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VOL. 7 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

7918 Concress | HOUSE OF REPRESENTATIVES { ReporT
18t S¢ssion No. 702

PROVIDING FOR CERTIFICATION OF BATCHES OF DRUGS
; COMPOSED WHOLLY OR PARTLY OF ANY KIND OF
j PENICILLIN QR DERIVATIVES

Juse 7, 1935.—Committed 1o the Committee of the Whole House on the State
: of the Union and ordered to be printed

Mr, PriesT, from the Committee on Intersiate and Foreign Com-
‘meree, submitted the following

REPORT

[To accompany H. R. 2266}

The Committee on Interstate and Foreign Commerce, to whom was
referred the bill (H. R. 3266) to amend the Federal Food, Drug, and
Cosmetie Act of June 25, 1938, as amended, by providing for the
certification of batches of drugs composed wholly or partly of any
kind of penicillin or any derivative thereof, and for other purposes,
having considered the same, report favorably thereon with amend-
ments and recommend that the bill, as amended, do pass.

The amendments are as follows:

.. Page 1, line 9, strike out “(1)" and insert “(1)”.

Page 2, line 2, strike out “{A)” and insert “(1)”.

Page 2, line 4, strike out “(B)” and insert “(2)7.

Page 3, line 19, strike out “(1)” and insert “(1)".

Page 4, line 1, strike out “(1)"” where it first appears in such line and
insert “Q)"".

Page 4, line 2, strike out “‘repackaged’ and insert “repacked”.

Page 4, line 13, strike out ‘(1) and insert “(1)",

SECTIONAL ANALYSIS OF BILL

The proposed basic provisions for the certification of penicillin
and its products are contained in the new section 507 of the Food,
Drug, and Cosmetic Act added by section 3 of the bill.  Sections 1
and 2 make amendments to implement the certifieation provistons
so that compliance with such provisions can be enforced under the
civil and eriminal provisions of the act.

Section 1 so amends the aet that its prohibition against forging,
counterfeiting, simulating, or falsely representing or using identifi-
cation deviers without proper authority will apply in the case of such
identification devices as may be required or authorized for penicillin
and its products under the new section 507,
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The new section 3502 (e) added by section 2 of the bill includes
among drugs which under the act are deemed misbranded any drug
which is composed of or contains any kind of penicillin or any de-
rivative thereof which is not from a bateh certified or released under
the new section 307, Also any such drug, though {rom a certified or
released bateh, would be deemed misbranded if the effective period
of the certificate or release expires or on failure of the particular drug
to comply with the terms of the certification or release. '

Section 3 of the bill adds to the drug chapter of the act & new
section 507 which contains the basic provisions for the certification
procedure.  The new section in its mam provisions is quite similar to
section 506 providing for the certification of imsulin preparations, but
it contains a number of additional provisions.

Seetion 507 (a) direets and empowers the Federal Security Admin-
istrator to promulgate regulations providing for the certification of
batches of penicillin and its produets which meet the standards and
other requirements designed to insure safety and cfficacy of use which
are prescribed in such regulations.  To avoid interference with com-
meree in penicillin and its products pending formulation and eflective
application of certification regulations, provision is also made for the
release prior to promulgation of such regulations of batches of peni-
cillin and its products which in the judgment of the Administrator
may be released without risk as to safety and cfficacy of use. This
provision would permit prompt release of batches of penicillin which
have already been passed by the Food and Drug Administration under
the scheme of pretesting required by the War Production Board in
cooperation with the military services.

Seetion 507 (b) requires that regulations providing for certification
shall contain, among other provisions necessary for carrying out the
purposcs of the section, five specified types of provisions, as follows:

(1) Standards of identity and of strength, quality, and purity.

(2) Tests and methods of assay to determine compliance with such
standards.

(3) Effective -periods for certificates and other conditions under
which they shall cease to be effeetive.  Inasmueh as some forms of -

penicillin and preparations thereof are known to lose potency with
age, such certificates are 1o be effective only for periods prescribed
in the regulations and the certified batehes are to be protected by
such certificate only for the preseribed period or for such part thereof
as the drug continues to meet the requirements preseribed in the
regulations for the protection of the public.

(4) Administration and procedure.

(5) Fees in such amounts as are necessary to provide, equip, and
maintain an adequate certification service.

The final provision of this subsection directs that the tesis and
methods of assay preseribed by the regulations shall provide for cer-
tification or rejection within the shortest time consistent with the
necessity for insuring safety and efficacy of use.

Seetion 307 (¢) direets the Administrator to promulgate regulations
discontinuing the requirement for certification when, in his judgment,
the certification procedure is no longer necessary to insure the safety
and eflicacy of an¥ drug subject to this scetion. A primary reason
for the type of control proposed by this hill 1s the fact that penicillin
is produced by a Dbiological process and is subject to the vagaries
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inherent in all such processes.  Furthermore, the potency of penicillin
is determined by biological assay, which itself must be carefully con-
trolled and checked in order to insure its accuracy. Because of the
newness of penicillin and the new products that will be made from it,
it is impossible to forecast what developments may occur in manu-
facturing technology or otherwise that may render the need for this
special type of control unnecessary with respect to particular drugs.
If such developments oceur, this provision will permit the issuance of
a regulation exempting any such drug from certification requirements
and the drug will then be subjoet only to the general provisions of the
law. This exemption can be terminated, however, and certification
again required if experience shows that safety and efficacy of use
cannot otherwise be msured.

The opening words of this subsection, “Whenever in the judgment
of the Administrator  * ¥ *" are identical with the opening words
of section 401 of the act, which authorizes the establishment of food
standards.  The significance of this langnage with respect to review
by the courts is indicated in a pronouncement by the Supreme Court
in the case of Federal Security Mdministrator v. Quaker Oats Company
(318 U. S. 218). There the Court said:

Scetion 401 calls for the exercive of the “judgment of the Administrator.”
That judgment, if based on substantial cvidence of record, and if within statutory
and constitutional limitations, is controlling * * %,

Section 307 (d) dircets the Administrator to promulgate regula-
tions exempting {rom the requirements for certification shipments of
penicillin and its products made under certrin conditions and for
certain uses.  The first exemption relates to «drugs which are to be
stored, processed, labeled, or repacked at establishments other than
those where manufactured. This exemption is to be conditioned
upon the compliance of the drugs with all requirements of the sec-
tion upon their removal from the establishment to which they were
shipped for the specified purpoeses.  This provision is quite similar to
the exemption from labeling requirements set up by section 303 (a)
of the act. Regulations presenibed under that section provide for
the exemption of shipments to warchounses owned and operated by
the shipper, as well as warchouses owned and operated by athers. It
15 expected that the regulations under section 507 (d) (1) will be
similar in this respect.

The second exemption covers drugs whieh conform to applicable
standards and are intended for use in the manufacture of other drugs.
It is expeeted that these regndations will preseribe all necessary pro-
visions to safeguard against the diversion of the drugs from thie manu-
facturing use for which they were intended.

Thiz exemption may prove of value in avoeiding unnecessary dupli-
ation of certifieation in eases where the manufacturing consignee,
whose finished product must be certified, is willing to accept the
product without prior certification.

The thitd exemption provided by this subsection applics to drugs
which are intended solely for investizational use by experts. This
provision is quite stimilar to scetion 505 (1) relating to new drugs.
1t 1s intended that the regulations shall be sunilar to those which
are contemplated by that section for new drugs.

Sinee ~eetion 507 preseribes for new penicillin drugs all the controls
provided by section 505 for “new drugs"" as well as additional con-
trols, seetion 307 (¢) exempts penicillin drugs from the operation
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of section 505. It is not intended that the inclusion of this specific
provision in {he bill will operate to invalidate the administrative
imterpretation under which insulin preparations subject to section 506
of the act may be shipped for experimental use.  This interpretation
adapts section 5053 () to the control of insulin-containing drugs,
although such drogs are otherwise not subjeet to section 505.

Section 307 (e} also provides that compliauce of penicillin drugs
with sections 501 (b) and 502 (g) shall be determined by the standards
and the reguirements for packaging and labeling preseribed by regula-
tions promulgated under section 507, T'his is a departure from the

olicy that bas prevailed from the beginning of food and drug legis-
ation, of udopting the requirements of official compendia for purposes
of enfarcing dmg provisions of the law. It is justified in this instance
by the fact that rapid developments will unqguestionably oecur in
making a maltitude of penicillin preparations available to the public,
and these can be followed more closely by ehanges in the regulations
under seetisn 507 than by the slower procedure involved in changing
the requirements of the official compendia.

The authorization 1o the Adnunistrator to make regulations under
this sectinn is designed to permit swift action whenever the factual
situation requires.  Itis intended that the Administrator will continue
the practice established under the insulin amendment of advising
and copsulting with interested persons before regulations are issued,
amended, or repealed.

Sectien 307 (f) is designed to insure the right of protest to all
interested parties who have reasonable grounds for dissatisfaction
with the Administrator’s action with respeet to regulations and to
provide for court review of the validity of the Administrator’s action
m the event thut a solution satisfactory to all eceneerned is not reached.

Anv interested person may petition the Administrator to adopt a
proposal for the issuance, amendment, or repeal of a regulation.  The
: proposal may he set forth in general terms; reasonable grounds for it
' must he stated.  The Administrator is required to give public notice
of the propesal and to afford an epportunity for all interested persons
to express their views,  He is then reguired to make public his action
on the proposal. Within 30 days thereafter (whether or not the
action has already bheceme effective) any interested person may
file objections to the action, specifying with particularity the changes
desired, stating reasonable grounds therefor, and requesting a public
hearing upon his objections.  The Administrator is then required,
after due notice, to hold a public hearing on the objections.  As soon
as practicable after the hearing the Administrator is required to make
findings of fact and publish an order based thereon.  Sueh orders, in
cases of actual controversy as to their validity, are subject to review
by 1he circuit courts of appeals under the provisions of section 701 (f)
of the act.

1 essence, seetion 507 authorizes the Administrator to utilize any
of three techniques in promulgating regulations that debl with the
certifieation of penicilbn products.  First, he may act on his own
initiative or at the informal request of any interested party. 1t is
anticipated that most of the regulations will be promulgated through
this method i clase consultation with interested persons.  Second,
he is required to act on the basis of & formal petition and after informal
hearing,  Third, if there is objection within 30 days to his action on
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the petition, he is required to act after a formal public hearing. The
statutory review provisions of sectioh 701 (f) are intended to be appli-
cable only with respect to the third type of action.

Craaxces 1x Existing Law

In compliance with paragraph 2a of rule XIII of the Rules of the
House of Representatives, changes i existing law made by the bill,
as introduced, are shown as follows {(existing law proposed to be
omitted is enclosed in black brackets, new matter is printed in italics,
existing law 1n which no change is proposed 1s shown in roman):

FOOD, DRUG, AND COSMETIC ACT

-% * »* * * * *
PROHIBITED ACTS

Sec. 30). The folloning acts and the caueing‘thereof are hereby prohibited:
* »* * ) ] » * *

(i) Forging, eounterfeiting, simulating, or falsely representing, or without
proper authority u~ing, any mark stamp, tag, label, or other identification device
authorized or required by regulations promulgated under the provisions of sections
104, 406 (b), 504, 506, 507, or 604.

* * » * Ed * -

CuapTer V—DRrGs axp Devices
ADULTERATED DRUGS AND DEVICES

Skc. 501. A drug or device shall be deemed to be adulterated—

{a) (1) If it conrist= in whole or in part of any filthy, putrid, or decomposed
sub~tance, or (2) if it has been prepared, packed, or held under inssnitary condi-
tions whereby it may have been contaminated with filth, or whereby it may have
been rendered injurious to health; or (3) if it is 3 drug and its container is com-~
po=ed, in whole or in part, of any poisonous or deleterious substance which may -
render the contents injurious to health; or (4) if it is 2 drug and it bears or con-
tains, for purposes of coloring only, a coal-tar color-other than one from a batch
that has been certified in zecordance with regulations as provided by section 504.

(b) I{ it purports to be or is reprecented as a drug the name of which is recog-
nized in an official compendium, and its strength differs from, or its quality or
purity falls below, the standard se¢t forth in <uch compendium.  Such determina-
tion as to strength, quality, or purity =hall be made in accordance with the tests
or methods of azssay set forth in cuch compendium, except that whenever tests of
mecthods of a~say have not been prescribed in such ecompendium, or such tests or
methods of acsay as are prescribed are, in the judginent of the Secretary, insuffi-
cient for the making of such determination, the Secretary shall bring such fact to
the attention of the appropriate bedy charged with the revision of such compen-
dium, and if such hody fails within a reasonable tinie to prescribe tests or methods
of as-ay which, in the judgment of the Secretary, are sufficient for purposes of
thi= paragraph, then the Secretary shall promalgate regulations prescribing appro-
priate teste or ticthods of as~ay in accordance with which such determination as
to strength, quality, or purity chall he made. No drue defined in an official
comnpendium <hall be deemed to be adulterated under this paragraph because it
differs from the ~tandard of wirength, guality, or purity therefor set fond in such
compendiam, if its difference in streueth, quality, or purity from such standard
i~ plainly ~tated on it~ label.  Whenever a drug is recognized in both the United
States Pharmacoparia and the Homwopathic Pharmacoperia of the United States
it ~hall be ~ubjeet 10 the reguirement= of the United States Pharmacoparia unless
it i~ fabeled and offered for ~ale a~ 2 homaeopathic drug, in which case it shail be
~uhject 1o the provi-ions of the Homaopathie Pharnacopadia of the United States
and not to those of the United States Pharmacopa-ia.

fey 11 it i~ not ~nbject to the provi~ions of paragraph {(b) of this section and its
strength differs from, ar its purity or quality falls below, that which it purports
or s represented to possess.
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(d) If it is a drug and any substance has been (1) mived or packed fherewith
80 as to reduce its guality or strength or {2) substituted wholly or in part therefor.

MISBRANDED DRUGS AND DEVICES

Skc. 502. A drug or deviee shall be deemed to be misbranded—

(a) I its labeling is false or misleading in any particular.

(b} If in package form unless it bears 2 label eontaining (1) the name and place
of business of the manufacturer, packer, or di~tributor; and {2) an accurate state-~
ment of the guantity of the contents in tenns of weight, measure, or numerical
count: Prorided, That under clavse (2) of this paragraph feaconable variations
shall be permitted, and esemptions as to small packages shall be established, by
regulations preseribed by the Secretary. :

(et H any word, ~tatement, or other information required by or under authority
of thi~ Act to appear on the label or labeling is not prominently placed thereon
with <uch conspicuousness {as compared with other words, statements, designs,
or devices, in the lgbeling) and in sueh terms as to render it likely to be read and
under~tood by the ordinary individual under customary conditions of purchase
and use.

{dy If it i< for use by man and eontains anv quantity of the nareotic or hypnotic
sub~tance alpha cuecaine, barbituric acid, Detacucaine, bromal, cannabis, car-
bromal, chloral, coca, cocaine, codeine, heroin, maribuana, morphine, opium,
paraldehyde, pevote, or suiphonmethane; or any chemieal derivative of such
sub~tance, which derivative has been by the Seeretary, after investigation, found
to be, and by regulations designated as, habit forming; unless its label bears the
name, and quantity or proportion, of ~uch substance or derivative and in juxta-
position therewith the statement “Warning—2May be habit forining.”

(e} If it is a drug and is not de<ignated solely by 2 name recognized in an
official compendium unless its label bear~ (1) the conunon or u<ual name of the
drug, if ~uch there be: and (2), in case it ix fabricated from two or more ingredients,
the common or u-ual naine of cach active ingredient, ineluding the quantity,
kind, and proportion of any aleohol, and also inclnding, whether active or not,
the name and quantity or proportion of any bromides, ether, chloroform, ace-
tanilid, accipheretiding, amnidopyrine, antipyrine, atropine, hyvoscine, hvoscyamine,
ar<cuie, digitaliz, digitalis giuecosides, mercury, ouzbein, «trophanthin, strych-
nine, thyroid, or any derivative or preparation of any such substances, contained
therein: Provided, That to the extent that compifance with the requirements of
clauce (2) of this paragraph is impracticable, exemptions shall be established
by regulations promulgated by the Secretary.

() Unle-= it~ fabeling bears (1) adequate directions for pse; and (2) such ade-
quate warnings against y-e in those paithological conditions or by children where
its us¢ may he dangerous to health, or agzin<t unsafe dosege or methods or dura-
tion of admini~stration or application, in «<uch manner and form, 25 are necessary
for the proteciion of users: Provided, That where any requirement of clause (1)
of thi~ paragraph, a= 2pplicd to any drug or device, i not necessary for the protec-
tion of the pubnie health, the Sceretary shiall promulgate regulations excmpting
such druz or device from such requirement.

(g) If it purport< to be a drug the same of which js recognized in an official
comperdinm, tnle-s it iv packaged aud Jabeled as preserilied therein: Prowded,
That the methad of packing may be modificd with the cobsent of the Recretary.
Whenever 2 drog s recognized in both the Unitcd States Pharmacopuia and the
Hon aopathie Phommacopeeia of the United States, st shall be subjeet 1o the
reguirements of the United S121¢< Pharracopaia with re-peet to packaging aud
abeliv g unles< it 1~ labeled avd offered for <ale a~ a homaopatbic drng, in which
ca~e it ~hall he wibjeet 1o the provisiors of the Hamaopaihic Pharmacopaiia of
the Uniied States, 2v.d not to thewe of the United Stovs Pharmacopaia. R

(hy If it Lias been found by the & cretary 1o be a deg Hable to deterioration,
unless it i~ prekaced in sach form and voasgeer, and jis khel hears a2 ~tatement of
sueh precautions o~ the Reeretary <ball by regulation- reauive o< necessary for the
protection of the public health, Na eneh reguintion <hail e estabiished for any
drug yecognized in an official compendivm nntii the Seeretary sball have informed
the appropriate body eharged with the revision of ~uch coupendinm of the neecd
for stich puckaning or labcling reguiroments and «ueh body ~hall have failed within
2 rezsonabie time 10 preseribe snch recuirements,

) (1) it is a drug and its eantairer i ~0 made, formed, or filled as to be mis-
leadiige: or €20 00 it i~ an imitation of avother drag; or (3) if it is offcred for sale
under the name of avother drug.
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or duration preseribed, recommended, or suggested in the labeling thereof.

i (k) If it is, or purpurts to he. or is represented as a8 drug compo<ed wholly or
partiv of insulin, unless (1) it is from s bateh with respect to which a certificate
or release has been issued pursuant to section 506, and (2) such certificate or
release is in ¢ffect with respect to ~ach drug. .

(1) Iftis, or purports to be, or is represcuted as o drug composed wholly or partly
of any kind of penicillin or any derivative thereof, unless (A) 1t is from a batch with
respect to whieh a certificale or release has been 13sued pursuant to section 507, and

. (B) such certificate or release is in effect wilh respect to such drug: Provided, That this
i paragraph shall not apply to any drug or cass of drugs excmpled by rcgulations
4 promulguted under section 507 (€} or {(d).

3 . (1) If it is dangerous to health when used in the dosage, or with the {requency

EXEMPTIONS IN CASE OF DRUGS AND DEVICES

Sec. 503. (a) The Secretary is bereby directed to promulgate regulations
exempting from any labeling or packaging requirement of this Act drugs and
devices which are, in accordance with the practice of the trade, to be processed,
labeled, or repacked in substantial quantities at establishments other than those
where originally proees=ed or packed, on condition that such drugs and devices are
pot adulterated or mixbranded under the provisions of this Act upon removal from
such process<ing, labeling, or repacking establishment.

;o (b) A drug di~pensed on a written prescription signed by a physician, dentist, or
d veterinarian (except a drug di\])cnseg)in the course of the conduct of a business of
dispensing drugs pursuant to diagnosis by mail), shall if—

i (1) such physician, dentist, or veterinarian is Jicensed by law to administer
] such drug, and

1 (2) such drug bears a label containing the name and place of business of
~, the di~penser, the serial number and date of ruch prescription, and the name
X of such physician, dentist, or veterinarian,

be exempt from the requirements of section 302 (b) and (¢), and (in case such
prescription is marked by the writer thereof as not refillable or its refilling is
prohibited by law) of section 502 (d).

CERTIPICATION OF COAL-TAR COLORS FOR DRUGB

Sec. 504. The Secrelary shall promulgate regulations providing for the listing
! of coal-tar color< which are harmless and suitable for use in drugs for purposes of
a coloring only and for the eertification of batches of such colors, with or without
harmless diluents.
NEW DRGGS

Sec. 505. {a) No per-on shall introduce or deliver for introduction into inter-
state commeree any new drug, unles- an application filed pursuant to subsection
(b) i~ effective with respect to such drug.

(h) Any per-on may file with the feerefary an application with reepect to any
drug ~ubjeet to the provisions of subsection (2).  fuch person <hall ~ubmit to the
Sceretary as a part of the application (13 Ml reports of investigations which have
been madc to ~how whether er not such drug is ~afe for uwe; (2) a full list of the
articles used 2~ comvonants of <uch drug; <31 a full statement of the composition
of ~uch drug; ¢4) a fuil deserintion of the methods uced in, and the facilities and
contrals u-ed for. the anufacture, proces-ing, and pacring of ~uch drug: (5} such
ean.ples of such drug and of the artides veed’as compencnts thereof as the Seere-
(ti.':*j: tuay recuire; 2: d (6) cpochvens of the Yahding grope~ed 10 be u-eqd for such

ug.

ey An aplication provided for in sizbaection (1) <hall heeome effective on the
sivticth day aftor the fiting thoeof unless prior o ~ueh day the feeretary by notice
to the applicant in wiiting postjoncs the effective date of the application 1o such
tite (ot mare thar ene hundred and eighty davs after the ling thercof}, 2~ the
Seeietary decns neeesers 1o enabie hing to ~tudy and invistigate the application.

(dy If the Sceretary finds, after due notiee 1o the applicant and aiving him an
opportutity for a heanne, that (1) the inve-tigations, reports of which are required
to be ~ubmitted to the Seetetary pur-uant 10 ~ubsection (), do not include ade-
guate tests by ol method- reasonabiv applicable to <how whether or not such
drug i~ <afe for ue under the conditions preseribed, recommended, or ~uggested
in the propo~ed Jubeling thereof; (23 the resnlts of such tests show that such drug
is unsafe for s undcr ~uch conditions or do nut show that <uch drug is safe for
u~¢ under ~uch conditions; (3) the methods u=ed in, and the facilities and controls
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used for, the manufacture, processing, and packing of such drug are inadequate®
to preserve its identity, sirength, quality, and purity; or (4) upon the basis of the
information submitted 1o him as part of the application, or upon the basis of any
other information before him with re<pect to ~uch drug, he has insufficient infor-
mation to determine whether such drug is safe for u~e under such conditions, he
shall. prior to the effective date of 1he application, issue an order refusing to per-
mit the application 1o become effective.

() The cffectiveness of an application with respect to any drug shall, after due
notice and upportunity for hearing to the applicant, by order of the Secretary be
suspended i the Secretary finds (1) that climieal experience, 1ests by new methods,
or tests by cthods not deemed reasonably applicable when such application
beeamne cffectine show that sueh drug iv unsafe for use under the conditions of
use upon the basis of whieh the application became effective, or (2) that the
application contains any untrue statement of a material fact. The order shall
state the finding~ upon which it is based.

(f) An order refu~ing to perutit an application with respect 1o any drug to
become effective shall be revoked whenever thie Secretary finds that the facts so
require.

{g) Orders of the Seeretary iwsued under this scetion <hall be rerved (1) in person
by any officer or employee of the department designated by the Secretary or (2)
by maiing the order by registered mail addres~ed to the applicant or respondent
at In~ last-known addres< in the records of the Secretary.

(h) An appeal may be taken by the applicant from an order of the Secretary

refucing to permit the application to become effective, or suspending the effee-
tiveness of the application.  Such appeal shall be taken by filing in the district
cour! of the United States within any di~trict wherein such applicant resides or
has his principal place of business, or in the Distriet Court of the United States
for the Distriet of Columbia, within sixty days after the entry of such order, s
written petition praving that the order of the Secretary be set aside. A copv of
such petition shall be forthwith served upon the Secretary, or upon any officer
designated by him for that purpose, and thereupon the Seerctary shall certify
and file in the court a transeript of the record upon which the order complained
of was entered.  Upon the filing of such transeript such court shall have exclusive
jurisdiction to affirm or sct aside such order. No objection to the order of the
Secretary shall be considered by the court unless such objection shall bave been
urged hefore the Seceretary or unless there were reasonable grounds for failure so
to do. The finding of the Secretary as to the facts, if supported by substantial
evidence, shall be conclusive. If any person shall apply to the court for leave to
adduce additional evidence, and shall show to the satisfaction of the court that '
such additional evidence is material and that there were rea<onable grounds for
failure to adduce such evidence in the procceding before the Secretary, the court
may order such additional cvidence to be taken hefore the Secretary and to be
adduced upon the hearing in such manner and upon such terms and conditions
as to the court may scem proper.  The Seeretary may modify his findings as to
the facts by rea<on of the additional evidence so taken, and he shall file with the
court such modified findings which, if supported by substantial evidence, shall
be conclusive, and his recominendation, if any, for the setting aside of the original
order. The judginent and decree of the court affirming or setting aside any such
order of the Secretary shall be final, subjeet to review as provided in sections 128,
239, and 240 of the Judicial Code, as amended (C. 8. C., 1934 ed,, title 28, secs.
225, 316, and 347). and in scetion 7, as amended, of the Act entitled ““An Act to
establish a Court of Appeals for the District of Columbia,” approved February
9, 1893 (D. C. Code, title I8, sce. 26). The commencement of proceedings under
this subsection shall not, unless speeifically ordered by the court to the contrary,
opecrate as a stay of the Secretary’s order. .

(i) The Sceretary shall promulgate regulations for exempting from the opera~-
tion of this section drugs intended solely for investigational use by experts quali-
fied by scientific training and experience to investigate the safety of drugs.

8
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CERTIFITCATION OF DRUGS CONTAINING INSULIN

Skc. 506. (a) The Federal Sccurity Administrator, pursuant to regulations
promulgated by him, shall provide for the certification of batches of drugs com-
] posed wholly or partly of insulin. A bateh of any such drug shall be certified if

such drog has such charactersties of identity and such batch has such character-
! isties of stremgth, quality, and purity, as the Administrator preseribes in such
!

regulations as necessary to adequately in~ure «afety and efficacy of use, t}ut shall
not othernice be certified.  Prior to the effective date of such regulations the
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"Administrator, in Heu of certification, shall issue a rclease for any batch which,
in his judgment, may be relea~ed without risk as to the safety and efficacy of its
use. Such release shall prescribe the date of its expiration and other conditions
under which it shall cease to be eflective as to such batch and as to portions
thereof.

(b) Regulations providing for such certification shall contain sueh provisions
as are neces-ary to carry out the purposes of this cection, including provisions
prescribing (1) standards of identity and of =trength, quality, and purity; (2)
texts and methods of assay to determne compliance with such standards; (3)
effective penods for certificates, and other conditions wnder which they shall
ccase 1o be effeetive as 1o certified batehes and as to portions thereof; (4) adminis-
tration and procedure. and (3) sueh fees, specified in such regulations, as are
necces~ary to provide. equip. and maintain an adequate certification service, Such
regulations <hall pre-eribe no standard of identity or of strength, quaslity, or
purity for any drug different from the standard of identity, strength, quality, or
purity et forth for «uch drug in an official compendium.

{c) Such regulations, insofar as they preeeribe tests or methods of assay to
determine strength, gquality, or purity of any drug, different from the tests or
methods of assay sct forth for such drug in an official compendium, shail be
pre-cribed, after notice and opportunity for revision of such compendium, in the
manner provided in 1he second sentence of section 3501 (b). The provisions of
subsections (¢), (f), and (g) of section 701 shall be applicable to such portion of
any regulation as pro-cribes any such different test or method, but shall not be
applicable to any other portion of any such regulation.

CERTIFICATION OF DRUGS CONTAINING PEXICILLIN

Sec. 507. (a) The Federal Security Administrator, pursuant to regulations
promulgated by him. shail provide for the certification of baiches of drugs composed
wholly or partly of any kind of penicillin or any derivative thereof. A batch of an:
such drug shall be certified if suck drug kas such characteristics of identity and su
batch has such characteristics of sirength, quality, and purity, as the Administrator
prescribes in such regulations as necessary to adequately insure sefety and efficacy of
use, but shall not otherwise be certified.  Prior to the effective date of such regulations
the Adminisirator, in lieu of certification, shall issue a release for any batch which,
in his judgmernt. may be released without risk as to the safety and efiicacy of its use.
Such release shall prescribe the date of 113 exprration and other conditinons under which
!l shall ccase to be cflective as to such balch and as {o portions thereof.

(b) Requlations proridirg for such cerlifications shall contain such provisions as
are necessary to carry oul the purposes of this section, including prorvisions prescrib-
ing (1) standards of identity and of strength, gqualily, and purity; (2) tests and
methods of a<say to determive compliance with such standards: (3) eflective periods
Jor certificates, and other conditions under which they shall cease 1o be cffective as lo
certified batches and as lo portions thereof: (4) adminisiration and procedure; and
(5) such fees, specified in such requlations, as are necessary lo prorvide, equip, and
maintain an adequate certification serrice. Suck requlations shall prescribe only
such tests and methods of assay as will provide for cerlification or rejeclion within the
shortest time corsisient uith the purposes of this seclion.

(¢} Whenerer in the judgment of the Adminisirator the requirements of this section
and of sechion 502 (1) with respeet to any druq or class of drugs are not necessary to
insure safely and (flicacy of use, the Administrator shall promulgate regulations
erenipling =uch drug or class of drugs jrom such requirements.

(d) The Admirastrator shall promulgate regulations exempling from any require-
menl of this section and of section 502 (1Y, (1) drugs which are to be stored, processed,
labelcd, or repackaged at establishments other than those where manufactured, on
condition that such drugs comply with all such requiremerds upon remorval from such
establishinerts; (2) drugs which conform to applicable standards of identity, sirength,
quality, and purity prescribed by these requlations and are intended for use in manu-
Jacturing other drugs: and (3) drugs which are intendcd solely for investigalional use
by (xpcrts qualified by scientific traiuing and expericnce lo tuvcstigate the aafely and
efficacy of drugs.

(e) No drug uhich 15 subject to section 507 shgll be deemed to be subject to any
provision of «cction 505.  Compliance of any drug subject to =ection 502 (I} or 507
with sections 501 (by and 502 (g) <hall be determined by the application of the stand-
ards of strength, quality, and purily, the lests and ancthods of assay, and the require-
mernts of packaging and labiling, respretively, prescribed by regulations promulgated
undcr section 507.
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{N Any interested person may file with the Administrator @ petition propozing the,
issuance, amendment, or repeal of any regulation contempliated by this section.  The
petition shall set forth the praposal 1n general terms awid shall state reasonable grounds
therefor. The Administralor shall give public notrce of the proposal and an oppor-
tusty for all inleresied persons to present their riews thereon, orally or 1n writing, and
as soon as praciicable theveafter shall make public his action upon such preposal. At
any lime prior (o the thirtieth day after such action is made public any inlerested person -
may file objeclions to such action, specifying with particularity the changes desired,
stating reasonuble grounds therefor, and reguesting a public hearing upon such

: objections.  The Adminisirator shail thereupon, efter due notice, hold such public
hearing. As soon as practieable after completion of the hearing, the Administrator
sholl by order muke public his actron on such objections. The Administrator shall
base his order only on substantial evidence of record at the hearing and shall set forth
as parl of the order detailed findings of fact on which the order is based. The order
1 shall be subject 1o the provisions of section 701 (f) ard (g).

FEpERAL SECTRITY AGENCY,
Washington, Aay 15, 1945.
Hon. Sam Ravyscery,
Speaker of the House of Representalives,
Washington, D. C.

Dear Mgz, Sreaxer: A situation is arizing which in our judgment requires
prompt legislative action fo protect persons stncken with diseases which will be
treated with penicillin,

This new drug has heen used with spectacular success in a long list of serious
diseases, a number of which are of high mortality. It is efficacious for all the
diseases for which the suifonamides have been successfully used, and for a number
of others, but it does not cause toxic reactions such as follow, in 2 considerable
percentage of cases, the administration of the sulfonamides, With many of
these divcases penicillin effects & higher perceniage of cures than do the sul-
fonamides.

The wide varicty of conditions for which penicillin is effective, the dramatic
promptncs= of its enres, ang its freedom from toxicity when it is properly purified,

3 give it an importance not approached by any other drug.
The commereial produciion of penieillin began in this country in the summer of .
! 1943. The output i- still increacing, although it has now reached quantities which
are sufficient for all military needs and for reasonable civilian demands.
f In September 1943 the War Production Board. with the concurrence of the
military autherities, deviced a plan of control under which the Food and Drug
1 Admin~tration asaved sample~ from cach bateh of penicillin before it was re-
Jeased for u<e.  This plan precluded the distribution to the armed forees of peni-
l cillin of un~ati<factory potency or contaminated with toxic impurities.
| With the refaxation of warfime controls that has already occurred with respect
| to penicillin intended for eivitian u<e. and with the complete removal of such con-
trol< at the termination of the war, this sch:eme of preiesting 1he product befere
distribuwiion can no longer be maintained without the cnactment of specific
Jegivlation.
Penieillin iz produced by a hiological process apd is subjeet {o the vagaries
z inherent in all such proces~es. Only a JHimited nnaber of «killed manufacturers
!
j

are now producing peniciling - Fyen they have occacional unexplainable mishaps
in the panufacturing proces~ which re~ult in lack of the reguired potency or in
contamination with pyrogens,

The drag has vo far bheen admini<dered only by injection with a hivpodermic
peedle. Muelh experimental worh is being done to develop it in forms for oral
and other methords of administration The prodnetion of chewmieal derivatives
of penicillin i alvo e suldect of con=i erahle investivation.

The development of pew propurations and do-age forms adds to the com-
plevitios inherent in the basic problew.

Peuieiliin is admini~tered in cases of extrene ilines<.  Sometime~ the physician
must nak a< mech 8512 hours before its effeets beeome manifest in the patient.
H the produet whninistered is lacking in the expected poteniey, the patient may
pa~~ hexond human aid before the fault of the drug i< recounized by the physician)
A drug which ha< the required poteney but i~ contaminated with tonie impurities
may delay recovery if it does not cause 8 fatal ending.
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H This prosision hae worked sati-factoriiy to the Govermment, the industry, and

' the public. It ~afeguards-the poteney and purity of in-ulin preparations, which

are necded by the niillion and a half of our people who suffer from diabetes. The

iy di~eases for which pepicillin 1s effective may be snffered by evervone. The need
' for cuntrol of penicillin i~ corresponcingly greater than that for insulin.

It is recognized that control mearures of this character are essential only in
such speeial eases as insulin and penicilin products.  Beeau-e of the newness of
penicillin and the po-+ibility of developments in manuiacturing technology and
otherwise that may obviate the need for #pecial control the suggested amendment
gk provides for the termination of certification requirements with respect 1o any

i penicillin product whenever the facts warrant.  Other specific provisions of the
, proposed amendment are covered in the enclosed sectional analysis.

: The proposedt amendment has been prepared in collaboration with representa-
i . tives of the Amcrican Drug Manufacturers Association, the American Pharma-
i

!

i

i —
#i K
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1 .
;3‘ The methods available to the Food and Drus Admini-tration for checking
27 inter~tate shipments of drug products generally would not be cffective for the
I control of penicillin and it~ produets. It woukl be beyvond the powers of the
ig, Administration to guarantee public safety if its control is hmited to the collection
i and cyamination of samples taken from interstate shipments. Unless the testing
}E; of penicdillin and its products hefore they are marketed can be continued, the
i con~eqenees to public health will be serious<, -
it Thcre is enclosed a suggested amendment to the Federal Food, Drug, and

o Co-metic Aet of 1938 providing for the prete~sting and centification of penicillin

' - and it~ products. A precedent for this suggestion is found in ~ection 506 of the
15 act enacted as an amendment in 1941 providing for the certification of insulin.
it

I

ccutical Manufacturer~’ Association, and the Proprietary A~ociation of America.
It has the approval of these orpanizations, whos¢ member-hip includes all of the
e present manufacturers of penicillin, as well as most of the firms who are likely to
- become interested in the manufacture of penicillin or derivatives or preparations
i of penicillin, 11 alo has the approval of the beard of trustees of the United States
; Pharmacopoeial Convention and the Surgeon General of the Public Health Service.
} While they have not participated in the formulation of the amendinent, repre- -
i ' sentatives of the American Pharmaceutical Associztion have endorsed the pur-
i poses of the proposed legislation. Likewise, the council on pharmacy and chem-
| istry of the American Medieal Ascociation ha< encor-ed the purposes of the pro-
| posed legislation.  The counest is the body within the asociation which is specially
; charged with the consideration of drug products and methods of their control.
. The Burcau of the Budgel advi~es that there is no objection to the submission
o of this proposed legislation to the Congress.
o Sincerely yours,
' Warsox B. MILLER,
. - T Ading Administrater.

Feperal SecoriTy AceERcey,
Washington, May 25, 1845.
{ Hon. Crarexce F. LEa,
] Chairman, Comwittce on Intcrstate and Forcign Commerce,
House of Representalives, Washinglon, D. C.

DEear Mr. Chamyax: This letter is in resvonce 10 1our remiest for our com-
ment upon H, R, 3266, a bill to amend e Federal Tood, Nrug, and Cosmetic

ot of Jane 25, 1838, 2s aipended, by providing for the ceriificntion of hetches
of drecs composed wholly or jardy of zny Rind of penicillin er any derivative
thereaf, 2ud for viler purposes.

This Bill 15 substemtiafly ideniica]l with 2 Arcft of provesed legizlation sab-
mitted by this Aezeney to the Spester of the liouse of Rypresertztives. Our
letter of ‘ransmitind, dated Mav 150 1845, et~ forth e cousiderntions which
moved us 1o recowmend ke legidation,  As 1 aw<nne that the detter and the
acermpanying expdanatory statement are zveilzhle to venr conaaitiee, 1 will not
repeat the moterial thereia cantaived.  Tor the reasons sct out in that letter, the .
Federal Seemite Ageney urces rour faverable eonsiderstion of the bitl

My attention has heen ealled (o two ~light t pograplical errors in the printed
bill.  The paragraph to ke added 10 <cetion 302 of the Federal Food, Drug, and
Cosinctic Aet nould follow the present sul~eetion (2).  The figure at the begin-
I ning of line 9 of page 1 of the bill <hould Le changed to the letter (1) and to cor-

. respond with the pre~ent scheme of the aet, the letters “(A)” and “(B)” on lines
2 and 4 of page 2 of the bill should be changed 1o (13" and “(2)"", respectively.

444




VOL. 7 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

12 CERTIFICATION OF PENICILLIN OR DERIVATIVE DRUGS

To be consistent with the present terminology of the act, moreover, the word
“‘repackaged” in line 2 of page 4 should be “repacked.”
1 am advised by the Bureau of the Budget that there is no objection to the
transmission of this report 10 your committee.
Bincerely yours,
Warson B. MiLLen,
Acting Administrator.

FEDERAL SECURITY AGENCY,
Uxitep States Pusiic HEALTE SERVICE,
Washington,:February 19, 1946.
Dr. P. B. DuxBar, :
Commussioner, Food and Drug Administration,
Federal Sccurity Ageney, Washington, D. C.

Dear Dr. Duxsar: This will acknowledge your letter of February 8, 1945, in
which you mention that legi<iation is planned to enable your organization to more
adequately control the quality of penicillin than iz now permitted by existing law.

It ix mv belief that, beeause of the uncertainties involved in the manufacture
of penicillin and the subseguent variable stability of the product, control tests of
cach lot by a control laboratory representing the interests of the public are essen-
tial.

It is recalled that a few yvears apo vou found it necessary to ask for legislation of -
2 similar character in order to control the guality of insulin. The situation con-
fronting you now with respeet to peniciflin is similar.

Since 1he present Food, Drug. and Cosmetic Act does not give authority for the
certification of penicillin neces<ary for the protection of the public it is essential
that an appropriate amendment be sought. In the seeking of such additional
authority this office will be glad to lend any needed assistance.

Very sincerely vours,
TroMas ParraxN, Surgeon General.

AMERICAN MEDICAL ASSOCIATION,
Couxeil oN PuarymacY axp CHEMISTRY,
Chicago, April 25, 1945.
Dr. RoserT P. HERWICK,
Chief, Drug Division, Food and Drug Administration,
Federal Security Agency, Washington, D. C.

Dear Dr. Heawick: I have examined the proposed amendment of the Federal
Food, Drug, and Cosmetic Act of June 25, 1938, whizh will provide for the cer-
tification of batehes of drngs composed wholly or partly of any kind of penicillin
or any derivative thereof. It is mYy opinion that this bill supports the principles
reviewed by the council on pharmacy and chemistry of the American Medical
Association when it endorsed the purposes of the proposed legislation. It wonld
seem 1o me to be in the interest of the medical profession to have provided such an
amendment whereby the members of the profession will be assured of continually
potent and effective penicillin or derivatives thereof.

Yours sincerely,
Avstin SautH, M. D., Secretary.

AMERICAN MEDICAL ASSOCIATION,
Couxcit ox PHaryvacy axp CHEMISTRY,
Chicago, March 1, 1945.
Dr. RoserT P. HERWICK,
Chief, Drug Division, Food and Drug Adminisiration,
Federal Security Agency, Washington 25, D. C.

Dear Dr. Hrrwick: This is in reply to vour letter of February 8 concerning
the propo~cd penicillin amendment to the Federal Food, Drug, and Cosmetic
Act

The council members have given consideration to the proposed amendment
and the replies received unequivocally indicate approval of a8 plan which will
provide continucd pretesting of penicillin before it enters joterstate commerce.

e e e o - -
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You ‘may be interested in some of the comments which have been offered by the
members:

“Approve. With a drug having the public health and therapeutic potentialities
' of penicillin, certifieation by the Food and Drug Administration should be con-
{ tinued even after the end of the war.”

“Approve amendment and urge council support its passage.”’ ,

“1 believe this is 8 most timely amendment and should be a part of the Federal
Drug and Cosmetic Act.”

1 thiuk adoption of the penicillin amendment to the Federal Food, Drug, and
Cosmetic Actl s mnost dexirable from the standpoint of safeguarding the efficacy
and safety of this important curative agent.”

“11 would appear 10 be a wise and necessary provision.””

“The proposed amendment seems (o me a wise step.”

*An official, independent control is es<ential for the safety of the public. Tt
appears logical to continue this coutrol by the ageney which is now handling it
effectively.”

Another member has brought up the following point in which you may be
: espccially interested:

Uk 1 do not believe it 1o Le in the public interest for the manufacturer to pay a fee
for the examination of penicillin by the United States Govervment,”
Yours sincerely,
AvsTiy Swrrin, M. D,
Secretary, Council on Pharmacy and Chemistry.

New Yorg, N. Y., April 17, 1945.

Dr. PacL B. Duxsag,

Food and Drug Administration, Federal Security Agency,
. Washington, D. C.
it Dear Dr. Dryxsar: The beard of tru-tees of the United Siates Pharmmacopoeial
; Convention have made a careful study of the proposed legi-lation under the au-
o thority of which the Food and Drug Administration will be empowered to stand-
: ardize, pretest, and certify all penicillin and penicillin-eenia’ning preparations
b;forcflhc_\' are placed upon the market, and is pleascd to record its approval
thereof.
i The tangible and intangible factors involved in penicillia’s standardization are
[ sufficiently distinetive to remove penicillin and its preparaiions from the drug
H categories with respect to whicli pharmacopocial standardization has been emi-
: nently satisfactory.
y o Basie considerations of public welfare mn-t always control in matters such as
| this, and the board of trustees ix fully convineed that in the light of all the facts
. the <afety of the public demands the legislative and adwministrative controls
ne which are contemplated.
| Very truly yours,
N Roserr L. Swalx,
Chairman, Board of Trustecs, United Sicies Pharmacopoeia.

AMERICAN DRUG MANUFACTURERS ASSOCIATION,
Washington 5, . C., May 18, 1945.
The Honorable CrareNxce F. Lea,
Chairman, Inlerstate and Foreign Commerce Commitiee,
HHouse of Represcntatives, Washington, D. C.

§ DEear Sir: This letter is writien in reference to 1, R. 3266. a bill 10 amend
4i the Federal Food. Drug, and Cosmetie Act to provide for certifieation of batches
gt of drugs composcd wholly or partly of any kind of penicillin or any derivative
.o thereof, and for other purposes.

Representatives of the American Drug Manufacturers A~-ociation collaborated
with the officialx of the Food and Drug Adnsini~iration, Federal Seeurity Agency,
o in preparation of this bill,

‘ The urgency of this proposed Jegislation is rather unusual. It ix felt desirable
by al} parties concerned for the time being and yet at the ~ame time the require-
ment for certification is fully eapected to be a temporary matter.  For this reason,
4. the Amcrican Drug Manufacturers Axsociation joins with the Federal Seceurity
Ageney in urging the carliest enactment of this bill,
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The American Drug Manufactnrers \~:ociation’s collaboration and support of
thi~ measure is predicated on three pricciples:

1. The as-urance from the Foud and Drue Administration that pretesting and
certification of penicillin i< not a method of drug control 10 be generally extended.”
The letter of transmittal, we believe, emphasized this point.

2. Certification of penieillin is not expected to be a permanent procedure. It in
offered as an evtra measure of protection for a limited period of time due 1o un-
ceriainties which have appeared to eaist in the a~~ay of penicillin and the possi-
bilitv that there may be inital uncertainties attendant upon the assay of new
peniellin preparations, particularly in the ca~c of companies who have not pre-
viousdy worked with pemailling - Penieillin i~ a ehemieal produced by a fermenta-
tion proce=~. It i~ 10 he expected that within a rea~onable period of tirne tests
and as~av- for thhs drug will beeonse ~uffieiontly ~ati~factory 1o warrant regulations
erminating eertification requircments as is contemplated in section 507 (e).

3. The Food and Drag Adminisiration plans to arrange for the running of
test~ and as~ays to provide the mo~t rapid eertification and thus gssist in making
thi~ eritical drug available to the public with the least delsy.

We believe that the Jetier of tran-mittal from the Federal Sceurity Agency
cover~ all of these points and they are repeated here merely Lo single them out
a~ a hackground for this particular bill. -

We trn=t that there 1~ a general undcrstanding that the éertification provided
for in thi- LI will ~erve a< a temporary double security, AR manufacturers of
this drag regularly have subjected each ot of peuicillin to il of the tesis and
a~~a)=, which will be u~ed by the Food and Drug Administration, prior to release
1o commercial channels,

In clo~ing may we again be permitted to urge the earliest enactment of this
amendment for the afore-stated reasons.

Very truly yours,

oSk st

3%

AMERICAN DrvG MANUPACTUPLRS ASSOCIATION,
L. D. Harror, General Counsel.

Nuw Yomrx, N, Y., May I8, 1945,
Re H. R. 3266. .
Hon, Crarexcer Fo Lea,
Chairmaw, Honse Comniitice on Interstate ar- Foreign Commerce,
House Ofice Building, Washington, D. C.,
Dear Mu. Lea: 1 usder-tand ihat this bill enaets the penicillin amendment of
the Federal Pood. Drug, and Cosnetie Act, recommended by the Federal Security
Ageney. A~ coun~el for the American Pharmacctical Manufacturers’ Associa-
tion I pariicipated in the drafting of this amendment by Dr. P. B. Dunbar and
My, COW, Crawford and ther able as-ociates in the Food aud Drug Administra~
tion, and 1herefore 1 approve it, in purpos<e, poliev, and form.  This is the most
tmportant amendment of the afoie-aid act which has yet been proposed. s
prompt enactinent is strongly indicated, in the publie interest and for the pro-
tecetion of pablic health.  And therefore the phannaceutical manufacturing
dustry, represented by this association, urges that Congress act accordingly.
We ~ee 1o need for any commitiee hearing. beeawse the guestions presenied by
this amendment have been previously settled to the satisfaction of all concerned.
Sincerely yvours,

CuariLes WESLEY DuNN.
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Rocenrs, Hoce & Hiwus,
New York, May 13, 1945.
Re H. R. 3266, to amnend the Federal Fuod, Drug, and Cosmetic Aet by providing
for the certification of hatches of drugs compored wholly or partly of penicillin.
Hon. CLarexcE F. LEa,
1louse of Representatives,
Washington, D. C.

Dear ConariessmMan Lea: I write as general counsel of the Proprietary Associa-
tion of Awnerica, the membership of which is composed of the mmanufaeturers of
proprictary packaged medicines. It is <ometimes estimated that the membership
represents about 80 pereent in volume of such manufacturing. Some of the
members are already interested in the manufacture of penicillin. Many of the
members are likely to beeosne intere~ted in the manufacture of it or of derivatives
of it or of preparations containing it as an ingredient.

On behalf of the as~ociation, and by it= anthority, I desire 10 express approval of
the abose-captioned bill.  The approval is more than pasive. It isx based on the
affinpative belief that legislation as proposed in the bill i> appropriate and advis-
able in the best interests of the public and the industry.  As for the form of the
hill, we were afforded ample opportunity for full discussion and collaboration in
the preparation of it, and a~ introduced it has our approval.

Let me say one other thing in connection with thix: That the working out of
this matter and the preparation of this amendment have graphieally illustrated
and attested the eandor and fairnes< which have become characteristic of the
Food and Drug Administration’s dealings with 1the public and the aflected indus-
trics, for which both public and industry may be grateful indeed.

Sineerely yours, Jaues F. HogGe.

O
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