not be accepted and registration was re-
fused. The Public Health Service was asked to review this matter and endorsed
the decision.

2. On a number of occasions registration of floor waxes containing dieldrin
has been requested. Such products were intended for use in controlling various
household insects. USDA pharmacologists did not consider complete floor
coverage with such waxes to be safe, and refused to register them. Dieldrin
formulas for household use required directions which would not exceed the
patterns set forth in USDA interpretation 19. It was concluded that no-direc-
tions could be written which would meet the requirements of this interpreta-
tion, and still provide a useful floor wax.

3. USDA was asked by one firm to consider registration of a parathion formu-
lation for use in rodent control. Another firm asked USDA about the possi-
bility of obtaining registration for a parathion product for household use, and
for the control of fleas and other pet insect parasites. These firms were in-
formed that such uses were unacceptable due to the high toxicity of parathion.
USDA toxicological experience and the scientific literature indicated that such
use would be hazardous and would risk injury or death. Since there was much
more than a "reasonable doubt" as to the propriety of the use, registration was
denied.

4. As a result of cases of methemoglobinemia reported in premature infants

on whom diapers treated with disinfectants containing TCC were used, USDA

reviewed the registration status of all formulations containing this compound.
Registration was canceled on several products where directions for use involved
industrial laundry soaps wherein the treated diapers or clothing could likely
be autoclaved in routine hospital practice. Due to this action, all such products

were removed from use. This specific action was taken, since detailed studies

have proved that TCC was capable of decomposition, and diapers were able

to absorb the breakdown products in hospital autoclaves. In addition, USDA re-

quired manufacturers to place on the labels of certain laundry products warn-

ings against boiling or autoclaving.
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Each of these four products could be on the market today under protest
registration. Only after accumulation of considerable evidence could USDA
move against them and cause their removal. The public, in the meantime, would
serve as guinea pig. This bill makes sure that such a possibility will not happen.
The policy of this Nation should always be that a pesticide should not come

on the market until adequate proof of safety has been established and it should
not be left for the public to play the role of guinea pig while the true facts of
toxicity are brought out. Today, it is possible under the law to subject the
public to that role when the Government is not satisfied with the manufacturer's
proof of safety and yet lacks definite evidence of lack of safety. That gray area
must be decided in favor of the public—the consumer.
As you know, protest registration was supposedly a technique to force a court

review whenever the manufacturer and the Government disagreed on the safety
or effectiveness of the product in question. The proposed legislation rejects this
archaic concept of consumer protection and substitutes a system under which
both the public's interest and a manufacturer's rights are protected. And this
protection runs from the initial decision, through an advisory committee, through
a hearing on the record, through judicial review.
In addition, the legislation requires that every pesticide formulation carry

its official registration number on the label. In this way the public will be able
to tell at a glance that the product on the shelf has satisfied the requirements
of Federal law as to its effectiveness and safety when used according to the
direction on the label.
This legislation is recommended by the President's Science Advisory Com-

mittee. It has been endorsed by the heads of the various affected Federal
agencies, the regulated industry and by every witness to appear before our
Senate subcommittee now studying the problem of the use of pesticides. I know
the cosponsors of S. 1605—Senator Pearson of Kansas, Senator Pell of Rhode
Island and Senator Javits of New York—join me in urging your favorable con-
sideration of this important measure.

Mr. NEWMAN. May I say for the Senator he is very appreciative
of your courtesy in scheduling this hearing at this time. He regrets
the scheduling of his trip was such—this very minute his plane is
leaving for Belgrade.

Senator JORDAN. For your information—this is just par for the
course in the Senate. I set this hearing at his request at the time that
suited him. Now he is in Belgrade.
It would have been just about the same thing if I had been absent

myself—because that happens quite often—which we cannot help.
There is no way we can regulate it.
I was just informed Senator Pearson, another author of this bill, is

on his way to Belgrade, also. We will get his statement, and insert it
in the record as soon as he supplies one for us—because he was sup-
posed to have been here this morning.
(The statement referred to follows:)

STATEMENT OF THE HON. JAMES B. PEARSON A U.S. SENATOR FROM THE STATE OF
KANSAS

Mr. Chairman, members of the subcommittee; I appreciate this opportunity to
express my support of S. 1605. Under the able chairmanship of Senator

Ribicoff, the Reorganization and International Organizations Subcommittee of

the Committee on Government Operations, has been engaged for several months
in hearings on the intergovernmental and interagency aspects of the registration

and control of use of pesticides. Throughout these hearings, as a member of

this subcommittee, I have been impressed with the evidence of the rapid expanse

of use of these particular chemicals.
Pesticides have become vital, if not essential tools to the carrying on of a

successful agricultural economy. Especially significant is the impact pesticides

have made on the improved quality and reduced cost of agricultural products.

They have benefited the farmer by reducing fear and labor, as well as the

heartbreaking loss which he previously suffered from a crop loss due to

infestation of insects, rodents, and weeds.
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The health and comfort of our people have also benefited almost beyond
belief as we have reduced disease and the insect nuisance by the use of these
chemicals.
In total, the benefits from the availability and use of pesticides have been great

and the harmful effects have been relatively small. This condition is, I am sure,
the result of the general concern for the public interest demonstrated by the
chemical industry, the formulators and applicators, and the host of able and
dedicated public servants in the Department of Agriculture and the Public Health
Service whose responsibility it is to test, register, and observe the use and effects
of these chemicals.
The present effective and high level of safe use is also due to the foresight of

the Congress as represented by its passage of the Federal Insecticide, Fungicide
and Rodenticide Act several years ago.

Nevertheless, times change and we benefit by experience. It has now become
obvious that the registration under protest procedure, with which S. 1605 deals,
has now proven to be unsatisfactory although at the time the regulatory act was
passed, it seemed necessary and adequate. Not only is a better procedure avail-
able, but the under protest registration provides an opportunity to negate the
beneficial aspects of existing review and regulatory procedures, and in fact,
jeopardizes the integrity of legitimate registered products.

It is a fact that a relatively few products have been marketed using the regis-
tration under protest procedure. Most manufacturers,accept the responsibility
which is theirs and comply with the Department of Agriculture's registration
requirements. The few products which have reached the market make it clear
that we cannot afford that the law now pei:mits a potential danger to exist. A
danger which is within our capacity to eliminate. S. 1605 provides a procedure to
eliminate the under protest registration which has been tested and accepted for
the registration of drugs by the Food and Drug Administration and one which
will protect the consumer without placing undue burdens upon the producers of
the products involved.
I strongly urge the committee approval of S. 1605 with careful attention to

the amendments submitted by the Department of Agriculture and the affected
industry.

Senator JORDAN. I have been informed, also, that a third sponsor,.
Senator Pell, had a statement he wanted to make on this bill, and he,
will file it later.
(The statement referred to follows:)

STATEMENT OF HON. CLAIBORNE PELL, A U.S. SENATOR FROM THE STATE OF-
RHODE ISLAND

As a member of the subcommittee of the Committee on Government Operations
which has been investigating the dangers of unregulated use of pesticides, I
should like to add my full support to S. 1605 which would make it more difficult
for a manufacturer to market a pesticide, when the safety or effectiveness of that
product is still in doubt.
I am advised that this bill is designed to protect the public against those,

very few manufacturers who persist in marketing their products over objec-
tions raised by the Department of Agriculture. The vast majority of manu-
facturers now comply with the requests of the Department but there is a very
small number, 1 in every 2,280 registrations now granted, who insist on securing
protest registrations. Although this is admittedly a very small area of noncom-
pliance, it could be a lethal one if a dangerous product were to be admitted to
the market.

S. 1605 would protect the public against this risk by establishing new and more-
rigorous procedures for registration. At the same time, it would protect
the rights of manufacturers by permitting judicial review of adverse decisions.
I am fully convinced that this legislation is wholly desirable and that it should'
be promptly enacted.

Senator JORDAN. We will leave the record open if anyone else wants
to file a statement.
Dr. Clarkson, I believe you are first on the agenda here—Associate

Administrator, Agricultural Research Service, U.S. Department of
Agriculture.
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We are glad to hear you, sir.
You have a prepared statement?
Dr. CLARKSON. Yes, it has been distributed, sir.
Senator JORDAN. Are you going to follow your prepared text ?
Dr. CLARKSON. I would like to,if I may.
I have with me Mr. Justus Ward, who is the Director of the Pesti-

cides Regulation Division.
Senator JORDAN. Mr. Ward, we are glad to have you, sir.
Mr. WARD. I am glad to be here, sir.

STATEMENT OF DR. M. R. CLARKSON, ASSOCIATE ADMINISTRATOR,
AGRICULTURAL RESEARCH SERVICE, U.S. DEPARTMENT OF AGRI-
CULTURE

Dr. CLARKSON. We appreciate the opportunity to appear before
you to express the views of the Department of Agriculture regarding
S. 1605, now under consideration by this committee.
The bill would delete the provisions now in the act for registration

of economic poisons under protest, and would prescribe the proce-
dures to be followed in refusing or canceling registration or requiring
modification of claims or labeling of registered economic poisons.
The intent of the bill also is to permit the labels of economic poisons

registered under the Federal Insecticide, Fungicide, and Rodenticide
Act to carry the registration numbers and to authorize the Secretary-
of Agriculture to require, by regulation, that such registration .num-
bers appear on the labels.
In the registration of pesticides under the Federal Insecticide, Fun-

gicide, and Rodenticide Act, the Department must consider both the
effectiveness and safety of each product submitted. This requires the
most careful evaluation of a wide range of products.
These products are complex. Although many of them have similar

properties, each one differs from the others in some important aspect..
They vary from insecticides for corn borers to repellants for mos-
quitoes from nematocides to protect tobacco to ant and cockroach
killers from herbicides for control of weeds in lawns to killers of rats
and mice from fungicides to prevent decay in wood to insecticides
for malaria mosquitoes. Over 50,000 formulations based on more
than 500 individual chemical compounds have been registered.
When an applicant is seeking registration of a new pesticide, de-

tailed and convincing data must be furnished to the Department show-
ing that the product will give effective and safe pest control under
the proposed conditions of use. He must furnish the labels to be used
on the containers. Several hundred pages of charts, formulas, and
text setting forth the results of testing may be required to support an
application for a new chemical.
The data submitted by the applicant is studied by a competent staff

of scientists, including pharmacologists, entomologists, bacteriologists,
chemists, biologists, and and plant pathologists. If the Department
feels more data are needed for evaluation in support of the claims of
the applicant, the Department asks that it be provided. If the Depart-
ment feels that a proposed label does not contain adequate directions
and warnings to protect the public, the applicant is asked to make the
necessary corrections. If the evidence is convincing that the proposed
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chemical is safe and effective when used as directed and all labeling
requirements are met, the Department grants a registration.
The Department is hampered by one feature in the act which gives

the applicant the right to demand and receive "registration under pro-
test" when regular registration is denied, even though the denial is
based upon lack of adequate data to pove the safety or effectiveness
of the proposed use. The net effect of a registration under protest is
that: (1) An economic poison which the Department believes is not
entitled to registration under the act is nevertheless distributed in
commerce; (2) State officials responsible for the regulation of pesti-.
cides within their States are hampered in bringing the same or similar
products into conformity with State requirements; and (3) the bur-
den of proof as to the safety and effectiveness of the product in rela-
tion to the Federal Insecticide, Fungicide, and Rodenticide Act shifts,
from the applicant to the Department.

Accordingly, a formulation that is not acceptable to the Department
for registration might be marketed for an extended period of time on
a "registration under protest" basis until the Department can develop
the extensive performance and toxicity records essential for effective
court action to remove the product from the market.
The proposed legislation would eliminate registrations under pro-

test and give the Department authority to deny or cancel any regis-
tration, or require modification of claims on labeling in any case, with
provision for the applicant to request that the matter be referred to an
advisory committee or to request a public hearing. Additionally, the
Secretary would be given authority for immediate suspension of any
registration when he finds such action is necessary to prevent an im-
minent hazard to the public. Such hazard might be directly to human
health or safety, or present an imminent danger to livestock, crop, or
fish and wildlife values.
The bills under consideration also provide for the presence on the

label of the Federal registration number assigned to a product. This
would readily identify products registered with the Department for
marketing in interstate or foreign commerce. As it now stands, there
is nothing on the label to distinguish between those formulations reg-
istered with the Federal Government and those that may be packaged
and offered for sale without registration, and the law actually forbids
any reference to registration on the label or in the labeling. The
Department thinks it is advisable to provide for requirement of the
registration number on the labels by regulation in order to afford
flexibility in applying such requirement to classes of products where
it will protect purchasers or otherwise effectuate the purposes of the
act.
The Department heartily supports this bill, as indicated in our re-

port on S. 1605 to the committee on July 12, 1963. Secretary Freeman
expressed concern over the registration under protest provision in the
current law when he testified before the Senate Subcommittee on Re-
organization and International Organizations earlier this year.
The Department recommends several changes in language for pur-

poses of clarity and better administration, as follows:
Mr. Chairman, these are all set forth in the Department's report on

the bill. They are, for the most part, perfecting language, with one.
exception.
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• One of them, item 2 on page 5 of my statement, would provide that
the party requesting a review before an advisory committee would pay
the costs of such an advisory committee. In other words, if the Secre-
tary should ask it, the Department would pay the costs. If this were
requested by someone outside the Department, that party would pay
the cost of the advisory committee. These costs are not expected to be
great. The committee must wind up its work within a reasonably
short period of time. It would be the travel and per diem expenses
for the committee members.
. Senator JORDAN. This is in the cases where a license has been granted,
and he has asked for review; is that right?
Dr. CLARKSON. Where registration either has been denied in the first

instance or it has been granted and then canceled by the Depart-
ment, and the petitioner, or the registrant, feels that this has been done
arbitrarily. He may then ask that it be reviewed by this special com-
mittee of scientists nominated by the National Academy of Science.
Senator JORDAN. Well, do they have to review it if he asks for a.

review, or can they deny a review?
Dr. CLARKSON. They have to. The committee would be appointed

by the Secretary, but would be merely nominated by the Academy..
Senator JORDAN. In other words, he does have the right of review.
Dr. CLARKSON. He does have the right of review; yes, sir.
Senator JORDAN. You know, we run into cases sometimes where de-

partments get too much authority, and they just say, "This is
and you don't have any recourse. That, I don't believe in at all. And
I don't think you want to put that in the law.
Dr. CLARKSON. No, sir; this would give the party the right to re-

view by the advisory committee, and the right to a public hearing if
he so desires.
Senator JORDAN. Fine. Thank you.
You may proceed.
Dr. CLARKSON. Well, if the chairman wishes to go through the.

amendments, I will be glad to do so. Otherwise, I will leave them
with the committee—at your pleasure, sir.
(The amendments are as follows:)
1. In section 3 of the bill on page 3, line 7, after the word "Secretary.", insert

the following sentence: "The Secretary on his own motion, may at any time
refer such a matter to an advisory committee." It is believed that this authority
In the Secretary is desirable in the event that he wishes consultation on ques-
tions of pesticide safety or effectiveness with expert authorities in other scien-
tific institutions who could contribute information, experience, and judgment
to supplement that already available to the Department, in evaluating data sub-
mitted by the applicant.

2. In section 3 of the bill, on page 3, line 19, preceding the period, insert the
following: ", all of which costs may be assessed against the petitioner, unless
the matter was referred to the advisory committee upon the motion of the Sec-
retary without a petition." This change would clarify the responsibility for
payment of costs incurred in connection with an advisory committee.

3. In section 3 of the bill, on page 4, line 2, change the word "In" following
registration to "of". This appears to have been a typographical error.
4. In section 3 of the bill, on page 5, lines 20 and 21, delete the phrase "final

action is taken concerning registration of the product.", and substitute the follow-
ing: "the Secretary issues his order concerning registration of the product fol-
lowing conisderation of the views of the committee and other data before him."
In the next sentence, on line 21, the word "final" preceding "action" should be-
deleted and "by the Secretary" should be inserted after "action". These
changes are submitted to eliminate an apparent inconsistency by the provision
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in the bill that considers all data submitted to the Secretary or an advisory
committee confidential until final action is taken concerning registration of the
product, but also providing for such data to be included in the record at the
public hearing provided for in the bill.

5. In section 7 of the bill, on page 8, line 16, insert the following proceding
the period: ", and all existing registrations under protest issued under said
Federal Insecticide, Fungicide, and Rodenticide Act shall thereupon terminate."
'Since the provisions of the act for registration under protest would be deleted by
the bill, it would appear that the existing registrations under protest would
automatically terminate when the amendments made by the bill become effec-
tive. However, to avoid any possible doubt in this respect this change is
proposed.

Senator JORDAN. There were some amendments proposed by HEW
and Interior. Do you want to comment on them?
Do you have a copy of those amendments?
Dr. CLARKSON. I don't have them before me.
Senator JORDAN. You should have had a copy of these things.
Dr. CLARKSON. We have had them—I just don't have them before

Senator JORDAN. Here is HEW. Do you want to comment on those
.amendments I

Dr. CLARKSON. If I might, Mr. Chairman, call attention, first, to
the last paragraph of the letter from the Department of Health, Ed-
ucation, and Welfare, which states as follows: "We are advised by
the Bureau of the Budget that while there is no objection to the sub-
mission of this report from the standpoint of the administration's pro-
gram, the matter of relationships between the food and drug and pesti-
cide registration programs is still under study in the executive branch,
and a final decision will be reached thereon as soon as possible."
Now, as to the Department of Agriculture's position, we are, of

course, participating in the general study of this matter which is re-
ferred to by the Bureau of the Budget.
We do not, as a Department, accept the amendments put forward

by HEW, for two reasons: One, the bill before the committee does not
change the interdepartmental relationships of one department with
another, but are such as to perfect the work of one department, the
Department of Agriculture, which has the responsibility for enforce-
ment of this act. Therefore, it seems to us that amendments of this
broad scope are not appropriate at this time.
Secondly, the amendments are so broad that they would in effect re-

move the administrative authority for decisions under the basic pro-
visions of this act from the Secretary of Agriculture to the Secretary
of Health, Education, and Welfare.
As I say, the Department of Agriculture is not in favor of these

amendments.
Senator JORDAN. All right.
Now, you have one from Interior. You have seen that?
Dr. CLARKSON. Yes, sir, I have.
Senator JORDAN. There is the amendment.
Dr. CLARKSON. The Department of Interior amendments are in the

alternative. They would suggest, in that provision of the bill where
the Academy of Science would be asked to nominate scientists to serve
on the advisory committee, that it be required that one or more biolo-
gists familiar with the effects of pesticides on fish and wildlife must
necessarily be included in the group.

•
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We do not think that the scientists should be designated ahead of
time in this way. That is, the current provisions do not say whether
they should be biologists, chemists, veterinarians, M.D.'s—they make
no specification of this kind.
We think it not wise to make this kind of specification—because

one cannot judge ahead of time the particular question that may be
under review by the advisory committee.
We note, however, that the Department of the Interior has an

alternative. They say, "In the alternative, however, we would not
object to deleting the provision for including representatives of land-
grant: colleges and one or more biologists."
In the current provisions, it does say that one of the members of

the committee shall be a representative of the land-grant colleges.
We think that this is desirable.
Senator JORDAN. Would he have to be a scientist?
Dr. CLARKSON. He would be a scientist.
Senator JORDAN. I would not think you would want to take the

janitor.
Dr. CLARKSON. No, sir.
Mr. Chairman, the nominations are made by the National Academy

of Sciences, so I think we can be content that they will be scientists.
We think it good to draw from the land-grant colleges. We think

that almost without exception even without this provision, the
Academy would draw one or more of the people from the land-grant
colleges. Accordingly, if it were omitted from the bill, I don't think
any harm would be done.
Senator JORDAN. Dr. Clarkson, I would be glad to ask Mr. Kirk

and Mr. Datt to come up and have a seat at the table, if you would
like to ask them any questions.
Dr. CLARKSON. I have no questions.
Senator JORDAN. All right.
Does that complete your testimony?
Dr. CLARKSON. Yes, sir.
Senator JORDAN. Thank you very much. I appreciate it very much,

having both of you.
Dr. CLARKSON. Thank you, Mr. Chairman.
Senator JORDAN. Mr. Kirk?
Mr. Kirk is Assistant Commissioner, Food and Drug Administra-

tion, Department of Health, Education, and Welfare.
Mr. Kirk, we are mighty glad to have you, sir.
Mr. KIRK. Thank you, sir.
Senator JORDAN. Do you have anyone with you?
Mr. KIRK. No, sir.
Senator JORDAN. Mr. Kirk, you may proceed in any way you like,

sir.
Mr. KIRK. I have this prepared statement, sir.
Senator JORDAN. Fine. Would you like to read it?
Mr. KIRK. As you like, sir.
Senator JORDAN. You may proceed with it, if you care to.
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STATEMENT OF J. K. KIRK, ASSISTANT COMMISSIONER, FOOD AND

DRUG ADMINISTRATION, U.S. DEPARTMENT OF HEALTH, EDU-

CATION, AND WELFARE

Mr. KIRK. Mr. Chairman, members of the committee, we appre-
ciate this opportunity to comment on S. 1605.
The Department of Health, Education, and Welfare fully endorses

the two objectives of this bill. In the case of foods and drugs, the
Federal Food, Drug, and Cosmetic Act clearly requires proof of safety
before products are placed on the market for public use or consump-
tion. We believe there are sound reasons for applying the same re-
quirement to pesticide chemicals. The bill has ample safeguards
whereby an adverse decision by the Secretary of Agriculture may be
reviewed. This follows procedures established in cases involving peti-
tions for regualtions under the pesticide chemicals amendment to the
Food, Drug and Cosmetic Act, which deals with the establishment of
tolerances for pesticide residues in or on food.
The second objective of the bill to require registration numbers to

appear on labels, is also valuable. Since we are charged with the re-
sponsibility for being sure that food products marketed in interstate
commerce do not bear or contain illegal residues, we have conducted
and participated with the Department of Agriculture in many educa-
tional programs calling attention to the need for proper use of pesti-
cide chemicals to avoid the production of illegal crops.

Senator JORDAN. What do you mean by to avoid the production of
illegal crops?
Mr. KIRK. Well, if the man uses the pesticides at the wrong time,

too close to harvest, or if he is supposed to use 1 pound per acre and he
uses 2, he perhaps will end up with a crop which has too much residue.
In other words, if the tolerance is, say, five parts per million, he may
end up with something higher than that, and that crop is then contra-
band, subject to seizure.
Senator JORDAN. You mean to say it is not fit for human consump-

tion?
Mr. KIRK. In its present condition. It may be rendered legal, per-

haps, by stripping or washing or even weathering.
Senator JORDAN. I wondered just what that term meant, because I

did not see how you could produce another crop. It is what might be
absorbed in the growing of the plant.
Mr. KIRK. That is right.
Senator JORDAN. Thank you.
Go ahead, sir.
Mr. KIRK. Our theme throughout these programs has been "Read

and heed the label as registered by the Department of Agriculture,"
since the directions and precautions required on registered labels are
so designed that, if followed, excessive or nonpermitted residues should
not result. Under the present system, the labels do not bear any indi-
cation of registration and we have been asked many times how a grower
can be sure that the label on the package he buys is, in fact, one which
has been registered by the Department of Agriculture. Printing the
registration number on the label should correct this situation.
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The Food, Drug, and Cosmetic Act and the Federal Insecticide,
Fungicide, and Rodenticide Act present a number of mutual problems
to the Department of Agriculture and the Department of Health,
Education, and Welfare. Under the pesticide chemicals amendment
to the Food, Drug, and Cosmetic Act, a petition for a tolerance in or
on a raw agricultural product as submitted by a person who wants
a registered label for the pesticide must first be reviewed by the De-
partment of Agriculture. We proceed to evaluate the petition only
after the Secretary of Agriculture has certified that the product is
useful for the purpos intended. If, however, our scientists conclude
that a finite tolerance is not justified, the Department of Agriculture
does not register the label with directions which would leave a residue.
We believe that, especially in view of the formalization of adjudica-
tive procedures in this bill, it should be amended to insert in the In-
secticide, Fungicide, and Rodenticide Act specific provisions requiring
the Secretary of Agriculture to refuse registration where a residue
in or on a food is reasonably to be expected, but where no tolerance or
exemption from tolerance has been established under the Food, Drug,
and Cosmetic Act. This should encompass both raw agricultural
commodities and processed foods.
Some pesticides are proposed for use on food crops where the

intent is to use the pesticide without resulting in any residue at
the time the crop is marketed. Others are intended for use where
application to a food crop is not intended. Unfortunately, the man-
ufacturer's intentions do not always work out in practice, and a
weed killer intended for widespread use on roadsides, for example,
may contaminate adjoining crops; or a pesticide which is intended
to be so used on a food crop that it will result in no residue, actually,
does leave such a residue, either through use other than in accord-
ance with directions, or because of unanticipated growing conditions.
When this occurs, we may be faced with a significant regulatory,

problem in protecting the public health, since we must apprehend
the produce, demonstrate the presence of the illegal residue, and
takeimmediate steps to remove the food from the market under the
seizure provisions of the law.

Obviously, we cannot fulfill our obligations in such cases unless
we have• a method of determining the presence of the pesticide
residue. In establishing tolerances, the Food, Drug, and Cos-
metic Act requires that we be supplied with a method of analysis
adequate for enforcement purposes. There is no requirement in
the Insecticide, Fungicide, and Rodenticide Act for the submission of
adequate methodology where the use of a pesticide submitted
for registration involves a nonfood crop, or where the petitioner
proposes registration for use on a crop and believes that his data
demonstrate that no residue would result from use as directed.
In fact, there is no legal requirement that the FDA even be con-

sulted on these cases if the Department of Agriculture scientists
agree with the petitioner, although in actual practice there are i4for-
mal discussions between the two units in cases where the USDA
people believe that there may be unresolved questions.
We are convinced, therefore, that for the safety of our food

supply, it is in the public interest to require, by statute, where there
is a reasonable expectation that the pesticide may contaminate
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food during production, transportation, or storage, including food
prOcessing, that the petitioner for registration submit a method
of analysis acceptable to the Department of Health, Education, and.
Welfare. In the case of an application for a "no residue" registra-
tion in or on a food, HEW should review the residue data submitted
and/or the use restrictions proposed, to support such registration.
We contemplate that, in such cases, a prerequisite to registration
would be a certification by the Secretary of Health, Education, and
Welfare to the Secretary of Agriculture that such method is accept-
able and that, where a food is involved, the data adequately show,
or the conditions of use are such, that no residue is to be expected.
There should also, in our opinion, be a provision for canceling

registration at any time we find that the original conclusion about
"no residue" is in error or if a previously established tolerance is
reduced. We, of course, do not contemplate that such cancella-
tion would be called for on the basis of an occasional misuse.

Finally, we believe that the confidentiality provisions of the bill 
ishould be revised to make it clear that data n an application for

registration may be made available at any time to the Department of
Health, Education, and Welfare, or to any other Government agency
consulted by the Secretary of Agriculture.
I have tried to touch on the highlights of the views of the Depart-

ment. However, the Department's report on this bill, dated
August 29, 1963, aliscusses these proposed changes in detail.
Thank you, sir.
Senator JORDAN. Thank you very much.
Senator Neuberger, do you have any questions ?
Senator NEUBERGER. I believe not.
Senator JORDAN. Thank you, Mr. Kirk.
Mr. Datt?
Mr. Datt is assistant to the director of the Washington office of

the American Farm Bureau Federation.
Mr. Datt, we are glad to have you with us, sir. We would be glad

to hear from you.

STATEMENT OF JOHN C. DATT, ASSISTANT TO THE DIRECTOR,
WASHINGTON OFFICE, AMERICAN FAR3I BUREAU" FEDERATION

Mr. DATT. Thank you very much, Senator.
We appreciate this opportunity to present the statement of the

American Farm Bureau Federation on this particular ,legislation.
This legislation, as we understand it, would amend the Federal

Insecticide, Fungicide, and Rodenticide Act to do two things:
(1) Require that when the Secretary of Agriculture registers one

of the economic poisons he would provide for the label to contain
the registration number assigned to that particular product.
(2) Eliminate the provisions whereby economic poisons can be

registered by their manufacturers under protest.
Farm Bureau is a free, independent,, voluntary organization of

farm and ranch families. Currently we have over 1,600,000 members
in some 2,700 counties and 49 States and Puerto Rico. Farm
Bureau members use substantial quantities of agricultural chemicals
and drugs. Therefore, we are quite interested in any legislation that
afrects their use.
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Agricultural chemicals and drugs have become very essential to
the economic production of food. Farmers are vitally interested in
protecting the public health and welfare of our consumers at all
times. We have a responsibility to see that agricultural chemicals
and drugs are properly used. We have conducted educational pro-
grams among our members in order to insure proper use.
Farm Bureau in the past has supported legislation to provide for

the proper labeling and use of agricultural chemicals and drugs for
the protection of public health and welfare.
The proposed legislation is, in our opinion, designed to further

provide for proper use of agricultural chemicals and drugs as well
as to provide for increased protection to consumers.
The first section of the proposed legislation dealing with the label-

ing of economic poisons with registration numbers would be of
assistance to farmers and ranchers. If these economic poisons con-
tained registration numbers, a producer would then know that the
product had been registered and cleared by the U.S. Department of
Agriculture for proper use. He would then know that if he used
the product according to directions provided him by the manufac-
turer, the final food product would be safe for consumers.
The second provision of the bill deals with the elimination of

registration under protest. Currently a manufacturer of an eco-
nomic poison can present his product to the Secretary of Agriculture
for registration. If the product meets the requirements set forth
by the law and carried out by the Secretary, he will register it for
proper use. However, in the event that the product fails to meet
the procedures established by the Secretary, he can refuse to reg-
ister the product. Under these circumstances the manufacturer
does have the privilege to proceed and market the product under the
so-called registration-under-protest provision.
While it is our understanding that very few, of the products that

have been registered under protest would be directly used by agri-
cultural producers, we are concerned about this provision and sup-
port legislation to eliminate it.
From the producer's standpoint, it is important that he know that

an agricultural chemical or drug has been properly cleared by the
Secretary of Agriculture. Even though a manufacturer of a prod-
uct may be responsible, it is the farmer who takes much of the
blame when an economic poison causes injury or harm. A farmer
might use one of the products that had been registered under pro-
test and not fully realize this and therefore subject himself to serious
problems.
Because of the discussion that has taken place in recent weeks con-

cerning the use of agricultural chemicals and drugs, we believe it is
important that all steps be taken to make it possible for farmers to
use them safely. The use of agricultural chemicals and drugs has
been largely responsible for providing consumers with low cost,
high quality food. The use of these products is essential if we are
to continue to maintain this high standard in our food production.
Farm Bureau for a number of years has, through all phases of

the organization, conducted an aggressive educational program to
be certain that individual farmers adhere strictly to the recommen-
dations for the proper use of agricultural chemicals and drugs. We
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shall continue this educational program because we recognize that we
have a responsibility as farmers and ranchers to see that these prod-
ucts are properly used.
The Farm Bureau supports the passage of S. 1605 and hopes that

the committee will give it favorable early consideration.
We appreciate the opportunity to present our views on this

legislation.
Senator JORDAN. Thank you very much, Mr. Datt.
Senator Neuberger?
Senator NEUBERGER. Yes.
I was interested in your last statement, that farmers adhere strictly

to the recommendations for the proper use of agricultural chemicals
and drugs.
Do you recall the cranberry episode of a few years back? Was

that the fault of the labeling or was it the fault of the farmer for
not doing the spraying according to the directions on the label?
Mr. DATT. Well, from my understanding of the situation, this par-

ticular chemical was probably used at the wrong time. If the direc-
tions had been followed, there probably would not have been any dif-
ficulty. So I expect in this sense it was the responsibility of the
farmer.

Senator NEUBERGER. Consequently, no matter what law we pass or
what happens, there is still the human element, then—that the
farmer is going to have to be responsible, is he not?
Mr. DATT. Certainly, we agree with this, 100 percent. One of the

things we tried to do in the last 5 or 6 years has been to intensify
our educational efforts among our farmers. That is, they do have
a responsibility to use these agricultural chemicals properly. I

iwould say that n 99 times out of 100, they do adhere to the direc-
tions. But we always probably will have some who cannot read or
don't care, or for some reason don't do what it says on the label.
Senator NEUBERGER. SO, if we do have a law setting up standards

and requirements, then this really puts the responsibility pretty
much on the farmer, that he live up to the law, does it not?
Mr. DATT. That is the current situation, and that is the way the

law is today. He has a responsibility to use them properly.
Senator JORDAN. About that same time, Senator, they had this

problem—this matter of the chicken feed. I will have to say HEW
sort of loused that deal up a little bit. They condemned a lot of
chickens that never had that in their food. But that is a current
thing.

Senator NEUBERGER. I don't think it is a panacea, though, merely
to pass a law like this, unless we coordinate it with some educational
program, as your organization says you will, because you still, in spite
of all the labeling need this attention to the individual farmer's
understanding of the laws and of the use of agricultural chemicals
and drugs. It just shows that the human element is there. But,
of course, we have laws to say that people should not speed, too,
and people get killed by speeding. But we have to set up standards,
I think, for it.
But I am interested that a big farm organization is supporting the

legislation, because there is a rumor current through the country
that the Federal Government is going to step in and prevent them
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from growing crops, and try to deter the great agricultural business
of this country. So I am delighted that you are supporting this.
Mr. DArr. I would say in the last 10 years we have really

intensified our efforts in this area. And among farmers today I
think there is a greater recognition that they do have a responsibility
to use these agricultural chemicals and drugs properly—much more
so than it was 10 years ago. And I am sure as time goes on,
they will become more responsive.

Senator NEITBERGER. Thank you.
Senator JORDAN. That concludes your testimony, Mr. Datt
Mr. DArr. Yes, sir.
Senator JoRDAN. Thank you very much. We are glad to have your

testimony. You are a fine organization.
Mr. Brinkley?
Mr. Brinkley is president of the National Agricultural Chemicals

Association.
Mr. Brinkley, I suppose you represent the people who manufacture

these drugs.
Mr. BRINKLEY. Yes, sir.
Senator JORDAN. Insecticides, and so forth and so on.
Please give your name and all the information pertaining to

yourself and your associate with you.

STATEMENT OF PARKE C. BRINKLEY, PRESIDENT, AND ROBERT L.
ACKERLY, COUNSEL, NATIONAL AGRICULTURAL CHEMICALS
ASSOCIATION

Mr. BRINKLEY. Thank you, sir.
Mr. Chairman, Senator Neuberger, accompanying me is Mr.

Robert L. Ackerly, of the firm of Cummings and Sellers, a law
firm here in Washington. They are our general counsel and our
corporate secretary.

Senator JORDAN. Thank you, sir.
Mr. BRINKLEY. And I brought Mr. Ackerly along to help answer

some questions if you have some following that he might answer
better than I could.
Senator JORDAN. Fine, thank you, sir.
You may proceed.
Mr. BRINKLEY. My name is Parke C. Brinkley. I am president

of the National Agricultural Chemicals Association. This associa-
tion was formed in 1933 as a nonprofit trade association to promote
and represent the interests of manufacturers and formulators of
agricultural pesticides and related chemicals. The 114 member
companies of this association produce 90 percent of the basic and
85 percent of the formulated agricultural pest control chemicals
produced in the United States. I am presently completing my first
year of service with this association; however, in my former posi-
tion as commissioner of agriculture for the Commonwealth of
Virginia, I had occasion to know the association and its work for
the industry. The association has always conducted its affairs in
a manner Consistent with the public interest and with an attitude of
cooperation with the regulatory agencies of the Federal, State,
and local governments.

S.
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In the middle 1940's, when the present Federal Insecticide, Fungi-
cide, and Rodenticide Act was being considered by the Congress, this
association actively supported it. Later, this association had, the
opportunity to help develop and support the Miller pesticide residue
amendment to the Federal Food, Drug, and Cosmetic Act, which
regulates and limits the allowable residue of pesticide chemicals of
raw agricultural commodities. Again in 1959, when the scope of the
Federal Insecticide, Fungicide, and Rodenticide Act was enlarged
by act of Congress, this association took an active part in develop-
ing and supporting the amendment.
Our comments and views on S. 1605 are submitted to the com-

mittee this morning in a sense of cooperation with the committee and
the Department of Agriculture in improving the Federal Insecti-
cide, Fungicide, and Rodenticide Act.
We will submit with this statement some amendments which we

believe will clarify the procedures provided in the bill, and with
these amendments we support and endorse S. 1605.
This bill would accomplish two primary changes in existing law:
First, the Secretary of Agriculture will be authorized to require

the Federal registration number of a pesticide to appear on the
label. Each product which is registered by the Department of Agri-
culture receives a registration number. Existing law prohibits any
reference on the label or in the labeling to the registration of the
product by the Department of Agriculture.
This association has for several years urged that the law be

amended to authorize the Secretary to require or at least permit the
registration number to appear on the label. This has become
more important since the approval of the Miller pesticide residue
amendment to the Federal Food, Drug, and Cosmetic Act. The
appearance of the Federal registration number on the label will
assure growers and users that the product has been registered by
the U.S. Department of Agriculture.

Registration of a pesticide intended for use on growing crops
is also subject to the approval of the Food and Drug Administration.
That agency establishes tolerances for residues of the pesticide
chemical on raw agricultural commodities. The Department of
Agriculture requires directions for use on the label, which if
followed, will either leave no residue on the crop at the time of har-
vest, or a residue which is within lawful limits of the tolerance for
the pesticide chemical. We think it highly desirable that growers be
advised at the time of purchase that the product has been registered
with the Department of Agriculture and that the Food and Drug
Administration has established a tolerance for any residue that will
remain on the crop. The appearance of the registration number
on the label is a good way of accomplishing this.
There are some hazards to the industry in this feature of the bill.

At the present time, 47 States require registration of pesticides in
addition to the U.S. Department of Agriculture. The States gen-
erally follow the pattern of the Federal act and regulations. If
the States should decide to require their registration numbers on
the label in addition to the Federal number, the industry could be
faced with printing 48 different numbers on a label. This would
be impossible with many packages. It would also be quite unneces-
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sary. We suggest, therefore, that the committee report on this bill
emphasize that the purpose in allowing the Secretary to require
the registration number to appear on the label is to give assurance
to growers that the product has been registered by the U.S. Depart-
ment of Agriculture, and to the extent necessary has been approved
by the Food and Drug Administration for use on the crops listed
on the label. If this point is made clear, perhaps the States will not
find it necessary to adopt this requirement with respect to State
registration numbers. Thus, while industry supports the principle
that the Federal registration number appear on the label, it would
be strongly opposed to the States following suit.
The second purpose of this bill is to eliminate registration under

protest. Existing law, in section 4(c), provides that if it appears
to the Secretary that an article which is submitted for registration
does not comply with the requirements of the act, the Secretary is
required to notify the applicant and give him an opportunity to
make the suggested corrections. In the event the applicant does not
agree with the Secretary that the corrections are necessary, the
applicant may request that the Secretary register the article under
protest. This registration is accompanied by a warning from the
Secretary of the apparent failure of the article to comply with the
act. Registration of an article is not a defense to any of the pro-
hibited acts set forth in section 3 of the law.
If the Secretary feels that a product registered under protest does

not comply with the act, he is free to institute a seizure proceeding
to have the product condemned.
S. 1605, in eliminating registration under protest, would substitute

a procedure for judicial review of the Secretary's action with re-
spect to the registration of such an article.
A procedure has been developed under the Miller pesticide residue

amendment, the food additives amendment and the color additives
amendments to the Federal Food, Drug and Cosmetic Act to provide
an applicant an opportunity for objective review of data and other
material by an advisory committee if the Secretary does not agree
with the applicant's evaluation of the data submitted. A similar
procedure is provided in S. 1605 with respect to registration under
the Federal Insecticide, Fungicide

' 
and Rodenticide Act. If the

Secretary of Agriculture should not agree with an applicant that an
article should be registered, the bill provides that the applicant may
request the issue be referred to an advisory committee to be ap-
pointed by the National Academy of Sciences. After the advisory
committee has reviewed the data and material filed in support of
the application, the committee is required to report its recommenda-
tions to the Secretary who thereupon must issue an order with re-
spect to the registration of the article based not solely on the recom-
mendations of the advisory committee but on an evaluation of all
the data before him, including the recommendations of the advisory
committee.
The bill permits an opportunity for a hearing if objections are

filed to the Secretary's order and for judicial review of the final
action of the Secretary with respect to the application for registra-
tion through a procedure which experience has shown functions well
in this area.
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One weakness in registration under protest has been that the
burden of proof with respect to the Secretary's action is shifted to
the Secretary, in a court proceeding. Under this bill the burden
of proving that the article complies with the requirements of the law
remains with the applicant or registrant throughout the entire ad-
ministrative and judicial -procedure.
After careful review of S. 1605, this association has prepared a

few amendments which it would like to submit with a request that
these amendments be approved by the committee when it reports the
bill to the Senate. The amendments in detail are attached to my
statement. For the most part they deal with procedural matters,
clarifying some of the procedures set forth in the bill. A detailed
explanation is also attached and accompanies the amendments.
These amendments establish time limits within which the Secre-

tary must act at certain stages of the administrative procedure and
follow the pattern adopted by Congress in the Miller pesticide residue
amendment, food additives amendment, and color additive amend-
ments to the Federal Food, Drug, and Cosmetic Act. One amend-
ment also adopts the standard of judicial review approved by Con-
gress in the food additives amendment and adopted by reference in.
the color additive amendments and the Federal Hazardous Sub-
stances Labeling Act.
In 1957 and 1958 the Congress examined the scope of judicial re-

view of administrative hearings where the administrative hearings
involved a wide range of scientific judgment. The report of the
House Committee on Interstate and Foreign Commerce, H.R. 2284,
85th Congress, July 28, 1958, explains the committee's conclusions
in the following excerpt:
The committee has given long and careful thought to the problem of the

scope of judicial review under this legislation. This problem was discussed

exhaustively by several witnesses, including a Federal judge who testified on

behalf of the Judicial Conference of the United States.
The committee feels that the Secretary's findings of fact and orders should

not be based on isolated evidence in the record, which evidence in and of itself

may be considered substantial without taking account of contradictory evidence

of possible equal or even greater substance.
The bill provides that the reviewing court shall not sustain the order of

the Secretary if he failed to base such order upon a fair evaluation of the

entire record at such hearing, or if he failed to include in such order a state-

ment setting forth in detail the findings and conclusions upon which the order

is based. The court must sustain the findings of the Secretary with respect to

questions of fact if based upon a fair evaluation of the entire record.

The Senate Committee on Labor and Public Welfare endorsed the
position of the House Committee in Senate Report 2422, 85th
Congress, August 18, 1958. The committee report states in part:

Manufacturers of food and of food additives have manifested concern

that under an administrative type of control over the use of food additives,

such as is provided by H.R. 13254, it would be possible for the institutional

decisions of the Secretary of Health, Education, and Welfare to be based, for

example, more upon the personal convictions of scientists employed by the
Food and Drug Administration regarding the safety of an additive than upon

the inferences fairly to be drawn from the scientific evidence of record.

H.R. 13254 provides that orders regarding the use of food additives must

"be based upon a fair evaluation of the entire record." The committee has

endeavored to prescribe a new statutory criterion requiring that a high

standard of fairness be observed in administrative rulemaking under this
bill. Personal attitudes or preferences of administrative officials could not
prevail on the basis of being supported by substantial evidenco picked from
the record without regard to other evidence of probative value in the record.
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If any questions should develop with respect to the suitability or
propriety of these amendments or their purpose, we would be glad
to discuss them in detail with the committee or with members of the
committee staff. We believe that they are sound and will improve
andyromote the purposes and objectives of the bill.

e appreciate the opportunity to appear before the committee.
We endorse and support the principles and objectives of this bill.
We believe that this substitute procedure for registration under
protest is in keeping with modern developments of administrative•
and judicial procedure. We assure the committee of the complete
cooperation of this industry in the continued enforcement of these
provisions, if they are approved by the Congress.
Now, I have these amendments, Mr. Chairman—the amendments

plus an explanation of the suggested amendments that are attached
to our statement.
(The attachment referred to follows:)

SUGGESTED AMENDMENTS TO S. 1605
Amendment No. 1
Page 2, line 18, before the word "cancel" insert the words "suspend or".

Amendment No. 2
Page 3, line 7, delete the period after the word "Secretary" and insert in

lieu thereof a comma and the following words, "or in the alternative the ap-
plicant or the registrant may file objections to such notice and request a
public hearing thereon. If a petition is not filed within thirty days requesting
reference to an advisory committee or if a request for a public hearing is not
filed within the time allowed for such filing, this notice shall become the
final action of the Secretary with respect to the application or the registration."
Amendment No. 8
Page 4, line 2, delete "in" and insert in lieu thereof the word "of".

Amendment No. 4
Page 4, lines 10 and 11, delete the words "make a report and recommenda-

tion to the Secretary as to the registration of the article." and insert the
following, "submit a report and recommendations to the Secretary as to the
registration of the article, together with all underlying data and a statement
of the reasons or basis for the recommendations."

Amendment No. 5
Page 4, line 13, after the word "shall" insert a comma and the words "within

ninety days after receipt of the report and recommendations of the advisory
committee,".

Amendment No. 6
Page 4, line 16, delete the words "Any person adversely affected thereby"

and insert in lieu thereof the words "The applicant for registration, or
registrant,".

Amendment No. 7
Page 4, line 17, after the word "may" insert the words "within sixty days

from the date of the order of the Secretary,".

Amendment No. 8
Page 5, line 9, after the word "shall" insert the words "evaluate the data

and reports before him,".

Amendment No. 9
Page 5, line 20, after the word "until" strike the remainder of that sentence

and insert in lieu thereof the following, "a public hearing is held, or where no
hearing is requested until the action concerning registration of the product
becomes final."
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Amendment No. 10
Page 7, line 10, delete the words "by substantial evidence when considered

•on" and insert in lieu thereof the following, "by a fair evaluation of".

EXPLANATION OF SUGGESTED AMENDMENTS BY PARKE C. BRINKLEY

Amendment No. I
This amendment merely completes the descriptive introduction to the proce-

dures to be followed in the event of a denial, suspension, or cancellation of a
registration. The words "suspend or" which will be added by this amendment
were apparently inadvertently omitted.

Amendment No. 2
This amendment provides that if the applicant or the registrant does not

request further proceedings following a denial or suspension of a registration
by the Secretary, the Secretary's action shall become final. This will alleviate
the necessity for the Secretary to issue a subsequent order and permit the
Secretary's initial action to become final upon the expiration of the time period
if the applicant or registrant desires no further proceedings to be held.

Amendment No. 3
This corrects a typographical error.

Amendment No. 4
The purpose of this amendment is to require an advisory committee to sub-

mit with its report a statement of the reasons or basis underlying its recom-
mendations. This will be helpful both to the Secretary and to the registrant
or applicant.

Amendment No. 5
This amendment requires the Secretary to act upon the application or

registration within 90 days after the receipt of the report of the advisory
committee. The bill does not provide a time within which the Secretary must
act and it is felt that some time limitation is desirable.

Amendment No. 6
This amendment is for clarification. The phrase "Any person adversely af-

fected thereby" would be in this instance only the applicant or the registrant
and susbtitution of the words "The applicant for registration, or registrant."
clarifies this sentence in the bill.

Amendment No. 7
This amendment places a 60-day time limit within which a public hearing

may be requested following the order of the Secretary upon which the hearing
is to be held. If a hearing is not requested within 60 days, the Secretary's
order becomes final.

Amendment No. 8
The purpose of this amendment is to make clear that the Secretary is not

bound by the recommendations of the advisory committee but should evaluate
the entire record before issuing his order following a public hearing, if one is
requested.

Amendment No. 9
This amendment is to clarify the procedure with respect to the confiden-

tiality of data submitted in support of a registration. This amendment
removes the confidentiality of such data when a public hearing is held or
when the action of the Secretary becomes final.

Amendment No. 10
This amendment provides that in the event of an appeal to the U.S. Court of

Appeals the findings of the Secretary with respect to questions of fact
shall be sustained if supported by a fair evaluation of the record as a
whole. The bill presently provides that the findings shall be sustained if sup-
ported by substantial evidence. The scope of judicial review recommended
by this amendment, that is a fair evaluation of the record as a whole, is
the scope of review provided in the food additives amendment and color
additive amendments to the Federal Food, Drug, and Cosmetic Act and in
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the Federal Hazardous Substances Labeling Act. This amendment then
follows the scope of review provided by the Congress in the three most
recent enactments in this field.

Senator JORDAN. How long have you had those amendments?
Has the Department of Agriculture had those?
Mr. BRINKLEY. Yes, sir, they have.
Senator NEUBERGER. There is a little overlapping. I don't know

whether you have seen them Mr. Brinkley. The recommendations
of the Secretary—he recommends some amendments at the same
places you do. And that one on amendment No. 2, on page 3, line 7,
seems to be pretty much in agreement, except for the actual verbiage.
Where the Secretary recommends on page 3, line 7, insert the follow-
ing new sentence:
"The Secretary on his own motion may at any time refer such

a matter to an advisory committee"—which is just about what yours
seems to say.
Is that true?
Mr. BRINKLEY. Yes.
Senator NEUBERGER. I notice, since I had not seen your amend-

ments before, that there is quite a lot of similarity.
Amendment No. 9, page 5, line 20—this one I am not quite sure

of.
After the word "until," insert—"a public hearing is held."
The Secretary recommends that the phrase, "Final action is taken"

be deleted, and that the language be "The Secretary issues his order
concerning registration."
In other words, you are putting more emphasis on the public hear-

ing, and he is putting more emphasis on the administrative position
of the Secretary.
Would you have any objection to it being in the hands of the

Secretary?
Mr. BRINKLEY. Senator, I don't follow that as well as Mr. Ackerly

might. Let him comment on that.
I think there is no real difference of opinion.
Senator NEUBERGER. It just seems to me that his recommendation

is helpful for purely administrative reasons—but that you are both
achieving the same ends.
It gives him a little more leeway to handle this thing if there i5

a question about it.
Have you seen the Secretary's language?
Mr. BRINKLEY. Yes, ma'am.
Senator JORDAN. May I ask at this time—Dr. Clarkson, do you

have a copy of these amendments?
Dr. CLARKSON. Yes, sir.
Senator JORDAN. Come around and have a seat over here. We cer-

tainly want your comments, either now, or you may furnish them
later.
Senator NEUBERGER. I think the results you are both seeking are

the same. But I would like to eliminate all this matter of holding
hearings if you can put it in somebody's hands.
Senator JORDAN. Senator Neuberger, I think -maybe Dr. Kirk

might have something he would like to add in here; too.
Do you have a copy of those amendments?
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Mr. Krim. Not Mr. Brinkley's; no, sir.
Senator JORDAN. I think that he should be supplied a copy of

those amendments. Wouldn't you think so? So that they might
make comments to the subcommittee, so they could be studied, and
have your thoughts.
Do you have any extra copies of those?
Mr. BRINKLEY. Yes, sir, we brought them. And these were offered

to the House committee during the hearings. They are exactly the
same. Food and Drug has had the opportunity of seeing them.

Senator JORDAN. Go right ahead, sir. I didn't mean to interrupt
you. But I wanted everybody to have a chance to be heard who
is interested in this.
Mr. BRINKLEY. As Senator Neuberger has said, I don't think there

is any difference between us in our thinking on this. It might be a
matter of words.
Mr. Clarkson and Mr. Ackerly, both of them having been trained

in the law, could probably discuss the wording better than I could..
Dr. CLARKSON. Mr. Chairman I think Senator Neuberger ex-

pressed it very well—that the Department's amendments and the
industry amendments are basically for the same purpose, which is
to perfect, or to smooth out some of the provisions for administra-
tion.
We have looked over their amendments. They propose some

alternate language from ours. It might be wise to go over these
in detail with the committee counsel. We have no objection to any—
except the last one. Item 10 of their amendments, which refers to
an item on page 7, having to do with review by the court—we
feel that the language now in the bill, which states that the findings
of the Secretary with respect to questions of fact shall be sustained
if supported by substantial evidence when considered on the record
as a whole, including any report or recommendation of an advisory
committee, is preferable.
The amendment as offered here would change that to read:

Findings of the Secretary with respect to questions of fact shall be sus-
tained if supported by a fair evaluation of the record as a whole, including
any report or recommendation of an advisory committee.

Now, I might suggest that the precedents for this in an amend-
ment to the Food, Drug, and Cosmetic Act related to administrative
actions, rulemaking by the Secretary, whereas the provisions of this
act that we are referring to have to do with the review of the record
by the U.S. Court of Appeals. The Departments General Counsel
feels that the language in the bill as written is preferable, and in
line with the precedents.

Senator NEUBERGER. I noticed that one right away, because it
seemed to me that in the present bill—the wording, "substantial evi-
dence," is better for everybody. It asks for evidence rather than an
evaluation. I would think it would put more responsibility upon.
the Secretary, does it not?
Mr. BRINKLEY. This is court review, is it not?
Mr. ACKERLY. That is correct.
Mr. BRINKLEY. This is court review. Our contention is that when

it goes before the court that the court should have all of the record,
and should make the decision based upon all the information that
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is available, rather than possibly the taking of a portion of the
record to substantiate a particular fact or finding.
Dr. CLARKsoN. If the Chair would like, General Counsel of the

Department would be glad to submit a statement in regard to this
matter.
Senator JORDAN. We would be glad to have that. And, any addi-

tional information you would like to have pertaining to this point
from your counsel, Mr. Brinkley, we would be glad to have, also.
Mr. BRINKLEY. Thank you, sir.
Senator JORDAN. Senator Neuberger, do you have any other

questions?
Senator NEUBERGER. No. The crux of this bill, of course is the

registration question. I think this is the important thing. We don't
care too much about that labeling number one way or the other.
But I think this is an important question, insofar as I can see.
Now I would like to add that I am delighted that the industry is

so cooperative.
I think your suggestion is very good—that they work together on

getting this language agreeable to both sides.
But I know that it makes it easier to administer if we don't fool

too much with the Secretary's ability to do it. And I am sure that
would be agreeable to you, Mr. Brinkley.
Senator JORDAN. I can readily understand where the 50 States

might have a labeling law, and it would be almost impossible to have
two different numbers and print 50 different kinds of labels. That
would have to be worked out.
I would like to ask you, Mr. Brinkley—is there any opposition or

any serious opposition from any of the manufacturers to this bill?
Mr. BRINKLEY. No,sir.
Senator JORDAN. I have not heard any. I was just wondering.
Well, that is a very fine attitude that the manufacturers are tak-

ing. It is a very important problem, because insecticides, and all
these chemicals included in this bill are becoming more and more
important to agriculture, in every phase of agriculture, than ever
before.
They have learned—pretty well—to throw away the plow for

weeding and kill it with chemicals, which is revolutionizing agricul-
ture as I knew it when I was a boy. I have not used a hoe in a long
time, thank goodness—I never did like it.
Mr. BRINKLEY. Well, I have used one a good many days, Senator,

and I appreciate the fact that these chemicals came along about the
time that farm labor became so high we could not afford to use a hoe
any more. That saved me and my farming in eastern Virginia.
Senator Neuberger said she did not know anything about peanuts.
I was born and raised a peanut farmer, Senator. I do know a little
bit about peanuts, and I have worked them a good many days with a
hoe. And these materials are a tremendous benefit.
I think, Senator, if I may impose for just another minute upon

your time, and that of Senator Neuberger—that as I pointed out, you
will find that the industry has supported actively all of the legislation
that it is regulated under now. We have two sister associations—
the Manufacturing Chemists Association and the Chemical Special-
ties Manufacturing Association. Both of them are supporting this
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legislation. The MCA has not filed a statement or taken an active
part.
The CSMA., as we refer to it—the Chemical Specialties Manufac-

turing Association, did appear before the House Committee.
Senator JORDAN. That information is available to us.
Mr. BRINKLEY. Yes, sir. And they have submitted a statement.

They are not here because they are having a board meeting in
Chicago now, and could not be here. But they are supporting the
legislation, as they have in the past.
They are the ones who represent the household manufacturers,

or the manufacturers of household products.
Senator JORDAN. Yes, I have that statement here from the Chem-

ical Specialties Manufacturing Association. And I will insert this
in the record at this point, or to follow your remarks.
Mr. BRINKLEY. Yes, sir, that will be fine.
(The statement referred to follows:)

STATEMENT FILED BY JOHN A. RODDA, MEMBER, BOARD OF DIRECTORS, CHEMICAL
SPECIALTIES MANUFACTURERS ASSOCIATION, NEW YORK, N.Y.

This statement is submitted on behalf of the Chemical Specialties Manufac-
turers Association, a nonprofit trade association, incorporated in 1914. The
500 members of this association represent a major segment of the producers
and distributors of chemical specialty products for general household use.
The association is divided into six divisions, one of which is the insecticide
divison. S. 1605 proposes to amend the Federal Insectcide, Fungicide. and
Rodenticide Act, under which the products of the members of this association
are registered. The association, thus, has a direct interest in this bill.
The position of the pesticide industry generally on this bill has been stated

to the committee by Mr. Parke C. Brinkley. Mr. Brinkley has explained,
particularly, the impact of the bill on the agricultural chemical industry.
This association joins with the National Agricultural Chemicals Association
in supporting S. 1605, and also endorses the amendments which Mr. Brinkley
has submitted to the committee. The purpose of this statement is to explain,
briefly, the possible impact of this bill on the small package or household and
garden segment of the industry.
Most insecticides intended for use around the household and in the garden

are sold in small packages. The available label space on these containers is
limited. At the present time, to comply with the Federal Insecticide. Fungi-
cide, and Rodenticide Act, the label must contain detailed directions for use,
a warning or caution statement of any hazards in the handling and use of
the product, an ingredient statement in the form required by the Department
of Agriculture, a statement of the net contents, and the name and address of
the manufacturer, as well as the trade name of the product. The Department
of Agriculture has recently redrafted some of its regulations which, in part.
require a reference to the directions and precautions to appear on the front
panel. Several States, in the enforcement of their weights and measures laws,
now require the statement of net contents to appear on the front of the con-
tainer. We are, therefore, somewhat concerned with the provision of this
bill which would authorize the Secretary of Agriculture to require the regis-
tration number of the product to appear on the label.
The purpose of this requirement, as we understand it, is primarily to assure

growers of agricultural crops that a pesticide has been registered with the
Department of Agriculture, and that application of the pesticide, in accordance
with the label directions, will result either in no residue of the pesticide at
the time of harvest or, if a residue remains, that it will be present in an
amount within the official tolerances established by the Food and Drug Ad-
ministration for such a residue. As the bill is drafted, we interpret it to mean
that the Secretary of Agriculture would not be required to insist upon the
registration number on the label of every pesticide. It is possible that the
Secretary will determine that since the primary purpose of this' section of
the bill would not have application to household insecticides, the registration
number need not appear on these small containers. If the Secretary deter-
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mines that the registration number should appear on these products, we would
anticipate that the requirement would be limited to a number preceded by
some brief designation, such as "U.S.D.A. Reg. No." Space can be found on
most labels for a brief statement of this type; however, we are concerned
as to the attitude that the 47 States, who also register these products, will take
with respect to requiring the State registration number on the label. It would
be physically impossible to list a whole series of registration numbers on these
small containers.
We request, therefore, that the committee report on this bill point out

the seriousness of this problem, and the intent of the committee that products
may move freely in interstate commerce with only the Federal registration
number on the label.
With respect to the remaining sections of this bill, which would delete regis-

tration under protest, and substitute an administrative hearing procedure, our
position is that since the bill affords the industry an opportunity of admin-
istrative and judicial review of decisions on registration, we support this
part of the bill also. Registration under protest has always been viewed
by this association as a method of protection against arbitrary action by
an administrative official, and a method of obtaining judicial review. We have
always understood that a product registered under protest is subject to seizure
at any time without notice if the Department of Agriculture decides that
the product does not comply with the act. Registration under protest has
been used sparingly, which is a tribute to the way in which the industry has
cooperated with the U.S. Department of Agriculture in the enforcement of this
act.

Substituting an advisory committee procedure along with opportunity for
public hearing and judicial review of the decisions of the Secretary under
this law is undoubtedly a more orderly and more satisfactory procedure than
registration under protest. These procedures will be time consuming and cum-
bersome, but we recognize that this is necessary where evaluation of research
data is required and expert judgments made based upon the results of
experimental data. The final decision, of course, rests with the Secretary
following exhaustion of the advisory committee and public hearing pro-
cedures. The Secretary, will thus not be bound by the report and recom-
mendations of the advisory, committee, but his judgment will be based upon
the entire administrative record. If an appeal is taken to the court, the court
should also base its review on a fair evaluation of the administrative record
certified to the court by the Secretary. We believe that the bill with the
amendments submitted by Mr. Brinkley satisfies these principles.
Once again we do see the possibility of a serious problem at the State level

if this procedure should be adopted by the States. A great majority of the
products of this association move in interstate commerce and uniformity of
requirements between the Federal and State Governments is essential. We
are hopeful, therefore, that the State governments will accord great weight
to the action of the Secretary of Agriculture under this amendment and accept
for registration at the State level products which are approved by the Sec-
retary for registration by the Federal Government.
We endorse the principles and objectives of this bill. No law is static and

an important regulatory statute such as the Federal Insecticide. Fungicide,
and Rodenticide Act should be subject to constant review and should be
amended when necessary to meet changing conditions. We believe that these
amendments will improve the enforcement of this law and strengthen the
bill, while at the same time preserving and protecting the basic rights of the
regulated industry. The committee can be assured that this industry will
continue to cooperate fully with the Congress and with the Department of
Agriculture in the enforcement of this law and in the implementation of these
amendments.

Senator JORDAN. Do you have any further remarks, sir?
Mr. BRINKLEY. No, thank you.
Senator JORDAN. Senator Neuberger?
Dr. Clarkson?
Is there any other witness?
We appreciate very much all of you being with us. Your testi-

mony has veen very, very fine and direct.
We will leave the record open until Friday of this week to file

any other statements.
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You may want to file some answers, Dr. Clarkson, to some of these.
Dr. CLARKSON. On this item 10, I will send up a statement.
Senator JORDAN. If you have it brought over, it will be included

in the record—or any statements that you or any of the manufac-
turers might want to put in, we will be glad to have in the record.

U.S. DEPARTMENT OF AGRICULTURE,
OFFICE OF THE GENERAL COUNSEL,
Washington, D.C., September 13, 1963.

Hon. B. EVERETT JORDAN,
Chairman, Subcommittee on Agricultural Research and General Legislation,
U.S. Senate, Washington, D.C.
DEAR SENATOR JORDAN: In compliance with your request during the hearing

on S. 1605 on September 10, 1963, the Department of Agriculture submits the
following comments on amendment No. 10 to the bill proposed by the National
Agricultural Chemicals Association.
This suggested amendment would provide that in case an appeal is taken

to the U.S. Court of Appeals from the determination of the Secretary of Agri-
culture as to the eligibility of an economic poison for registration, the findings
of the Secretary with respect to questions of fact would be sustained if sup-
ported by a "fair evaluation" by the court of the record as a whole. S. 1605
provides that such findings would be sustained if supported by "substantial
evidence" when considered on the record as a whole. The "substantial
evidence" standard of review is provided for in the "pesticide chemicals" pro-
visions of section 408 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
346a). Section 10 of the Administrative Procedure Act (5 U.S.C. 1009)
also uses the "substantial evidence" criterion• for review of agency action.
Prior to the Administrative Procedure Act it was held that administrative
determinations were to be sustained if there was evidence to support them.
Swift & Co. v. United States, 316 U.S. 216 at 231 (1941) ; Adams v. Mills, 286
U.S. 397 at 410 (1932). Some cases required "substantial evidence" to support
administrative findings, e.g. Midwest Farmers v. United States, 64 Fed. Supp.
91 at 96 (D.C. Minn. 1945). The "fair evaluation" provision provides a differ-
ent standard than that of "substantial evidence" and would apparently contem-
plate that the court would weigh the evidence and reach its own conclusion as
to the facts established by the whole record. (See Senate Report 2422 on H.R.
13254, 85th Congress (Food Additives Amendment of 1958) in volume 3,
U.S. Code, Congressional and Administrative News, p. 5306). We believe this
would require the court to pass on factual issues on which the Secretary of
Agriculture has greater expertise and that such expertise should be accorded
the recognition in the Federal review process which the "substantial evidence"
standard affords. It also appears that the Congress in adopting the "fair
evaluation" standard in the food additives amendment to the Federal _Food,
Drug, and Cosmetic Act recognized that the proceedings to which it was there
applied were rulemaking proceedings (Senate Report 2422 on H.R. 13254).
There is no precedent so far as we know for use of that standard for review
of adjudicatory actions such as determination of the eligibility of an economic
poison for registration. Therefore, we oppose suggested amendment No. 10.
We appreciate this opportunity to submit our views on this matter.

Sincerely yours,
EDWARD M. SHULMAN,

Acting General Counsel.

Senator JORDAN. Thank all of you very much for being with us.
(Whereupon, at 11:10 a.m., the subcommittee recessed, subject to

the call of the Chair.)
(Additional statements filed for the record are as follows:)

WASHINGTON, D.C., September 6, 1963.
Hon. B. EVERETT JORDAN,
Chairman, Committee on Rules and Administration,
Senate Office Building, Washington, D.C.

DEAR MR. CHAIRMAN: This is to set forth the interest of the National
Grange in S. 1605 relating to the registration of pesticides under protest.
The National Grange urges the committee to reject in total those amendments
offered by the Fish and Wildlife Service of the Department of the Interior and
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by the Food and Drug Administration of the Department of Health, Educa-
tion, and Welfare. We feel these amendments would result in a distortion in
the legal responsibilities of government as related to the health of this Nation
and its food supply.
We support the bill itself and those amendments offered by the U.S. Depart-

ment of Agriculture and the National Agricultural Chemicals Association.
We note that the U.S. Department of Agriculture does not support amend-
ment No. 10 of the National Agricultural Chemicals Association. Our review
shows this to be a legal question involving interpretation of court action, and
we suggest this matter be weighed carefully by all members of the committee.
For some time the National Grange has been disturbed by the attitudes

and attempts by some of those supporting fish and wildlife interests to put the
values of these resources, important as they are, ahead of an abundant, whole-
some food supply; and a capability enabling farmers to continually increase
the efficiency of production is of first magnitude. We support the upgrading
and conservation of this Nation's fish and wildlife resources—but not in a
manner which threatens to jeopardize our food supply.
We respectfully invite you to present our views to the members of your

committee during discussions on this bill.
Respectfully yours,

HERSCHEL D. NEWSOM,
Master, National Grange.

STATEMENT FILED BY RICHARD T. O'CONNELL, SECRETARY, NATIONAL COUNCIL OF
FARMER COOPERATIVES

I am Richard T. O'Connell, secretary, National Council of Farmer Coopera-
tives. The national council is a federation of farmer cooperatives with several
members manufacturing agricultural chemicals and a substantial number of
member organizations distributing chemicals to nearly 3 million farmers.
We appreciate this opportunity to express our views on S. 1605.
The national council supports the objectives of S. 1605 for two principal

reasons: (1) the statutory inclusion of an advisory committee to assist the
Secretary in evaluating data, and the selection of its members from the Na-
tional Academy of Sciences, will give the broad and objective analysis of eco-
nomic poisons which we believe essential for their continued effectiveness in
agriculture; and (2) the eliminating of the sale of economic poisons "under
protest" will substantially remove the potentially adverse public relations
position the farmer is placed in when difficulties arise.
However, there are several amendments we wish to recommend to strengthen

the measure.
We will briefly discuss each position.

ADVISORY COMMITTEES STIMULATE A BROAD SCALE ANALYSIS

It is our belief when adverse situations arise from the use of economic
poisons in the production and marketing phases of agriculture, the farmer
generally bears the brunt of the unfavorable publicity and frequently the
financial damage as well. We are certain the committee recalls the situations
in the cranberry and poultry industries several years ago. The incidents
caused a temporary decline in the per capita consumption of these two prod-
ucts and posed a severe financial reversal for farmers until assistance was
received from the Government.
We believe the twin tragedies which occurred in cranberries and poultry,

although not involving sales "under protest," could have been eliminated or
the impact sharply reduced if an advisory committee such as suggested in
this measure had been in effect prior to the registration of the chemicals
involved and had been operating during the crisis.
The fundamental advantage of employing an advisory committee of com-

petent members of the scientific community is the opportunity to thoroughly
analyze, from all aspects and viewpoints, research and other data before
a decision is reached. The advisory committee can weigh and judge the
conflicts that seem to exist when two or more scientists study the same
problem. The committee can also act as a clearinghouse for research work as
well as an important adjunct to the Secretary in his decisionmaking processes.
We support this procedure.
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SALES "UNDER PROTEST" SHOULD BE ELIMINATED

Much of the publicity furor in recent months has, as this committee is well
aware, been concentrated on the sale of economic poisons "under protest."
We believe the publicity has far overshadowed the beneficial and effective uses
of agricultural chemicals. It can easily be considered as a thorn in the side
of agriculture, and a strong weapon in the hands of those who wish to see
the reduction or elimination of the use of chemicals in agricultural production
and marketing.

Therefore, it is imperative that agriculture remove the stigma of sales
"under protest" so that the public can judge the effectiveness of those products
approved by the USDA as safe.
We believe the removal of sales "under protest" will cause little if any eco-

nomic hardship on agriculture or the manufacturers of these products. It is
our understanding that 7 products are currently being sold "under protest"
out of about 50,000 products in use and under approval by the USDA.

AMENDMENTS TO STRENGTHEN THE MEASURE

The amendments we recommend are largely to clarify and improve the pro-
cedures contained in S. 1605 and do not alter the objectives of the proposed
legislation.
On page 3, line 7, we recommend the deletion of the period after the word

"Secretary" and insert in lieu thereof a comma and the following words, "or in
the alternative the applicant or the registrant may file objections to such
notice and request a public hearing thereon. If a petition is not filed within
thirty days requesting reference to an advisory committee or if a request for a
public hearing is not filed within the time allowed for such filing, this notice
shall become the final action of the Secretary with respect to the application
or the registration."
The recommended amendment is an attempt to offer alternatives to the pro-

cedures the Secretary or the applicant may follow. We believe it is important
that fair and equitable procedures be permitted for both the Secretary and the
applicant in stating their cases, either privately or publicly. We also favor the
inclusion of time limits, such as a specified number of days to complete actions.
Time required to make a decision becomes a matter of judgment, but in most
occasions a time limit stimulates and spurs the parties into concrete action.
The use of the term "final action" by inaction is also good. This will give
notice to both parties that after a stated amount of time has elapsed. the
prior decision is the one that stands. This eliminates the possible confusion
from two or more statements being rendered on the same subject.
On second recommended amendment is as follows:
On page 4. line 13, after the word "shall" insert a comma and the words

"within ninety days after receipt of the report and recommendations of the
advisory committee."
Our third amendment is on page 5, line 8. Delete the words "as soon as

practicable" and insert in lieu thereof the words, "within ninety days." •
Our reasons for the importance of time in expediting the decisions in these

last two amendments are the same as we have stated earlier.
Our fourth and final amendment is on page 7, line 10.. Delete the words

"by substantial evidence when considered on" and insert in lieu thereof the
following, "by fair evaluation of."
This amendment, in our judgment, establishes continuity where an advisory

committee is employed in assisting the Secretary in evaluating the data
supplied. It further reduces hasty judgment and narrow interpretation of re-
search data which we believe has been a possibility in the past.

SUMMARY

The National Council of Farmer Cooperatives favors the passage of S. 1605,
and preferably with our recommended amendments. We urge this committee
to favorably report S. 1605 and actively support its passage in the Senate.
We appreciate this opportunity to express our views.

AMIN, •
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