nsmn‘msnr OF HEA!.TH
EDUCATION, AND WELFAR

[ 21 CFRPart330]
cussmcmon OF ovzn-ms-courmsn
(0TC)’ DRUGS

Proposat To: Deﬂgnate the 'contents and
the Time of Closing of the Mmln!slra—
tiveRecord - -

In the FEDERAL Rsalsmn o! May 11
1972 (37 FR 9464}, the Commissioner of
Food and Drugs pmmulgated procedures
governing the review and classification of
over-the-counter (OTC) drug products.
Questions have  recently beeni’ ralsed
about the contents of the adminisirative
record on the basis of which the decision
is made with respect to the status of an
OTC drug product pursuant to these
proredures, and the point beyond which

- new factual information: may no longer

be submitted for consideration in the ad-
ministrative process. The Commissioner

has concluded that it is appropriate to

publish a proposal to add provisions to
the regulations to seftle these matters.

Tm'. CONTENTS OF THE ADMINISTRATIVE

RECORD

Comments filed on the proposed oTC
drug review procedures, published in the
FEepERAL REGISTER of January 5, 1872 (37
FR 85) had suggested that the final reg-
ulation should designate the administra-

tive record on which the administrative -

decision would be based, for purposes of
court appeal. The Commissigner re-
sponded in paragraph 82 of the preamble

* to the final regulation (37 FR 9471)

that:

The record for any court appeal will in-
clude all pertinent documentation of the pro-
ceeding, Including the panel report(s), sum=-
mary minutes, proposed monograph, tenta-
tive final monograph, transcript of oral hear-
ing, final monograph, all comments or ob-
Jections filed with the Hearing Clerk on the
proposed and tentative final monographs, and
all dats and information received by the
panel and made publicly available through
the Hearing Clerk. The record for appeal will
be complled by the Offce of General Coun-
sel. There 1s no need to specify these details
in the regulations.

A comment on the proposal had also re-
quested that a full transcript of each
panel meeting be made public, which
presumably would then have been a part
of the administrative record. The Com-
missioner responded to this comment in
paragraph 37 of the preamble to the final
regulation, stating that a verbatim
transcript of all panel meetings would
not be necessary in view of the exten-
slve procedural safeguards set out in the
regulation and the fact that the OTC
drug panels only report recommenda-
tions to the Commissioner, who must
then make the final decisions after full
public procedure.

Thus, the preamble to the final OTC
drug review procedural regulations ex-
plicitly designated the contents of the
administrative record and excluded any
transcript that may be made of any
panel meeting.

‘s { id ‘drug products; pursuant:
the provlslons of & 380 10(a 18) (former

“ly: !130.3!)1(11) (8)) of the teslﬂl.tions loct

- The notice reiterated the content of the the Unit

‘administrative record as designated in  de

the preamble te the final order:establish- -

S OTC drug review,
In response to this not!ce, a.n ob!ec---
tion was received:.on:the designation of -
the administ-ative record. The objection
‘¢ontended that the complete transcript

ing the procedural resulations for the- “mediate:

of the meetings of the Panel should be

“iricluded as part’of the administrative
Administra-

record. The Food and' Drug

tion ‘replied that such’trenscripts are
exempt from public disclosure under the
Freedom of Information Act, 5 U.8.C.

~552(b) (6), and that in any e‘vent they

are not considered by the Commissioner
in the formulation of his decisions and
orders end: thus do not'properly consti-
tute part of the administrative record.
The Ffood and Drvg Administration
stated that, in order to avold any pos--
sible oonfuslon on.this matter, the pro-
cedural regulations would be amended
explicitly to state this fact,

The Commissioner 15 obligated to base
his decision with respect to a monograph
on the entire administrative record. . In
the case of the final antacid monograph,
which is published elsewhere in this issue.
of the FeperaL REecIsTER, the Commis-
sioner has not at any time zead or re-
ferred to or relied upon the words re-
corded in the transcripts of the Antacid
Panel meetings. Rather, he has relied
solely upon the minutes of the Panel
meetings, the data and information sub-
mitted to and considered by the Panel,
the Panel report, the comments sub-.
mitted on that report, the tentative final
order, the objections submitted. on the
tentative final order, the transcript of
and material submitted at the public
hearing, and comments permitted to be
filed subsequent to the public hearing.
This constitutes the administrative rec-
ord specified in the notice of May 11,
1972, and is the sole basis on which the
proposal, the tentative final order, and
the final order were made by the Com-
missioner. The Commissioner has -con=
cluded that the same procedure will be
followed for his consideration of future
OTC drug monographs.

The irrelevance of the transcripts of

.the panel deliberations can perhags best
be described by an analogy. The tran-'

scripts reflect deliberations and debates
among & group of individuals prior to
arriving at a final recommendation. The
group, in this instance, is deliberating
upon recommendations with respect to
regulatory policy that will ultimately
huave the force and effect of law. Their
deliberations are therefore directly anal-
ogous to the deliberations of a panel of
judges of a United States Court of Ap-
peals. It is obvious that the judges who
hear a case deliberate among themselves
with respect to the issues involved. More-

J ,not.aparooi thereeordnnduenot:e-,_ :
viewed oy the Supreme Court. The final

opinion. must stend or fall on its cZn -

-merits. The same is true of the final re-.

ports‘of the OTC drug review panels,
They, stand or fall on their own merits,
and are either supported or unsupported

- by _the medical and scientific evidence

submitted to and considered by the panel,
‘The loglc of this: position .Is' further

.compelled by the fact tEat not all panel

deliberations are recorded or transeribed.
Although some transcription or record-
ing. occurs with most of the OTC. dn.ls ;:
review panels, it is_necessarily. incom

‘plete.. Panel members: frequently eunfer

by telephione with each other,: discuss
matters over lunch and dinner, and talk
about them during brenks and in the cor=

ridors. Moreover, the major reflective .

consideration of the issues involved

‘would be likely:to occur before and after
. meetings, - when:the panel- members indi-

vidually review the data and information
and form their conclusions with respect.
to it. Thus, any transcript of panel de-
liberations would reflect only a part, and
perhaps a small part, of the considera=-
tion given to the matter, of the reason-

. ing which lies behind the recommenda-

tions ultimately made, and thus of the
entire deliberative process. It would"
therefore be highly improper to consider
the transcripts of panel meetings in de-
termining the validity of the final OTC
antacld drug monograph-

Moreover, the purely deliberative por-
tions of a panel’s discussion during which
it formulates its conclusions and recom-
mendrtions are lawfully closed to the
public and any transcripts relating to
this portion of the meetings are there-
fore properly retained as confidential un-

der 5 U.S.C. 552(b) (5) rather than as

part of the public administrative record.

The legal justification for closing the
deliberative portion of a panel’s discus=-
sions, l.e., the discussion during- which
the panel determlnes its conclusions and
recommendation—and  retaining the
transcripts of those closed portions as
confidential may be found in section 10 of
the Federal Advisory Committee Act and
exemption (5) of the Freedom of Infor-
mation Act. Section 10(a) (1) of the Fed-
eral Advisory Committee Act provides
that each advisory committee meeting
shall be open to the public. Section 10(d)
then provides that paragraph (a)(1)
shall not apply to any advisory commit=
tee meeting which the head of the
agency determines-is concerned with
matters listed in 5 U.8.C. 552(b), and re-
quires that any such determination shall
be in writing and shall contain the rea«
sons therefor

-’
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" The authori‘v to close the Food and

3 Drug Administ.ation advisory commit-
tee. meetings has been deleguled to' the -
Commissioner, subject to the concurrence
of the office of General Counsel, 21.CFR

2.120(a).(18).'In exercising his authority
to, close. portlons of advisory:commitiee
*  meetings pursuant to this delegation, the

- Commissioner has acted on the basis of
the guidelines established by the Office
of Management and Budget and the

Department of Justice as'set out in the-

FEDERAL REGISTER of January, .23, 1973
(38 FR' 2308). -The Commissioner’s
formal written determination to rlose a
* portion .of ¢ meeting is publishcd to=
gether with the notice of the meeting in
the FEDERAL REGISTER.

The basis on which the purely delib-
erative ‘portions of panel - discussions
have been closed pursuant to section 10

1) of the Federal Advisory Committee
Act. is that the discussions are concerned
with matters covered by 6 U.8.C. 552(b)
(5), 1.e,, internal communications. As the
Attorney General’'s Memorandum of
June 1967 on this portion of the Freedom
of Information Act states:

* ¢ ¢ internal communications’ which
would not routinely be avaiieble to a party
in litigation with the agency, such as internal
‘drafts, memoranda hetween officials or agen-
cles, opinions and interpretations prepared
by agency staff persunnel or consultants for
the use of the agency, and records of the
deliberations of the agency or staff groups,
remain exerapt so that free exchange of ideas
will riot be inhibited. As the President stated
upon signing the new law, “officlals within
the government must be able to communicate
with one another fully and frankly without
publicity.

All of the panel members are, of course,
consultants to the Food and Drug Ad-
ministration and, as such, government
employees during their period of actual
work on the panel. The discussion within
a panel therefore stands on no different
footing than a discussion within an in-
ternal Food and Drug Administration
staff meeting,

At the same” time, the Commissioner
recognizes that, consistent with the Fed-
eral Advisory Committee Act, advisory
committee proceedings should remain
open to public view and include par-
ticipation to the maximum extent feasi-
ble. It is for this reason that all interested
persons are provided an opportunity to
make written submissions to each panel
and .to present oral views tc the panel.
The Commissioner has concluded, how=
ever, that the deliberations of the panels
during which their conclusions and rec-
ommendations are determined could not
reasonably be made in open session, and
thus that it is essential to avoid undue
interference with the regulatory process
that they be closed to the public.

The primary reason for closing such
deliberative portions of advisory commit-
tee meetings is, of course, because of the
regulatory nature of the action being
considered. With respect to the OTC
* drug review, the issues involve the pos-
sibility of specific law enforcement action
against an individual product, e.g., re-
quiring relabeling of the cdrug or new

PROPOSED RUI.ES

ﬁeetins by tho rmnumctumr or remov!ns
the product from the market completely.
The panel’ dizcussions include & ‘con-
tinuous admixture ‘of ' deliberations on
intérim ‘regulatory. decisions, and’ thus
much of the panel discussion is closed'to

‘protect the mtesriw of the resula.tory

process.
' Acrordlngiy, the Commissloner pro—

poses to amend § 330.10 to designate the.
. contents of the administrative record

upon which his decision on a monograph

shall be based, and to exclude the tran-

scripts of any panel meetings from that
designation. The decision will be’ re-

quired to be based solely upon the ad-
ministrative record so designated und

- riot upon any data, information, or ma-

terials notl included as part of such rec-
ord. Court appeal will then be based

solely upon that record and the infor-"

mation it confains.
CLOSING OF THE ADMINISTRATIVE RECORD

The notice published in the FEpERaL
RecisTER of January 8, 1974 (39 FR
1369) announcing the public hearing on

the tentative final order for OTC antacid -

drug products also stated that, since this
was 8 hearing on the administrative
record, only data and information sub-
mitted at an earlier stage in the pro-
ceeding would be considered. The notice
stated that any new data or information
could be discussed only if such material
were first submitted to the Commis-
sloner with a petition to reopen the ad-
ministrative record to include such new
material, justifying why it was not sub-
mitted earlier, and the Commissioner
granted the petition.

One objection was recelved to this
notice, contending that this requirement
was not included in § 330.10 (formerly
§ 130.301) of the regulations. In reply,
the Food and Drug Administration
stated that, although it believed that the
procedural regulations maae it clear that
new evidence could not for the first time
be submitted at the public hearing on
the tentative final order, such evidence
would be accepted as an exception on
that occasion and that the procedural
regulations would then be amended to
prevent recurrence of this problem in the
future.

It is standard procedural practice be-
fore all administrative bodies and courts
that the record in any proceeding is
closed at some specified point in time to
prevent continuous submission of new
data and information. Thereafter in the
proceeding, arguments and contentions
may be made solely on the basis of the
data and information already contained
in the record, and new dafa or informa-
tion can be filed only with the permis-
sion of the presiding officer upon sound
justification why the material was not
submitted earlier.

The Commissioner concludes that, in
the OTC drug review, submission of new
data and Information should be per-
mitted only through the 60-day period
permitted under § 330.10(a)(6) (for-
merly § 130.301(a) (6)) for comment on

the proposed monograph. Thereafter, all

19879
rehuttal eommsnts. abjeetions. nr.d,

“statements’ at'the oral hearing mmt be.
administrativ

pased solely upun the ve rec-

.ord developed through' that:time. Per-. .
“mission to submit additional data or in- ..

formation may be granted, in the sole
discretion ‘of the Commissioner, on the "

'basis o & petition to reopen the admin-

istritive record to include such 'material.
Any su-1 petition shall demonstrate good
cause w1y, such material could ot have

‘been rotained and submitted in response

to tne initial call for data and informa-
tion or as part of the comments on the
proposed monograph. If such a petition
is not granted, such material is prop-
erly. submitted with a subsequent peti-
tion to amend the monograph.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act>(secs. 201, 502, 505, 701, 52 Stat.
1040-42 as nmended 1050—_53 as amended,
1055-56 as amended by 70 Stat.-919 and
72 -Stat. 948; (21 U.S.C. 321, 352, 355,
371)) and the Administrative Procedure

" Act (secs. 4, 10, 60 Stat. 238 and 243 as

amended; (6 U.8.C. 653, 702, 703, 704))
and under authority delegated fo him
(21 CFR 2.120), the Commissioner pro-
poses to amend 21 CFR Part 330 by re-
designating § 330.10(a) (10). through
(13) as (a) (11) through (14) and by
adding a new § 330.10(a) (10) to read as
follows:

§ 330.10 Procedures for classifying OTC
drugs as generally recognized as safe
and effective and not mishrand:d,
and for establishing monographs.

- L] * L *

(a) LIS

(10) Administrative record. (1) All data
and information to be considered in any °
proceeding pursuant to this section shall
be submitted in response to the request
for data and views pursuant to para-
graph (a) (2) of this section or accepted
by the panel during .its deliberations
pursuant to paragraph (a)(3) of this
section or submitted to the Hearing Clerk
as part of the comments during the 60-
day period permitted pursuant to para-
graph (a) (6) of this section. Therealter,
no new data or information may be sub-
mitted for inclusion in the administra-
tive record of such proceeding except as
provided in pamgraph (a) (10) (ii) of
this section.

(i1) New dats or informatiun not pre-
viously submitted for inclusion in the
administrative record may be submitted
for such inclusion only with a petition
to the Commissioner requesting that the
administrative record be reopened to in-
clude such material. The Commissioner
may grant or deny such petition in his
discretion. Any such petition shall dem-
onstrate good cause why such material
could not be obtained and submitted
within the time specified in para;raph
(a) (10) (1) of this section. If such a pe-
tition is denied, such material is prop-
erly submitted with a petition to amend
the monograph pursuant to paragraph
(a) (12) of this section.

(i11) The Commissioner shall make ali
decisions and issue all orders pursuant
to this section solely on the basis of the
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" ¢consjdér

19880

admin:lstratlve -record, and _shall mt

.cludedaspartox
record. .

. _.(iv). The admlnistrauve reoord 'shall

conslst solely of the fcllowing material:

'onJa.L
.data‘or: ‘ntc-;-mat:lon not_ in- tme
admlnlstraﬁva' =
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All notices and: orders published in the of

- FEDERAL REciser, all data and views

submitted ‘in response to. the request
- published purcuant to’ paragraph (a)(2)
of this sectlon or accepted by the panel

during its’ deliberations = pursuant to -

.parpgraph (g)(3) of- this section, all

minutes of panel meetings, the.panel re-

port(s), all comments and rebuttal com-

ments submitted on the proposed mono- .

graph pursuant to paragraph.(a) (6) of
this section, all objections submitted on
the tentative final monograph pursuant
to paragraph (a) (1) of this section, the
complete record of any oral public hear-
ing conducted pursuant to paragraph
(a) (<) of this section, all other com-
ments requested at any time by the
Commissioner, all data and information
for . which the Commissioner has .re-
opened the administrative record, and
all other material which the Commis
sloner includes in the administrative
rfcord as part of the basis for his deci-
slon. :

- * - * * *

Interested persons may, on or before
July 5, 1974 file with the Hearing Clerk,
Food and Drug Administration, Room
6-86, 5600 Fishers Lane, Rockville,
20852 written comments (prefera‘bly in
quintuplicat.e) regarding this proposal,
Comments may be accompanied by a
memorandum or brief in support thereof,
Receilved comments may be seen in the
above office duririg working hours, Mon-
day through Friday.

Dated: May 29, 1974.

A. M, ScHMIDT,
Commissioner of Food and Drugs.

[FR Doc.7T4-12668 Filed 6-3-74;8:46 am]

[ 21 CFR Part 330 ]
OTC DRUGS
Proposed General Conditions

In the FEDErAL REcIsTER of Novem-
ber 12, 1973 (38 FR 31258) the Commis-
sloner of Food and Drugs promulgated

general conditions for OTC drugs that .

are generaily recognized as safe and ef-
fective and are not misbranded. Section
3530.1(g) (formerly § 130.302(g)) in-
cluded a general warning: “Keep this
and all drugs out of the resch of chil-
dren. In case of accidental overdose, con-
tact a physician immediately.” Section
330.1() (formerly § 130.302(i)) ineluded
the following drug interaction warning:
“Warning: Do not take this product con-
currently with a preseription drug exz-
cept on the advice of a physiclan.”” The
effective date of that order was Decem-
ber 12, 1973. .

A number of written comments were
received in response to that .rder. The
Commisisoner also entertained com-
ments on §330.1 (g) and (1) and related
issues gt the public hearing that was held

in §330.1(D."

saould be added to the general.

warning :
under § 330 )1(g)- (formerlv §130.302(g)). -
oner 'concurs: that it
would be in the hest interest of the con--

“The Co
sumer to have knowledge that there:is

more than one source of professional as-

sistance avallable. For that reason the
Commissioner. proposes to amend the
statement to read: “Keep this and all
drugs.out of the reach of children, In
case of accidental overdose, seek profes-
sional assistance or contact your po!son
control center.

Many of the comments relatlng to the
drug interaction warning under §330.1

(1) (formerly § 130,302(1)) stated that.

the pharmacist is'a qualified health pro-
fessional who is available, able, and edu-
cated to give advice to consumers con-
cerning OTC products and drug inter~
actions.

The Commiissioner agrees that the
ph&rmmst. is ‘a qualified health profes-
sional and does have knowledge about
drug interactions and OTC medications.

There was also comment that, bacause

of hiz knowledge and avallability, the
pharmacist should be included as a
source of inforziation in the drug inter-
action warning statement in § 330.1(1).

‘The Commissioner believés that the
consumer. should have avallable every
source of reliable, helpful diug informa-
tion. The proposal and final order stated
that the patient’s physiclan should be
consulted on possible drug interactions
because only he would be certain to know
the identity of any prescription drugs
being taken concurrently by the patient.
It has been brought to the Commis=
sioner’s attention that other health pro-
fessionals, such as physicians’ assistants,
nurses,; nurse practitioners, dentists, and
pharmacists, also' may have this infor-
mation and may be more readily avail-
able for consultation.

After a great deal of discussion and
review, the Commissioner has concluded
that the proper way to handie- possible
drug interactions is to require that the
labeling include & ssparate section
headed “Drug Interaction Precautions,”
stating the specific or general intemctmn
problem involved with that particular
OTC drug. Thus, in the final monograph
on OTC -antacid drugs published else-
where in this issue of the FEDERAL REec-
ISTER, 8 drug interaction precaution has
been included for all aluminum-contain-
ing OTC antacid drug products stating
that they should not be used concur-
rently with tetracycline. The same for-

mat wiii be used for other specific drug:

interactions found to exist in other mon-
ographs. Where known drug interactions
exist but are not limited to a specific
drug, the precaution statement shall be

‘mrzl,lniﬁxpursugnt ta'thano- phs

- “There’ was comment tha.t tha‘ wbrds_ - Infor I ] :
“consult your ‘polson: control center” - : 5
- that the dvags descrlbed are nnt tobe . -
used corzurrently because of a_.poasibleg

drug interaction.:

The purpose of OTC medication 5o
engage. in - gelf--
‘medication without medical or other pro-

permlt .CONSUMET3 "~ to
fessional  supervision, or 1n ‘sny event

with the least .amount -of supervisian '

feasible. Directing that consumers’con-

sult health professionals of any type:

would seem appropriate orly if it is con-

-cluded that this is the only possible

method of assuring the safe and effec-
tive use of the 'drug.. Accordingly,

although the COmmissioner recognizes

the. avaﬂa.b'litﬁlof useful drug informa-
tion through
concludes that it is unnecessary and in-
appropriate that they be.designated on
the label in any manner with respect to
this particular matter in view of the
availability of fully informative label=
ing which obviates such reference.
The Commissioner recognizes that all
health professionals will continue to be
a source of sqund information on drugs,
and encourages recent trends toward
tralning of such persors i pharmacology
and toxicology. The C-mmissioner also
recognizes that, on occasion, a physician

~will wish to direct a patient to continue
to use an OTC drug concurrently with -

8 prescripiion drug contrary to a drug
interaction precaution, where they are
administered in a way that precludes
interaction or other circumstances ne-
cessitate such action. In addition, con-

sumers will be fully informed and pro-

tected by these labeling precautions.

The Commissioner has consldered
whether a.standard format for a drug
interaction precaution should be adopted.
In view of the fact that no standard for>
mat_for label warnings or other label
statements has been prescribed in the
section on general conditions, the Com-
missioner has concluded that there is no
need to establish such a standard format
in this instance. The format utilized in
the final order for antacid drug products
published elsewhere in this issue of the
FepEral. ReciSTER will be utilized in
future monographs except where good
reason exists to vary from it. Accordingiy,
the Commissioner is proposing to revoke
the warning ‘as it presently exists in
§ 330.1(1) (formerly § 130.302(i)) of the
regulations.

There were some comments by phar-
macy organizations_ that a so-called
“third class of drugs,” under the control
of pharmacists should be created by the
Food and Drug Administration. The term

“third class of drugs” has a slightly dif='

ferent  meaning to different organiza-
tions. Bome organizations would hai2
the product dispensed only in a phar-
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macy, othm would have tha product dis-
pensed only by o and
others would require that 'the phar-

macist: keep 8 drug ‘dispensing record -
similar to pleonrlptlondrug:ewrda The .
particular mechanics of & third class of

drugs are not a significant issue as re-

lated to the Commissioner’s: appraisal
of this proposal. ;Some -comments
specified that all’ OTC drugs with a drug
interaction: warning should be in this
third class of drugs, and contended that
the two issues are inseparable.

The Commissioner has spent a great
deal of time reviewing the comments
and discussing  this issue with various

groups, both in and out of the profes- .

sion of - pharmacy. The Federal ‘Food,
Drug, and Cosmetic Act requires that
OTC drugs be safe and effective for lay

use. Although the act permits imposi-

ti1 of whatever limitations or restric-
tions are necessary to assure the safe use
of any drug, including restrictions on the
channels of distribution, no controlled
studies or other adequate research data
have been supplied to support the posi-
tion that any class of OTC drugs must
be dispensed only by pharmasacists in or-
der to assure their safe use, It would be
inappropriate to restrict the sale of OTC
drugs to pharmacies based on anything
less than prool that a significant safety
issue was involved. ~

There were 8 number of comments
stating that creating a third class of
drugs would create an economic monop-

Pnorossﬁ RULES

-oly and anantlenmpetmvaalhmtlan. The -
still . Department of Justice opposed h. .
- restriction’ on antitrust grounds. i
“The Commissioner belleves that thene

concermarevand

Restricting- the ;
‘of some or, all OTC drugs only. to phnr-
‘macles would decrease -the number of.
" outlets where the consumer. could pur-
. chase OTC. products, limit competition,

and raise some QTC drug prices, with no
attendant public benefit, There is at this
time’ no public health concern that:
would justify the creationof a third class
of drugs to be dispensed only by a phar-
macist or in a pharmacy. The “third
‘class of drug” issue at this time is solely
an economic lssue. The Commissioner
therefore categorically rejects the estab-
lél;ll:ment of a third class of drugs at this
e.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (secs. 201, 502, 505, 701, 52 Stat.
1010-1042, as amended, 1050-1053 as
amn.aded, 1055-1056 as amended by 70
Stat. 919 and 72 Stat. 948; (21 US.C.
321, 352, 355, 371)), the Administrative
Procedure Act (secs. 4, 5, 10, 60 Btat. 238
and 243 as amended; (5 U.8.C. 553, 554,
702, 703, 704)) and under authority dele- .
gated to the Commissioner (21 CFR
2.120), it i1s proposed that 21 CFR Part
330 be amended by revoking § 330.1(1)
and by. revising j 330.1(g) to read as
follows:

19881

§ 330.1 General conditions for gemeral
recognitien as eaf ﬂeﬂiv and-ol-
miubrmt!cd-“ o8 o 2
* B 5 e . S
(g)'l‘halnbeungwnhlnsthegeneml
warning: “Eeep this and all drugs out

“of the reach of children. In case of acci-
'dental overdose, seek professional ‘assist-
;ance cr contect a poison’ control center

immedis‘ly.” The Food and Drug Ad-
ministrav.on ‘will grant ‘an exemption
from t%is general warning where appro-

- priate upon petitlon.
* L] 5 . . -
(44} [Revokedl '
L ] L ] L [ ] *

Interested persons are invited to sub-
mit their comments in writing (prefera-
bly in quintuplicate) regarding this pro-
posal on or before August 5, 1974,
Comments should be filed with the
Hearing Clerk, Food and Drug Adminis-
tration, Rm. 6-86, 5600 Fishers Lane,
Rockville, MD 20852, and may be ac-

‘companied by a men:orandum or brief

in support thereof. Received comments
may be seen in the above office during
working hours, Monday through Friday.

Dated: May 29, .974.

A.M. SCHMIDT,
Commissioner of Food and Drugs.

[FR Doe.74-12666 Filed 6-3-74;8:45 am]
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