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of the funds, property, and claims vested
in the Board of the trustees pursuant to
this secticn. .

(¢} Any person to whom funds, prop-
erty, or claims have been transferred or
delivered pursuant to this section shall
be subject to the sume oblipation im-
posed upon the Board and upon the
trustee,

(d) A reesonable effort shall be made
by the Board or its trustees to return to
producers any residual funds not re-
Quired to defray the necessary expenses
of liguidation. If it is found impractical
to return such remaining funds to pro-
ducers, such funds shall be disposed of
In such manner as the Secretary may
determine to be sppropriate.

§ 1202.364 Efecet of
amendment,

Unless otherwise expressly provided by
the Secretary, the termination of this
Plan or of any regulation issued pursuant
thereto, or the jssuance of any amend-
ment to either thereof; shall not (a)
affect or waive any rjght, duty, obliza-
tion, or liability which shall have arisen
or which may thereafter arise In connec-
tion with any provision of this plan or
any regulation issued thereunder, or (b)
release or extinguish any violation of this
plan or any regulation issued thereunder,
or (¢) affect or impair any rights or
remedies of the United States, or of the
Secretary, or of any other person, with

termination or

_ respect to any such violation.

§ 1207.365 Personal Liability.

* No member of the Board shall be held
personslly ressoniivt, €ililer individu-
&y or joinily with others, in any way
whatsoever to any person for errors in
Judgments, mistakes, or other acis, either
of commission or emission, as such mem-

-ber except for acts of willful misconduct,

gross negligence, or those which ere
criminal in nature.

§ 1207366 Scparability.

If any provision of this plan is declared
invalid or the applicability thereof to
any person or circuunstance is held in-
valid, the validity of the remainder of
this plan or applicability thereof to
olher persans or circumstances shall not
be affected thereby.

[FR Doc.72-105 Flied 1-4-72;8:47 am])

{9 CFR Part 3271

IMPORTATION OF MEAT AND MEAT
PRODUCTS

_Proposed Addiftion of El Sulvc-dor to

List of Approved Countries

Notice is hereby given in sccordance
with the administrative procedure pro-
visions in 5 U.S.C. 553, _that, pursuant
to the authority ceontained in the Fed-
eral Meat Inspection Act (34 Stat. 2160,
as amended, 21 US.C. 601 et seq.), the
Consumer and Marketing Service is con-"'
sidering amending  § 3272(b) of the
Federal meat inspeclion regulations (9

PROPOSED RULE MAKING

CFR Part 327) by adding El Salvador
to the list of countries specified therein,

Statement of considcerations, The Fed-
eral Mcat Inspeclion Act prohibits the
importation into the United States of
carcasses, parts thercof, meat and meat
food products of cattle, sheep, swine,
goats, or equines, capable of use as hu<
man food, unless they comply with sll
the provisions of the Act and regulations

issucd thereunder applicable to such ar-

ticles in coinmerce within the United
States. Such articles from approved
plants {n the countries listed in $ 3272
(b} are eligible for importation into the
United States as provided in the regu-
lations. The laws and regulations of El
Salvador concerning these msatters have
been reviewed and appear to be accept-
able. Further, on-site reviews of the ex-
port meat inspection program of El
Salvador indicate that i is equal to our
program in the United States. Certifi-
cates issued by the El Salvador officials
for export of carcasses, parts thereof,
meat and meat food products to the
United States are reliable.

Any person who wishes to submit
written data, views or arguments con-
cerning the proposed smendment may
do 50 by filing them in duplicate with
the Hearing Clerk, U.S. Department of
Agriculture, Washington, D.C. 20250,
within 30 days after the date of publica~
tion of this notice In the Frpemrar
REGISTER.

Persons desiring opportunity for oral
presentation of views should mddress
such requests to the Director, Field Op-
erations Division. Consumer and Mar.
aeliug Service, US, Department of Agri-
cuiture, Washington, D.C. 20250, so that
arrangements mey be made for presen-
tation of such views within the 30-day
period. A transcript will be made of all
views orally presented.

All written submissdons and trsn-
scripts of oral views made pursuant to
s notice will be made avzilable for

-public inspection umless the person

making the submission requests that it
be beld confidential and a determina-
tion is made that & proper showing in
support of the reguest has been made
on the grounds that its disclosure could
adversely aflect such person by disclos-
ing information in the nature of trade
secrets or comunercial or finencial in-
formation obtained from any person and
privileged or confidentdal. If it is deter-
mined that & proper showing has been
made in support of the reguest. the ma-
terial will be held configential; other-
wise, notice will be given of denial of
such 8 reguest and en opportuxity af-
forded for withdrawal of the submission,
Requests for confidential treatment will
be held confidential (7 CFR 127(¢c)).
Comments on the proposal should bear
a referenct to the date and page number
of this issue of the Frprrar REGISTER.

Done at Washington, D.C on
December 29, 1971, "
G.R. Grange,
Acting Administrator.

[FR D0c.72-104 Fied 1-4-72;B:46 am}
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food ond Drug Administration
121 CFR Part 1301
OVER-THE-COUNTER DRUGS

Proposa! Establishing Rule Making
Procedures for Classification

Because self-medication is essential to
the Nation's health care system, it is im-
perstive that over-the-countier (OTC)
drugs mvaflable for human use be safe
and effective and bear fully informative
labeling. The Food snd Drug Adminis-
tration is concerned that some formula~
tions presently on the market do not
have thelr claimed effect and/or do not
bear adequate labeling for safe and ef-
fective use by the laity. )

Prior to the enactment in 1638 of the
Federal Food, Drug, and Cosmetic Act,
all drugs were marketed without first
undergoing review by the Food and Drug
Administration. Under the 1938 act, the
Food and Drug Administration was given
authority to review, prior to marketing,
the safety data on those drugs not gen-
erally recognized as safe under their in-
tended uses. Under the Drug Amend-
ments of 1952, which amended the Fed-
eral Food. Drug, and Cosmetic Act, the
Food and Drug Administration was given
authority to review, prior to marketing,
the safety and eflectiveness of those -
drugs not eenerally recnemivad se cofe
and effective for their intended use. Pur-
suant to the 1962 amendments, the Food
and Drug Administration was also re-
quired to review the efficecy claims of
those new drugs introduced into the mar-
ket between 1938 and 1962.Because of the
gireater potential for harm of prescrip-
tion drugs, the review of such drugs was
conducted as & matter of first priority
and iIs ncaring completion. It is now ap-
propriate to conduct a similar review
of OTC drugs.

Cause for concern is 1llustrated by re-
cent Drug Eficacy Study evaluations of-
the National Academy of Science-Nz-
tional Research Cowicil. The NAS-NRC
reviewed 420 OTC drugs vhich were
broadly representative of the whole range
of the OTC market. The NAS-NRC pan-
els’ conclusions, which were based upon
supporting data submitted by manufac~ -
turers, were that approximsately 25 per-
cent of the drugs reviewed had an indi- .
cation that was classifiable as eflective.
These evaluations, when viewed in the
context of the entire OTC drug field,
present questions that must be con-
fronted by industry and government.

Estimates of the number of OTC drug
products on the market vary from 100.000
to one-half million. Extremely few of
these drugs have been approved through
the new-drug procedures sct forth in
section 505 of the act. Some OTC drugs
may be excluded from the definition of
8 new drug by reason of the so-called
1938 grandfather clause in section 201
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(p) (1) of the 2ct, and others may be.

excloded from epplication of the Drug
Amendments ¢f 1962 by resson of the
so-called 1962 grzndfather clause in sec-
tion 107(c) of those amendments. Any
OTC drug excluzed from Dew-drug sta-
tus by reason cf the 1938 or 1962 grand.
{atherclause s, = owever, subject to other
requirements for drugs in Chapter V of
the aet, and In particular may not be
misbranded unde<r section 502,

The Food and Drug Administration in-
tends to require that an unanpproved new
drugs and misb-anded drugs either be
reformulated anc/or relabeled to meet
2Dl requirements of the act or be removed
{rom the market In Carrying out its
Tesponsibilities i this arex, the Food
and Drug Administration mey either ini-
tinte & separzte court action with respect
to esch violstive OTC drug or dea?! with
all OTC drugs through Tulemaking by
therapentic classes on an Industrywide
basix. It hes bees determined that the
latter approach should be pursued. In
making this dectsion, the following fac.
tors were considered: :

1. The limited resources of the Food
and Drug i 1 wouid be over-
whelmed by atlempting to review gepa-
mtdrmehbenngnndtbedataenme
safety and effecciveness for each OTC
drug now on the market. This would be

ufscturers to develop new mixtures and

formulations and iohaline fom
The prospects of
compleding a det=9ag drug-by-drug re-

viewofthe%{:ma.rketinamable requires
. time are extremels remota,

2. Litigation to remove viclative OTC
preperations from the market would
beon a drug-by-drug basis,

Such i would place an enor-
mous burden on the courts which must
hear the cases, on the agency which must

arits
product into the ket, thus requiring
still further litigation.

3. Litgation to delincate the precise
scope of the 1038 snd 1962 grandfather
clauses in order to determine exactly
whiahuttbcﬁ:omndso{ofrcdm:cn
the market may validly claim exemption
from pew-drog status under those
clzuses and then to determine on a drug-
by-drug basis which of those grand-

" fathered claims snd formulations are

safe and effective under the prescribed,

10 determine wkat formulations and
clalms may properly be Tegarded as

-
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sTandfathered, ang in any event tho date

of entry into the market has no bearing
whatever on the safety and effectiveness
ortbedmgnndthcuvmfuln:ssand
adequacy of its labeling. It would be une
rensonable and unjust to permit grand-
lathereddmstommamonthemrkct
unchanged while competitive items must
be reformulated and/or relabeled or re-
moved from the market. The same scien-
tific and medical determinations involved
in reviewing the safety and effectiveness
of nongrandfathered OTC drugs are also
involved tn determining whether grand-
fathered drugs are misbranded and thus

largs number of violative drugs would
Temain on the market for long periods of
time because of the Umited resources of
the agency to evalunte and proceed
against such drugs and the delays inher-
ent in complicated Mtigation through
trial and sppellate courts,

5. It is impossible to proceed simul-
taneously by litigation against all many.
{acturers of similar preparations or their
drugs.'rhesitmtiqnwm:.ﬂse.ulthas
before, that preparations similar to those
proceeded against will remain opn the
market long alter their less fortunste
counterparts have been removed. This
situation must be svoided for two rea-
s0ns. First, and most Impartant, the pub.
¥ 15 ot suliuicully protected wlen vios
laavednmrma:nmt‘.:amrket&c-

Preparae
tions, since those not proceeded against
would have an unfair competitive ad-
vantage, .

6. Practically all of the thousands of
OTC drugs xxc:rwmy marketed are ocom-
pounded from o /0 estimated 200 ac-
tve ingredients which are used either
slone or In varying eambinaﬁong. Many

7. Any approach to the review of the
safety and effectiveness of

Proceedings and Utization fn Federal
courts, the agency has required the pres-
ence in published Hterature of adequaie
and appropriate meodical documenta-
tion, consisting at least in part of con-
trolled clinieal investigations, as the test
of whether a drug is no longer s new
drug within the meaning of saction 201
(P)(1) of the act. Unpublished and un-

. M A

controlled studies and datg may corrobo-
rate published and controlled fndings.

labeling and thus lose its grandfathered
satus, any such product must either
meet the applicable monograph or be the
subject of an approved new-drug appli-
cation in order to be legally marketed.) A
deviation from a monograph will be ap-
proved for an individual manufacturer
through approval of a new-drug appli-
eation justifying such a deviation. Ship-
ment of s nonconforming OTC drug {one
peither classified as senerally recognized
&s safe and effective and not misbranded,
Dor subject to an approved NDA) In in-
terstate commerce will be prohibited. Re-
sponsible persons and the manufacturer
and distributor will be subject to erimingl
Prosecution and injunctive action, and
theumgwmbesubjecttoseimremd
injunction on the gromnd that the drug
!sanmappmvednew-dmzorissm!s-
branded drug af 3t s exempt from the
bew-dreg definition under the jezf or
1%62 grandfatler clause),
" ‘Therefore, pursuant to Provisions of
the Federal Food, Drug, and Cosmetic
Aeccses.zox.soz.scs.mx.szsmzom-
42 35 amended, 1050-53 as amended,
1055-56 as amended by 70 Stat. 919 and
72 Stat, 948; 21 US.C. 321, 352, 355, 371)
and the Administrative Procedurs Act
(secs. 4, 10, 60 Stat 238 and 243 as
amended; 5§ US.C. 553, 702, 703, 704)
sod under authority delegated to him
(21 CFR 2.120), the Commissioner pro.
poses that Part 130 be amended by add.
hzznewSubputDc&msisttnzatm
time of one section, as follows: :
Subpart D—Over-the-Counter Drugs
Which Are Generally Recognized
Effective and Not

-

§ 130.301 Over-the-counter {OTC)
drugs for b nse; p d for
rule making for the classifieation of
OTC drugs &s generally recognized as

preseribed, recom.
mended, or suggesied condit; ns of
use,

Por purposes of classifying over-the-
counter (OTC) drugs as drugs gtnerally
Tecognized among qualified experts as
safe and effective for use and as not
misbranded drugs, the following regu.
lations shall apply:

R
d
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(a) Proccdure jor establishing OTC
drug moncrraphs——(1l) Advisory re-
view panecls. Tae Commmnissfoner shall ap-
point adviscry review panels of Quall-
fied experts wo evnluate the safety and
eflectiveness of OTC drugs, Lo review
OTC dnyg lat-2ling, and Lo edvise him on
the promulzztion of monographs estab-
lishing cond-tions under which OTC
drugs are gooerally recognized ss safe
and effective and not misbranded. A
single advisory review panel shall be
established for each desiznated cate-
gory of OTC drugs and every OTC drug
category will be considered by & panel
The members of & panel shall be quali-
fied experts tappointed by the Comunis-
sioner) and masy ihclude persons from
lists submittaed by organizations repre-
senting professional, consumer, &nd in-
dustry interests. The Commissicner shall
deigniate the chairman of each panel.
Summary minutes of all meetings shall
be made.

(2) Request for data and views. The
Commissiones will publish & notice in
the Froorrar RECISTER requesting inter-
ested persons to submit, for review and
eveluation by an advisory review panel,
published ar2 vnpublished data and in-
formation pertinent to & designated
category of OTC drugs. Datz and infor-
mation submitted pursuant to a pub-
lished notice, and falling within the
confidentialits provisions of 18 US.C.
1905, 5 USB.C. 552(b), or 21 US.C. 331

. shall be bkandled by the advisory
review panel and the Food and Drug
Adminietratioms pe  confidential  until

publication of & proposed monograph.-

and the full report(s) ofythe panel.

. Thirty days thereafter such data and

information shall be made publicly
avallable and may be viewed st the
Office of the Hearing Clerk of the Food
and Drug Acconinistration, except to the
extent that the person subniitting it
demonstrates that it still fzlls within
the confidenziality provisions of one or
more of those statutes. To be considered.
seven copies of the dats snd/or views
on sny marketed drug within the class
must be sumhmitted in the following
format:
OTC Daxrc BEVIEW INPORMATION

in.Ln.bel (s) and nu Iabeling.

t of the p
fative of the drug.
: OI. Animal safety data.
A. Individual active comp ¥

1. Contrelled studles. -

1. Partially controiled or uncontrolled
studies. .

B. Combinazions of the individual active
eomponenta.,
1. Contralled
3. Partially controlled or uncontrolled

studtes.
ed drug product

2. Partially mnt:vued o& unwmdled
sudses,

IV. Human eafety data,

A. Individual active components,

1. Controlied studies,

2. Partially controlled .ar uncontrolled
studics.

3. Documenczed case reporis.

PROPOSED RULE MAKING
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4. Pertinent marketing expcriences t::-: ‘monographs, shall apply the following

may influence & determination as to
safety of esch indirvidual active component.

1. Combinations of the individusl sctive
components,

1. Cantrotied studies.

2. Partially led or
Mudiea.

3. Documented cese roports.

4. Perilnent marketing experiences that
may influence s determination as to the
safety of comdinsations of the individual
active components. .

C. Finished drug producs.

1. Controlied studies.

2. Partially ccotroiled o uneontrolied
studies.

3. Documented czas reports.

4. Pertinent marketing experiences that
may infiuence s det.ernumuon as to the
sxfety of the finished drug pr

V. Ei asta.

A, Indiridual active components,

1..Controlled studies,

trolled

2. Partially controlled or upcontroiled
studies,

3. Docurnented csse reports.

B. Combinations of the individual sctive
components,

1. Controlled studies.

2. Partially conuwciled or uncontrollied
studies,

3. Documented cass reports.

C. Finished drog product.

1. Controlled studies.

2. Partially controiled or uncontroiled
studies.

3. Documented cazs reparts.

VLI A summary of the dats and views set-
ting forth the medical rationale and pure
pose (or lack thereof) for the drug and its
ingredients and the scientific basis (or lack
therzof) for the conciusion that the drug
and its ingredients have been proven sals
aret sffactivg for the intemdedt —na Y0 theer
is an b of led studies in the
material suhmitied, an explanation as to
why such studies are not considered neces-
sary must be inciuded.

(3) Deliberctions of an cdrisory re-
view panel. An advisory review pane! will
meet as often and for as lang as is ap~
propriate to review the data submitted
to it and to prepare & report containing
its conclusions and recommendations to
the Commissioner with respect to the
safety and 2ffectiveness of the drugs in
3 designated category of OTC drugs. A
panel may coosult any individual or
group. Any interestad person may re-
quest an opportunity to present oral
views to the panel; such request may be
granied or deunied by th panel. Such ye-
quests for oral presentstions should be
in written form including a summariza-
tion of the data to be presented to the
panel. Any interested person may present
writien data and views which shall be
considered by the panel This informa-
tion sball be presanted to the panel in
the format set forth in subparagraph (2)
of this paragraph and within the time
period established for the druz cstegory
in the notice for review by a panel.

(4) Standards for safety, effectiveness,
and labeling, The advisory review panel,
in reviewing the donta submitted to it
&nd preparing its conclusions and rec-
ommendations, and the Comumnissioner,
in reviewing the conclusions and recome-
mendations of the panel and the pub-
lished proposed, tentative, and final

standards to determine general recogni-
tion that a category of OTC drugs is safe
and eflective and not misbranded:

(1) Safety means a low incidence of
adverse reactions or significant side ef-
fects under adequate directions for use
and warnings ggz2inst unsafe use as well
as low potential for harm which may
resuit from sabuse under conditions of
widespread zvailabflity. Proof of safety
shall consist of adequate tests by =1l
methods ressonably applicablie to show
the drug is safe under the prescribed.
recommended, or suggested ecaditions of
use; such tests may be corroborated by
reports of significant human experience
during marketing. General recognition
of safety shall ordinarily be based upon
published studies.which may be corrobo-
rated by unpublished studies and other
data.

(ii) Effectiveness means a reasonable
expectation that, in a significant propor-
tion of the target population, the phar-
macological effect of the drug, when used
under adequate directions for use and
wamnings against unsafe use, will provide

clinically significant relief of the type
clatmed. Proof of effectiveness shall con-
sist of controlled clinical investigations
as defined in § 130.12(a)45) (1), unless
this requirement is waived on the basis
of & showing that it is not reasonably
applicable to the drug or essential to the
validity of the investigation and that an
slternative method of investigation Is
adequate to substantiate effectivehess.
Investigations may be corroborated by
P=tally cotlruliod Lo Lucaas wiicG Sutic-
ies, documenied clinical studies 57 qual-

during marketing.
Isolated case reports, random experience,
and reports lacking the Jdetails which
permit scientific evaluation will' not be -
considered. General recognition of effec-
tveness shall ordinarily be based upon
published studies which may be corrobo-
dr:zed by unpublished studies and cther

(11} The benefit-to-risk ratio of a drug
shall be considered in determining safety
and effectiveness,

(ivd An OTC drug may combine two
or more safe and effective active in-
gredients and may be generally . recog-
nized 83 safe and effective when each
sctive ingredient makes a contribution
to the clsimed effect(s); when combin-
ing of the sctive ingredients does not
decrease the safety or effectiveness of
any of the individual active ingredients;
and when the combination, when used
under adequate directions for use and
warnings against unsafe use, provides
rational concmrrent therapy for a signifi-
cant proportion of the target population,

) shall be clear and truth-
ful In all respects and may not be false
or misleading in any particular. It shall
state the Intended uses and results of the
product; adequate directions for proper
use; and warnings against unsafe use,
side effccts, and adverse reactions tn
such terms as to render them likely to
be read and understood by the ordinary
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individual, including individuals of Jow
comprehension, under customary condi-
tions of purchase and use.

(vi} A drug shall be permitted for
OTC sale and use by the laity unless,
because of its toxicjty or other potential
for harmful effect or because of the
method of or collateral measures neces.
sary to its use, it may safely be sald
and used only under a practitioner’s
preseription.

(5) Advisory review panel report to
the Commissioner. An- advisory review
ranel shall submit to the Commissianer
& report containing its eonclusions and
recommendations with respect to the
conditions under which OTC drugs fall-

‘ing within the category covered by -the
panel are generally recognized as safe
and effective and not misbranded. In.
cluded within this report shall be:

() A recommended monograph or
monographs covering the -category of
OTC drugs and establishing conditions
under which the drugs involved are gen-
erally recognized as szfe and eTective
and not misbranded. This monograph
may include any conditions relating to
sctive ingredients, labeling indications,
warnings and adegquate directions for
use, prescription or OTC status, and any
other conditions pecessary and Appro-
priate for the safety and eflectiveness of
drugs covered by the monograph.

(1) A statement of all sctive ingredi-
ents, Jabeling elaims or other staiements,
or other conditions reviewed and exe
eluded from the monograph on the basis
of the panal’s determinstinn thas o
wold result in the drug’s not being gen-
erally recognized as safe and effective
o would result in misbranding.

fi) A statement of all active ingreds-
ents, inagtive ingredients, labeling
claims or other statements, manufactur-
ing procedures, or other conditions re-
viewed and excluded from the MOoNo=-
graph on the basis of the panel's deter-
mination thst the available data are
Insufficient to such conditions

- under either subdivision () or (i) of
- this subparagraph and for which further
testing is therefore required. The report
may recommend the type of further test-
ing required and the time period within
which it might reasonably be concluded.

(6) Proposed monograph. After re-
viewing the conclusions and recommene
dations of the advisory review panel, the
Commissioner shall publish in the Fro~
ERAL REGISTER 8 proposed order contain-
ing:

() A monograph or monographs es-
fablishing conditions under which [ 3
eatesToy of OTC drugs 1= cenerally rec-
ognized as safe and effective and nof;
misbranded. ©

A1) A statement of the conditions ex-
cluded from the monograph on the basis
of the Commissioners determination
that thicy would result in the drug’s pot
being generally recognized as safe and
effective or would result in misbranding.

(i) A statement of the conditions
excluded from the monograph on the
basis of the Commissioner'’s determina-

cient to classify' such conditions under

. FEDERAL REGISTER, VOL 37, NO. 2-—WEDNESDAY: JANUARY 5,
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either subdivision ) or (1) of this
subparagraph.

(v} The full repori(s) of the panel
to the Commissioner.

' The. proposed order shall speci{y a rea-
- sonable perjod of time within which oo
ditions falling within subdivision wn
of this subpsragraph may be continued
in marketed products while the data Dec.
eSSy to support them are being ob-
tained for evaluation by the Food and
Drug Administration. The
minutes of the panel meetings shal} be
made available to interested peorsons
Upon request. Any interested person may,
within 60 days after publicmting of the
proposed order in the Feorear
file with the Hearing Clerk of the Food
and Drug tion written com-
ments in gquintuplicate. Comments may
-be sccompanied by a memorandum or
brief in support thereof. All comments
may be reviewed at the Office of the
Hearing Clerk during rerular working
hours, Monday through Friday, Within
30 days after the final day for submis-
sion of comments, reply comments may
be filed with the Hearing Clerk; these
oommentss.hﬂlbeuﬁnzedtoreplyto
comments made by other interssted per-
sons and not to reiterate & position

(1) Tenictive final monograph. After
reviewing all comments and reply com-
ments, the Commissioner shall publish
in the Froraal Rrcrsrex & tentative or-
der cantaining & monograph establish.
ing conditions under which a category
of OTC druss i cenerslly regominad 88
sate £nd elfective and not misbranded.
Within 30 cdays, any interested Party may
file with the Hearing Clerk of the Food
and Drug Administra
Hons specifying with particularity the
omissians or additions requested. Thess
objactions are to be supported by a brief
statement of the grounds therefor. A
Tequest for an oral hearing may accome
panz such objections.

(8) Oral rearing before the Commis.
sioner. After reviewing objections filed in
Tesponse to the tentative final monoe
graph, the Commissioner, if he finds res.
sonable grounds in support thereof, shall
by notice in the Feoraat RecisTer sched-
ulemmlha.nngwmam:mhstm
longer than 3 hours. The notice schedul.
ing an oral hearing shall specify the
length of the hearing and how the time
shall be divided amang the parties ree
Questing the hearing. The hearing shan
be conducted by the Commissioner and
may not be delegated. .

(9} Finol monograph. After reviewing
the objections and considering the argu.

at any oral hearing, the

:‘Commi.sswnersban publish in the Frp.
:mmcxsm:nnalordwwmainm::

monograph establishing conditions under
which a eategory of OTC drugs is gen-
erally recognized ss safe and eflective
and not misbranded The monograph
shall become effective as specified in the
order.

(10) Cour? appeal. The monograph
-contained in the final order constitutes

- —tiorr that the available data are insuffe-. final sgency action from which appeal

uabothecourt.s.mz-‘oodnnqnmz

the FEDERAL REGISTER in 1972 (Vol.

tont written objec. .

Administration will request consolidation
of all sppeuis in a single eourt. Upon
court appeal, the Commissioner may, at
his discretion. stay the effective date for
part or all of the monograph pending
&ppeal and fina! court ndjudication.
(11) Amendment of monographs. The
Commissioner may propose on his ovn
initiative to amend or repeal any meno-
Eraph established pursuant to this sec-
tion. Any interested person may petition
the oner for such proposal. A
petition shall set forth the sction re-
quested and s detailed statement of the
grounds in support of such action. After
review of & petition, the Commissioper
mydmythepeuuonxthef.nds
2 lack of substantia] support for
safely or effectiveness (in which case
ppeal provisions of subparagraph
(10) of this paragraph shall apply)

IsTEx if be finds substantial support
for safety and effectiveness (n which
case the provisions of subparagraphs (6),
(), (8), and (9) of this paragraph shall
apply). A new-drug application may be
submitted in Heu of or in addition to a
petition .under this paragraph.
(b) Lepal status of monographs. (1)
After its effective date, » monograph or
'anypartthereofeontainedin:ﬁnal
order which is not the subject of a timely
court sppeal or which i the subject of 2
ﬁme!yaapeﬁmdhammedbyscourt
constitutes a binding substantive rule.
(2} Once.a Twxnagraph or. oy part
thereaf becomes a bindiny substantive
rule pursuant to subparagraph (1) of
this &n OTC drug which fajls
within the category of drugs covered by
bethat monograph shall be deemed not to
generally recognized, AZONg experts
qualified by sclentific and ex-
pcrience to evaluate the safety and effec-
tiveness of drugs, es safe end effective
for use under the conditions prescribed,
Tecommended, or suggested in the label-
ing thereof, unless it complies with all of
the conditions establiched by

monograph,

(3} Once a monograph or any part
thereof & binding substantive
rule pursuant to subparagraph (1) of
th:spmmph.momdmgwhicbfam
within the category of drugs covered by
that ‘monograpk and whieh is
rmmthedeﬁniﬁonolsnewdm:msec-
ton 201(p) (1) of the act as & result of
the so-called 1938 grandfather clzsuse or
which is not subject to the Drug Amend-
ments of 1962 x5 a resnlt of the so-called
1962 grandfather clguse in section 107(¢)
o!thmeamenﬁmeatsshaubedeuned to
be misbranded and in violation of section
502 of the act, unless it complies with all
of the conditions established by that
monograph.

1) Onee a monograph becomes g
binding substantive rule pursuant to sub-
baragraph (1) of this baragraph, an
OTC drug falliny within the category of
drugs covered by that monozraph shall,

- prior to.its marketing, either comply with
- all of the conditions established in that

1972
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monograph or be the subject of an ap-
proved new-crug application. Any such
drug which fails to meet one or the
other of these two conditions shall be in
violation of the act and shall be subjact
to summary court procdsure for n deter-
minsation of fllegality. Persons and com-
panies responsible for marketing a drug
in violation of this provision are subject
to criminal prosecution and fnjunctisn,
and the violative drug is subject to sei-
zure and injunction. The Commissioner
will request recall of such products from
the market.

{5} A new-drug spplication requesting
approval of an OTC drug deviating in
&ny respect from & monograph that has
become s hinding substantive rule pur-
suant te subparagraph (1) of this pars-
graph shall be {n the form required by
§ 130.4(2)(2) but shall include s state-
ment that the product meets all condi-
tions of the applicable monograph except
for the devistion for which approval is
requested and may omit all information
except that pertinent to the deviation for
which approval is requested.

(¢ The rnonographs promulgated
pursuant to the provisions of this sec-
Hon shall be established in this Subpart
D and shall cansist of the following desig.
nated eategories:

€2) Laxatives, .
- {3} Antidiarrheal products.
© (4) Emetics,

(5) Antiemesties.

(3} Viiamin-miners] products.
(8) Antiinfective products, .
(10) Dandruff products.
(11) Mouthwash products.
(12) EBemorrhoidal products.
N €13) Hematinies,
(14) Bronchodilator and antiasthe
matie products. - -
(15) Anmalgesics,
(18) Sedatives and sleep aids,
A7) Stmwmants,
(18} Antitussives,
(19 Antihistamines,
(20} Cold remedies.
(21) Antirheumatic produocts.
€22) Ophthalmic products.
23} Contraceptive products.
(24) Menstrnal products.

PROPOSED RULE MAKING

be seen in the above office during work-.
ing hours, Monday through Friday.,

Dated: December 30, 1971,

Craxrrs C. Epwarps,
Cowmmissioner of Food and Drugs.

-"{FR Doc.13-147 Plied 1-4-72:8:50 am]

Social Security Administration
{20 CFR Part 405}

[Reg. No. 5]
FEDERAL HEALTH INSURANCE FOR
THE AGED

Provider Review Procedures and Sus-
pension of Payments Under Medi-
care :

Notice is hereby given, pursuant to the
Administrative Procedure Act (5 US.C.
5§52 et seq.) that the amendments to the
regulations set forth in tentative form
below are proposed by the Commissioner
of Social Security, with the approval of
the Secretary of Health, Education, and
Welfare. The proposed asmendments (1)
require intermediaries to institute re-
¥iew procedures {or providers dissatisfied
with intermediaries’ determinations on
cost reports; and (2) provide that pay-
ments to providers and suppliers of serve
ices could be suspended to recover over-
Payments to them only after such pro-

- viders and suppliers have been aflorded

an -opportunity {o present evidence on
the iszue of the overpayment, and where
& suspeneiom. of pasmoonds o ot inte
eYeet there would be an expeditions set-

, Uement of the issues involved. It is in-

tended that regulations desling with
provider reviews be effective for cost re-

porting periods ending on or sfter De-

cember 31, 1971, and that the regulations
on suspensions be effective January 1,
1972, )

Frior to the final sdoption of the pro-

posed amendments to the regulations,
consideration will be given to any data,
views, or ‘arguments pertaining thereto
which are submitted in writing in tripli-
. cate to the Commissioner of Social Se-
curity, Department of Health, Education,
and Welfare Building, Fourth and Inde-
pendence Avenue SW., Washington, DC
20201, within a period of 30 days from

(25) Dentifrices and dental products the date of publication of this notice tn

such a5 ansigesics, antiseptics, ete.

(236) Miscellaneous (all other OTC.

drugs not falling within one of the
above therapeutic categories),
Interested persons may, within 60 days
sfier publication hereof in the Peormut
Recastry, flle with the Hearing Clerk,
Department of Realth, Education, and
Weifare, Room 6-88, 5600 Fishers Lane,
Rockville, Md. 20852, written comments
(preferably {n gquintuplicate) regarding
this proposal. Conunents may be accome
-~ panied..by ‘8- tnemorandum .or brief in
- -support thereof. Received comments may

the Froeral REGISTER.

Copies of al} comments received in re-

sponse to this notice will be available for
public inspection during regular business
hours at the Washington Inquiries Sec-
tion, Office of Public Affairs, Social Se-
curity Administration, Depariment of
Health, Education, and Welfare, North
Bufiding, Room 3193, 330 Independence
Avenue SW., Washington, DC 20201.

The proposed regulations are to be
issued under the authority contained in

sections 1102, 1815, and 1871, 48 Stat,

643, as amendcd, 79. Stat. 296, 322, and

- ' 89
331, as amended; 42 U.B.C. 1302, 1385
et seq.
Dated: December 2, 1971, .
Rosezr M. Bary,
Commissioner of Social Security.
Approved: December 29, 1871,

E1Ly0T L. RICHARDSON,
Secretary of Health, Education,
and Welfare,

Regulation No. 5 of the Social Secu-

rity Administration (20 CFR Part 405)
is further amended as follows:

1. The heading to Subpart C is revised
to read as follows: Subpart C—Exclu-
sions, Recovery of Overpayment, Liabil-
ity of a Certifying Officer, and Suspen-
ston of Payment.

2. Section 405.301 is revised to read as
follows:

§ 405301 Scope of subpart.

Sections 405310 to 405.320 describe
certain exclusions from coverage applica-
bje ta hospital insurance benefits (part A

-of title XVITI) and supplementary medi-
cal insurance benefits (part B of title
XVII). The exclusions in this subpart
are applicable in addition to any other
conditions and limitations in this part
405 and in title XVIT of the Act. Sec-
tions 405350 to 405.359 relate to the ad-
justment or recovery of an incorrect
payment, or 4 payment made under sec-
tion 1814(e) of the Health Insurance for

3

" the Aged Act. Sections 405370 to 40537

reiate to the suspension of payments to

a provider of services or other supplier

of services where there is emicence that

such provider or supplier has been or
erpaid,

3. New §§ 405.370-405.373 are added to
read as follows:

§ 405370 Suspension of paymenis to
providers of services and other sup-
plicrs of services.

(8} Payments otherwise authorized to
be made to providers of services and
other suppliers of services in accordance
with subpart A or subpart B of this part
405 (but excluding payments to entitied
Individuals and payments under § 405251
(8)) may be suspended. in whole or in
part, by an intermediary or a carrier
when:

(1) The intermediary or carrier has
determined that the provider or other
supplier t0 whom such payments are to
be made has been overpaid under title
XZVIIX of the Social Security Act, or

(2) The in or carrier has

" some evidence, althouch additional evi-

dence may be needed for & determina-
tion, that such overpayment exists or
that the payments to be made may not be
correct.

(b) A suspension shall be put into ef~
fect only after the provisions in
§§ 405371 and 405.372 have been com-
plied with and the intermediary or car-
rier has determined that the suspensién
of payments, in whole or in part, is
needed to protect the program against
financial loss, The provisions of this sec-
tion and §§ 405.371-405.373 shall be effec-

. tive ont January 1, 1972,
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