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for the separate portions of each
committee meeting are listed above.

The open public hearing portion of
each meeting shall be at least 1 hour
long unless public participation does not
tast that lozg. It is emphasized, however,
that the 1 bour time limit for an open
public kearing represents a minimum
rather than a maximum time for public
participation. and an open public
Learing may last for whatever longer
period the committee chairman
determines will facilitate the
committee's work.

Meetings of advisory committees shall
be conducted, insofar as is practical, in.
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning o£ the open pomon of a
meeting. aT :

Any mterested person who wmhes to
be assured of the right to make an oral -
presentation at the open public hearing -
portion of a meeting shall inform the-
centact person listed above, either
orally or in writing. prior to the meeting.
Any person attending the hearing wh.»
does not in advance of the meeting

request an opportunity to seak will be o

allowed to make an oral presentation at
the hearing's conclusion, if time permxts.
at the chairman’s discretion.

Persons interested in specific agenda
items to be discussed in open session -
may ascertain from the contact persou ;
the approximate time of discussion..

A list of committee members and -

summary minutes of meetires may be .- .-

requested from the Dockets

Management Branch (HFA-305), Food =~

and Drug Administration, Rm. 4-62, 5600

Fishers Lane, Rockville, MDD 20857, ° NS

between 9 a.m. and 4 p.m., Monday.
through Friday. The FDA regulations
relating to pubhc advisoy commntees
may be found in 21 CFRP=.. 22

The Commissioner, with the
concurrence of the Chief “~uns !, has
determined for the reason< ~tated that -
those portions of the advi.icy

committee meetings so designated in  * - ‘ S
- Arthur Hull Haynes, Jr., . o

this notice shall be closed. The Federal
Advisory Committee Act {FACA), as
amended by the Government in the
Sunshine Act {Pub. L. 84—-409), permits
such closed advisory committee -
meetings in certain circumstances.
Those pomons of a meeting designated
as closed, however, shall be closed for
ths shortest possible time, consistent
with the intent of the cited statutes.

The FACA. as amended, provides that
a portion of a meeting may be closed
where the matter for discussion involves
a trade secret; commerciat or financial
information that is privileged or
confidential; information of a personal
nature, disclosure of which would be a

_justify closing. -

clearly unwarranted invasion of
personal privacy; investigatory fles
compiled for law enforcement purposes;
information the premature disclosure of
which would be likely to significantly
frustrate implementation of a proposed
agency action: and information in
certain other instances not genzrally
relevant to FDA matters.

Examples of portions of FDA advisory
committee meetings that ordinarily may
be closed, where necessarv and in

_accordance with FACA cr 2ria. include

the review, discussion, anc. zvaluation
of drafts of regulations or guidelines or
similar preexisting internal agency

documents, but only if their premature

" disclosure is likely to significantly

frustrate implementation of proposed
agency action; review of trade secrets

- _’_and confidential commercial ot financial
information submitted to the agency;. .

" consideration of matters involving .
investigatory files compiled for law _ -
enforcement purposes; and review of .

- matters, such as personnel records or

individual patient records, where
disclosure would constitute a clearly
unwarranted invasion of personal
privacy. -

Examples of portions of FDA adwsory

: committee meetings that ordinarily shall

not be closed include the review,
discussion, and evaluation of general
- preclinical and clinical test protocols

- . and procedures fora class of drugs or
~ - devices; consideration of labeling

reqmremeuts for a class of marketed
“‘rugs or devices; review of date and

- information on specific investigational

or marketed drugs and devices that have
previously been made public
presentation of any otherdataof =~ -

" information that is not exempt from

public disclosure pursuant to the FACA,

_as amended; and, notably deliberative

sessions to formulate advice and

“rncommendations to the agency on

matters that do not mdependemly

Dated: August 6, 1982 ., . .

Commissioner of Food and Drugs. _
FR Doc. 21963 Filed 8-12-82 8¢5 am]  ~

BILLING COOE 4180-01-M

lntematlonall Multlfoods; Napiana
Broiler Concentrate Containing
Roxarsone; Withdrawal of Approval of

- NADA

AGENCY: Food and Dmg Admxmstrauon.
ACTION: Notice.

SumMARY: The Food and Drug :
Administration {FDA) is withdrawing
approval of a new animal drog

. application (NADA) sponsored by

" International Multifoods requested
‘withdrawal of approval of the NADA

International Multifoods Corp. providing
for use of Napiana Broiler Conceatrate
3nitro+-hydroxyphenylarsonic acid
{roxarsone) for growth stimulation in
chickens and turkeys. The irm |
requested withdrawal of approval.

EFFECTIVE DATE: August 23,1582 | -
FCR FURTHER INFORMATION CONTACT:. .
Howard Meyers, Bureau of Veterinary— ":— |
Medicine (HFV-218), Foodand Drug "= -
Administration, 56CC Fishers Laxne, - -
Rockville, MD 20857, 301-443-4093. 2
SUPPLEMENTARY INFORMATION:
International Multifoods Corp., 1200 - -
Multifoods Bldg., Eighth and Marquetta . -~
Sts., Minneapolis, MN 55402, is the ..
sponsor of NADA 9-028 which provides-
for use of Napiana Broiler Concentrate
3-nitro-4-hydroxyphenylarsonic acid
{roxarsone), an intermediate premix -
containing 0.10 percent roxarsone wlnch P
provides for growth stimulation in ol
chickens and turkeys. The product,
originally sponsored by Nappanee
Milling Co., Nappanee, IN, became
effective April 15, 1953. Intheir =~ = - .
submission of March 11, 1982, to the : -
Bureau of Veterinary Medicine, i -

because the product was no longer being .
marketed. Approval of this NADA had -
not been codified in the Code of Federal .
Regulations. L=
Therefore, under the Federal Food, :

" Drug, and Cosmetic Act (sec. 512(e), 82

Stat 345-347 (21 U.S.C. 360h(e})) and S
under authority delegated to the S
Commissioner of Food and Drugs (21 :
CFR 5.10) and redelegated to the Bureau -

of Veterinary Medicine (Z1CFR 584} _ =~ -

and in accordance with § 514:115 T
Withdrawal of approval of applications~ = -

-{21 CFR 514.115), notice is given that -~~~

approval of NADA 9-028andall - . =
supplements for Naplana Broxlet ST
Concentrate 3-nitro4- :* :
bydmxyphenylarsomc acxd' (roxarsone)
is hereby mthdrawm eﬁ'echve August -
23,1982 ,

Dated: Angust 8, 1982.“ -~
Lester M. Crawford, © ~ '~ :
" Director, Bureau of VetennaryMedxcme

[FR Doe. 82-21984 Filed o-w-sz:wa-q
BILLING CODE 4160-01-M °

[Docket No. 82N-0266] R

New Drug Status of OTC Combination ~ ="
~ Drug Products Containing Catfeine, R
Phenyipropanclamine, and Ephedrine
AGENCY: Pood and Drug Administration.
AcnoN: Notice. '

. SUMMARY: The Food and Drug:~ * -%% -

Administration (FDA) announces that it ™ ~
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has determined that combination drug
products consisting of caffein,
phenylpropanolamine, and ephedrine
are new drugs and as such are required

to be the subject of an approved new .

drug application (NDA). FDA has
concluded that this combination,
available over-the-counter (OTC) and
typically labeled for use as a nasal
decongestant, bronchodilator., and
stimulant, is not included in the OTC
Drug Review. FDA further states its
conciusion that these products present a
potential hazard to health. The agency
revokes any prior advisory opinion that
would preclude enforcement acamst
these products.
EFFECTIVE DATE: August 13, 1982.
FOR FURTHER INFORMATION CONTACT:
Eileen R. Hodkinson, National Center- -
for Drugs and Biologics (HFD-30), Food. B,
and Drug Administration, 5600 Fishers .
Lane, Rockville, MD 20857; 301443~ _
6450,
SUPPLEMENTARY INFORMATION: - R
Combination drug products consisting of
the triple combination of caffeine,
phenylpropanolamint , and ephedrine
and/or their salts are currently available:
over-thec~unter {OTC) and are labeled
for uses as a dasal decongestant,
bronchodilator, and stimulant and for
use as a diet aid/stimule~t. The agency
has determined that these drug products
are new drugs as defined under section -
201(p) of the Federal Foad Drug, and

Cosmetic Act (the Act} (21 U.S. C. 321[p)) o

in that they are not generally -~ "~
recognized among experts «alified by <

scientific training and eaperience to- 7. -

evaluate the safety and effectiveness ob
drugs, as safe and effective for use. fat i

under the conditions prescribed, -
recommended, or suggested in then'
labeling. 2=d they have not been used
for a ma.erial t1me or to a matenaL* :
extent. -

Asa geueral mle. FDA ha: deferred -’

new drug « afor - ement actions with -
respect tc. r-~ducts included in the -

ongoing OUTC Drug Review. [#the- -

agency’s view, however, this triple-— -
combination product is not the kind of :
product that is, or was ever intended to %
be. included in the OTC Drug Rewew

No evidence on the safetyer - .- w2l

effectiveness of the tnple combmatlon
was submitted to th. neview.In - 2t
addition to having no.known medical --
rationale, the triple combination has a :-:
highly'suspect marketmo history, N2
suggesting that it is frequently used to -
mimic, and capitalize on he market for. .
controlled substances.

Althoug}' individual active mcredxents

{ this triple combination, at certain
levels and for certain indications, alone-
and in some combinations are being

reviewed in the OTC Drug Review. the
agency has concluded that the triple
combination is not inciuded in the
Review. Any prior statements by FDA
emloyees suggesting that the triple
combination is included in the OTC
Drug Review are incorrect and are
hereby revoked.

The agency ulso believes that this

_triple combination presents a potential

health hazard. The combination of
caffeine, phenylpropanolamme, and
ephedrine has been marketed and
promoted as a product capable of
producing effects similar to those

- produced by countrolled substances, and

has been widely misused and abused.
Even when taken as indicated in its -
labeling, however, this combination drug
product is known to cause excess
central pervous system stirmlation that’
could have adverse physioclogical -

~ consequences. Further, the combination

of these three ingredients is irrational
and without medical justification; the
concomitant symptoms of nasal -
congestion, asthma, and the need for

* . stimulation at the same time does not

occur in any significant patient -

population. Nor has ephedrine been’

-+ shown effective as a diet aid. Thus,
because of this potential health hazard,
even if the combination were under

. review as part of the OTC Drug Review,

" enforcement action against the triple
combination as a new drug would be

Therefore. because products L.
. containing the triple combination of
ingredients, ie., caffeine, - . - <- )
phenylpropanolamine, and ephednne/ =
and/ or their salts, are new drugs and o -
=" approval of an application filed -
* pursuant to section 505(b) of the act is
" effective for such drugs, nor is a notice
" of claimed investigational exemption | .
- pursuant to section 505(i) of the act and .
2 21 CFR 312.1 on file, shipment of these
products in interstate commerce violates
section 301(d) of the act (21 US.C.
* 331(d}). Further, under section 502(f}(1)
of the act (21 U.S.C. 352{f)(1)), these
~drugs are misbranded in that their
. labeling fails to bear adequate
" directions for use and they are not
" exempt from such requirements under 21
CFR 201.115 because they are
unapproved new drugs. Shipment of -
these drugs in interstate commerce and .
their manufacture from components
received in interstate commerce violate
section 301 (a) and (k) of the act,
. respectively. Persons engaging or
participating in or causing the
manufacture or shipment of these drugs -
are subject to regulatory action, and the
7 drugs themselves are subject to seizure
- under section 304 of the act (21 U.s.C.

7 period for use of the products is a :
applicable, id.

- policy with respect to these drugs’is not<*

_to support the agency’s conclusion that

As explained above, FDA has
concluded that these prodacts were
never intended to be included in the
OTC Drug Review and that, even if they
were included, enforcement actions
could be taken against these products
consistent with FDA’s Compliancs _ _
Policy Guide because the drugs present
a potential health bazard. In any case,
this document, as an official advisory- -
opinion by FDA, removes any potential
restraint on enforcement actions brought
with respect to these drugs. Sucha =~ ..-.-
restraint could be argned to exist -~ .. .7
because the agency’s Compliance Pohcy <
Guide is, in some circumstances, 40 =37 7
advisory opinion of the agency that must
be followed until amended or revoked'-
{21 CFR 10.85 (d)(a) ‘and (e}}. An- .
advisory opinion may, bowever, be- *-*
amended or revoked at any time after 1t -
is issued. and notice of amendment of .
revocation may be given in the Federar o
Register: This is‘such a notice. Any’ .
statement by FDA. in the Compliance ~l'
Pohcy Guide or otherwise, that snggests
in any way that eanforcement will not be :
taken against the products referred to in”
this notice is hereby revoked to the -~ }_
extent that that statement applies ta. _'_»;-- ;
such products, In addition, the + 77"
Commissioner of Food and Drugs has —
determined that substantial public- -
interest considerations preclude "—*’.‘" <
continued acceptance by FDA of any -
action undertaken or completedin .. *::

" alleged conformity with what anyone;

may / believe to have been a priorz. & .

" advisory opinion fhat these products. ..

could be legally marketed, see 21 CFR - -
10.85(h). Because there isno lecubmate
use for these products, no transiiion

The agency has cuns:dered whether
. there is-any need to undertake notice =
and comment rulemaking in order fo ‘j v
state in the Federal Register its posmon

. on these drugs. It has concluded that no :

such requirement exists. This statement,
even if taken as a revocation of valid-" 77
prior advisory opinions, is in accordance
with FDA’s regulations which do not -

" " require notice and comiment rulemakmg N

for publication of such revocation. In--.:;
addition, this statement of the agencyt.

-

a substantive rule because it does not .
have, in it and of itself, the force and .- .
“effect of law. Cf. Burroughs Wellcome *
Co. v. Schweiker, 649 F. 2d 221, 225 (4th.
Cir. 1951). This announcement is not 8+~
“declaration™ that the drug is a new %z ;
drug made after appropriate DR
administrative proceedings. Rather, iti is -
a statement of FDA’s position. The
government is prepared to present proof
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these producty are new drugs-in the Office of the Secretary

course of any actiorr that may be v .

brought to enforce the law withrrespect”  Agency Forms Submitted to the Office:

to these products. €f United States v. of Managemant and Budget for

An Articleof * « *X-Otog Plus. Clearance

Tablets, 802 F. 28 1387, 1390-91 (10th Each Friday the Department of Health.

Cir. 1979}. . " . . -and Human Services (HFHS] publishes a
Dated: August 10,1982 .. . _ list of information eollection packages it

Arthur Hu.llu?:ymh, - » " S has submitted to the Office of

Commissioner of Food an;ﬂkugs. Management and Budget (OME] for -

- clearance in compliance with the .
~ Paperwork Reduction Act (44 USC
- Chapter 35%. Tha following are thase.
packages submitted to OMB aince the

{FR Doc. 82-227u5 Piled §-33-8% 1247 paf -
BILLING CODE £180-a%-48> -

National Institustes of Heaith 5?3" 77+ last ist was publighed an August 8-
Meetmg.oﬂﬁcxrérmdemis, _...;_-'.:P“bh"‘H“hh s"m ST
Hypertensiorrand.Lipid Metabolm Health Besomenfainﬁu‘sa-aavm
Advisary Committse - S LSub]ectUncompEnsatecIScmc.es
Pursuantto Pub.L. 92463, notice i's Assurances Report (_0935—0021}.—-
hereby g;vmotlhe meeting of the T e - <

Arteriosclerosis, Hypertension,, and’’ 8

Lipid Metabollam Advisory Commmee., Burton] health care facilities. -
National Heart. Lung, and Blood. . . . ~OMB Desk Officer: Richard Exsmger
Institutes. Octaber 8.1982, Confercene. i~ National Instlfuteaaj" Healths wv -

Room 7, 6th Floor,. €-Wing, Building 31..” )
National Instii 1tes of Health, Bethesdas. -
Maryland 20205, The entire meeting will - B
be open to-the public from 8:30 am. to- - Responde'nts- Ihdmduals
apt.oximately 5:00 p.ou. on Friday, - OMB Desk Ofﬁcer Richard Kismgex
October 8;to evaluate program support L .

in Artericsclerosis, Hypertension, and.: >
Lipid Metabalism. Attendance by: the
public wilk be limited oo a space
availablebasis.. . .-

Ms. Terry Bellicha, Chief; Publxc- 2t
Inquiry and Reportc Branch, Nationak
He=rt, Lung. and Blo~. d Institute; ~~
Buudmgsl Roow 3A2%, National d
Institutes of Health: Bethesda, Maryland Respondents: State agenaesresponmble
* 20205, (301} 4964236, will provide *: =/ ““*.7" for administering programs under title-
summaries of the meeting and mstersaﬁ' “7IV-E of the Social Secunty Act -
the committee members. = 2 -

Ur. G. C. McXfillan, Associate b st
Dire~tdr, Arteriosclerosis, Hypeztenswn._ :
and Ligia-Metabolism Program,. NALBL.'
Roam 4r-1Z Feéderal duilding, National’
Insututes of Heaith, Bethesda.hfaryland'
2c03, (30'1). 496-1613, will furmsfn
substantive program mformahong

{Catalog of Federal Domestic Assistance.
Program No: 13.837; Heartand Vascular-
Diseases Research, National Insumtes of.”
Health) . . »- x
NTH Programs-are not covered by OMB™ .3
Circular A-85 vecause they fit the»descnpnorr'
of “programs not cansidered appropriate™ i -
section 8(b](4}and (Sﬂof Lhat Circular. o
Dated: ] uly'19"1982 c «_-~.3 T
Betty |. Beveridge, . o o
NIH Committee Man 1gement Oﬁzcar.
[FR Doc. 82-22042 Filed 8-13-4%: 843 am|’
BILLING COOE 4140-0%-4 ;

Sub]ect: Case-Control Study of Brain
Tumors-and Occupatxonal?adnm-— .
New i ce

“Subject: Child Welfare Semces S&ate
- . Plan—New - -

espondents: State agencies respatmbie
- for administering programs under title-
+--IV-B of the Social Security Act -

N S'ub]ect Commumty SemceAscurance

- Report (Hill-Burton} (Formerly part of -
OMB No. 0935-0021)}—Extension. -

- Respondents: Recipients of l—hII-Bnrton

. funds/hospitals a.nd, other heatth,

>~ facilities -~ -

: Sub;ect. Request fox: Funds CI'FS—oBOS}—-

<7 New -

'Respondents. Grantees of Depar!ment

..~ paid by TECS Letters of Credit --
Subject: Payment Voucher on Letter of

Credits (TFS-5401}—New . . .
Respondents Grantees of Depanment :
~i * paid by FRB Letter of Credit - --

- e

¥ Copies.of the above information=: ...
" collection clearance packages can be

.,
i

1
Fidd

- Clearance Officer on: 202-245-6511. -’

P
taais
{

~ OMB Reports Management Brancly, News -

Respondents: Federally aiaed(mr-f‘-f, -

Ofﬁce of Human Developmenl Senncas
. avaﬁablhty of technical reports. o

“ Adoption: Assistance—New - -

.

"’ carcinomas in the trinary bladder.. The -

" lymphoma in male mice may have beem

< OMB Desk Officer- Richard Eisinger - - -

5% - - . obtained by calling the HHS Reports—

Written comments and
recommendations for the proposed:
information collections shiould be sent
directly to both the HHS Reports:
Clearance Officer and the appropriate
OMB Desk Officer designated above at
the following addreases‘ =

]. J. Stmad, HHS Repom Clearance 2
Officer, Hubert H. Humphrey BuxIdmg" -
Room 524-F, Washington, D.C. 20201 -

.<-'

Executive Office Building, Room: 3208;..
‘Washington, 5.C. 20503, A’I'I'N. fname '
of OMB Desk Ofﬁcer},

Dazed.Augusta.lsaz = _

Dl W.Soppers © miit - <3
AxMSeaztmy‘farMm;ementmd -
Budget. . -

RRScor S

mnammds-tzizzgsyl" T

NaﬁonafToncorogy Program'-

Availabifity of Cancer Bicassay =~ -~
Repostson 1 1-Ammoundeanooc A<:w!r
C.l Disperse Yellow 3, D& CRed No. =+ .- -

* 9, Gum Arabic, and Stannous Chioride-" :

EERIAS

Sl

The HHS" Natxcnal'l‘oncology A

carcinogenesis bicassaysof tt— . .
aminoundecanoic acid, a chemical used
to make Nylon-11: C.L Disperse Yellow
3, amonazo dye; DX & CRed' Ne..9; a: <
pigment vsed in externally-applied drugss
and cosmetics; gum arabic: a food: - :
additive; and stannous chloride; an.
inorganic tin compound.~7.. &% ¢ s
In this 103-104 week feeding study; 13-<
aminoandecanaic acidi was. carcinogenic:
- for male rats. inducing neoplastic:. - -:
nodules in the liver and transitional-ce

test chemical was notcami_nogem'cfor
female rats. No clear evidence was:
found for the carcinogericity of 11—
aminocundecanoic acid i mice of ElthX"r‘- =

sex, akhongh the increase in malignantir

associated with: admimistrations of 11= -
aminoundecanoicacidi-¢ .-
Ira 103 week feeding study; CE. -
Disperse Yellow 3 was:considered® ==
carcinogenic for male rats; causing an =
increased incidence of neoplastic  *: "{
nodules of the liver:.this dye was not i
carcmogenic for female rats: In addmom
the stomach tumors found in: the male-t. ¢
rats may have been induced'by the . =:%=% ..
administration of the test chemical. CE. " .
Disperse Yellow 3 was carcinogenic for-+ =~
female mice, as-ewdenced bythe - -

1~‘ e

P




