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2. Partially controlled or uncontrolled
studies.

3. Documented case reports.

4. Pertinent marketing experiences
that may influence a determination as to
the safety of each individual active com-
ponent.

5. Pertinent medical
Uterature.

B. Combinations of the Individusl ac-
tive components.

1. Controlled studies.

2. Partially controlled or uncontrolled
studies.

3. Documented case reporta.

4. Pertinent marketing experiences
that may nfluence a determination as to
the safety of combinations of the individ~
ual active companents.

5. Pertlnent medical and sclentific
Uterature.

C. Finished drug product.

1. Controlled studies.

2. Partlally controlled or uncontrolled
studies.

3. Documented case reports.

4. Pertlnent marketing experiences
that may influence s determination as to
the safety of the finished product.

5. Pertinent medical and scientific it
erature.

V. Efficacy dala.

A. Individual active components.

1. Coptrolled studies.

2. Partially controlled or uncontrolled
studies.

3. Documented case reports.

4. Pertinent marketing experiences
that may influence a delermination on
ths efficacy of each individual active
component.

5. Pertinent medical and sclentific lte
ersture,

B. Combinations of the {individual ac-
tive components.

1. Controlled studies,

2. Partlally controlled or uncontrolled
studies,

3. Documented case reporta.

4. Pertinent marketing experiences
that may influence a determination on
the efficacy of combinations of the in.
dividual active components,

5. Pertinent medical and sclentific lit-
erature.

C. Finished drug product.

1. Controlled studies.

2. Partlally controlled or uncontrolled
studies.

3. Documented ¢ase reports.

4. Pertinent marketing experiences
that may influence & determination on
the eficacy of the finished drug product.

8. Pertinent medica) and sclentific lUit-
erature.

VI. A summary of the data and views
setting forth the medical rationale and
purpose (or lack thereof) for the drug
and its ingredients and the sclentific
basis (or lack thereof) for the conclusion
that the drug and Its ingredients have
been proven safe and effective for the
intended use. If there is an absence of
controlled studies in the material sub-
mitted, an explanation as to why such
atudies are not considered necessary
must be included.
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VII. If the submission 12 by a manu-
facturer, a statement signed by the per-

son respanaible for such submiasion, that

to the best of his knowledge it includes
unfavorable information, ss well as any
favorable information, known to him
pertinent to an evaluation of the safety,
effectiveness, and labeling of such ®
product. Thus, If any type of sclientifio
data {s submitted, a balanced submission
of favorable and uniavorable data must
be submitted. The same would be true of
any other pertinent data or informstion
submitted, such as consumer surveys or
marketing resulta.

In order to avoid duplication, inter-
ested persons should not in their sub-
missions include published literature
listed in the FDA literature search. An
abstract of all such litersture will be
provided to the panel. Upon request, the
panel will be provided with the complete
article, Interested persons may, of
course, refer to such literature in their
submissions by citation,

Submissions or requests for copies of
the bibliography of the FDA litersture
search should be forwarded to:

Pood and Drug Administration, Buresu of

. OTC Drug Products Evaluation Stat

(BD-109), 8000 Pishers Lane, Rockrille,
MD 20852,

Bubmisslon of data must be on or be-
tore April 2, 1913,
(Pederal Pood, Drug, and Cosmetic Act, see,
701; 31 UB.C. M)

Dated: January 23, 1973,

8ax D. Fine,
Associate Commissioner
Jor Compliance.

{PR Doc.73-1707 Piled 1-39-73;8:¢8 am}

Health Services and Mentsl Health
Adminlstration

OCCUPATIONAL SAFETY AND HEALTH

Request for Information on Certsin
hemical and Physical Agents

Section 20(a) (3) of the Occupational
Salety and Health Act of 1970 (20 U.B.C,
d68(a}(3)) provides that the Becretary
of Health, Education, and Welfare, on
the baaia of information available to him,
shall develop criteria dealing with toxic
materials and harmful physical agenta
and substancea which will describe ex-
posure levels that are safe for various
periods of employment. Bectign 22(c) of
the Act authorizes the National Institute
for Occupational Safety and Health o
develop recommended occupational
safety and health standarda and to per-
form all functions of the Secretary of
Health, Education, and Welfare, under
sections 20 and 21 of the Act. The insti.
tute s currently collecting information
and data on & number of chemical and
physical agents including:

1. Acrolein.

2. Acrylonitrile.

3. Alumlpum.

4. Ammonium nitrste.

3. Barotrauma {locluding decompression
tables and standards for divers and tunnet
workers) .

6. Carbon disulfide.

7. Chjorobensens.

8. 3,4-dlnitropbenot

9. Ethyl benzeve

10. Infrered radistion

1]. lroo snd Uon compounds
13, Magoesite

13. Magnesium snd magnesium compounds
14. Mettyl 2-Dutyl kxetone

18, Nickel carbonyl

1¢. Ozone

17. Phosphorus penta-chioride
18. Phoephorus penta-suifige
19. Phosphorus trichloride

20. Tin and tin compounds

21. 1,1.2-trichlorocetbans

23. Vioration

23. Viny! chloride

The Wnformation and data colected
for each agent will be analyzed and eval-
uated reiative to the nine areas listed
below:

1. Establishment of safe occupational
environment levels for such agents, in-
cluding levels for-acute and chronic ex-
posure to airborne concentrations of the
chemical substances. as well as safe work
practices concerning direct contact with
such substancey or physical agents.

2. Establishment of biologic standards;
i.e.. the levels of such substances, meta-
bolites, or other effects of exposure which
may be present within man without hls
suffering {li effects, taking into consider-
ation (a) the correlation of airborne
concentrations of and extent of exposure
to such substances with effects on spe.
cific biologic systems of man, such as the
circulatory, respiratory, excretory, and
nervous system, and (b) the analytteal
methods for determining the amount of
the substance which may be present
within man.

3. Engineering controls, including ven-
tilation, physical factors, and house-
keeping and sanitation procedures, with
attention to the technological feasiblity
of such controls. -

4. Specifications for the conditions
under which personal proteciive devices
ahould be required.

5. Methodology. including instrumen-
tation, for air sampling and sample
analysis of chemical substances and f{or
quantitation of physical agenta,

6. The need for medical examinations
for workers exposed L0 such substances,
the frequency of such examinations, and
the specific dlagnostic tests which should
be used, and the rationale for their
selection.

7. Work practices or procedures which
may be Lnstituted for control of the work-
place environment {n normal operations,
and those which may be instituted when
environmental levels are temporarily ex-
ceeded, or where peak concentrations of
chemical substances in man are reached.

8. The types of records concerning oc-
cupational exposure to such agents that
employers should be required to main-
tain.

9. Wamning devices and labels which
should be required for the prevention of
occupational diseases and hazards caused
by exposure to such agents.

Any person having information or data
which is not readily available in “open
sclentific literature” In any of the nine
areas listed, or in other areas which the
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rerson considers relevant to the estab-
ushment of a safe and healthful occu-
pational environument involving the
agents set forth above, s invited to sub-
mut such lnformation, with accompeany-
ing documentation, to the Assistant Di-
rector tor Research and Standards De-
velopment, Natlonal Institute for Occu-
pational Safety and Health, Room 10-28,
5600 Fishers Lane, Rockville, MD 20852,
within 60 days after publlcation of this
notice.

All tnformation tecelved concerning
any agent will be avallable for public in-
apection after the development of the re~
apective research analysia report or cri-
terta document.

Dated: January 23, 1973,

Marcus M. Kxv,
Director, National Institute for
Occupgational Sa/ety and
Health,

|PR Doc.73-1680 Plled 1-39-73,8:48 am])

NATIONAL ADVISORY COMMITTEES
Notice of Meetings

The Acting Administrator, Health
Services and Mental Health Adminis-
tration, announces the meeting dates and
other required informatton for the fol-
lowing natlonal sdvisory bodies sched-
wled to assemble the month of February
1973,

Type of mesting
and/oe
contact persod

Committes

oame Date, time, plaoe

Mnateenal and  Peb 1-2, Closed. Cantact
Cuild Health % a.m.. Con. {lorts Wackernah,
dServics Hee ference Ruom Room 12A-118,

e 1reh 14, f‘arkiawa I'neklawn Bldg.,
tirwnts Re- Mg, w0 540 Flahers Lass,
virw Com Fisters Lane, RAockville, Md.,
wmitles, Rock ville, Ciuie 301 =

Md. 43- 200,

Purpose. The Committee (s charged
with the review of all research grant ap-
plications in the program areas adminis-
tered by the Maternal and Child Health
Service,

Agenda. The Committee will be per-
forming review of grant spolications for
Federal assistance and will not be open
to the publlc In agcordance with the de-
termination by the Acting Adminisirator,
Health Services and Mental Health Ad-
ministration, pursuant to the provisions
of Public Law 92-46), section 10(a)(2),

Coniniltise T of meett
tuite Dale, thna, pisce ".smunr e
catituct prreoa
Naitonal Ad- Fub. 7-8, 4 0 Pertiully opea te
cory Coune  e.m.. Cene the public. Closed
cit on frrencs Room for grant raview,
Hegionad R U H, Contact Mr.
Medicnl Parklswn Kenteth Boum,
['iigcans. Hidg., Sed0 Huom 11-19,
Fishers Lane, Parkiawn Bidg,,
Rockvdle, 800 Fishers Lane,
Ad. uckeile, Md.,
Cade 20t —+4d-1814,

Purpose. The Counci! advises and as-
sists the Secretary {n the preparation of
regulations for, and as to policy matters
artsing with respect to, the administra.
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tion of this program. Reviews applica-
tions for grants under title IX, and rec-
ommends (0 the Secretary with respect
to approval of applications for and the
amounts of grants under thia title.

Agenda. The Counctl will hear reporta
and other business discussed by the Di-
rector. Regional Medical Programs Serv-
ice, regarding the administration of this
program, and this portion of the meeting
shall be open to the public. The remaln-
ing portion of the meeting will be for the
review of grant applications, and will not
be open to the public In accordance with
the determination by the Acting Admin.
istrator, Health Bervices and Mental
Health Administration, pursuant to the
provisions of Public Law 02463, section
10(a) €2),

Comumities Type of meeting
tarme Data, time, place sndjor
cootact persos
NIME Pob. 7-8,2 Open. Contsct Mz,
Communl. .., Coa- dwin M. Long,
calions erence Room Room 138-108,
Advisory 14-108, Pasrk. Pauilawn Blds.,
Comumittee lewn Bldg, 3600 Flahers
5600 Flahers Lane, Rocknille,
Lene. Rock. Md., Code
ile, Md. 301 ~—443-3783.

Purpose. Advises, consults with, and
makes recommendations to the Director,
National Institute of Mental Health, on
matters of general policy concerning the
flelds of mental heaith, sclentific and
public informatfon, communications, and
public heaith educatton.

Agenda. Agenda items will Include &
report on stafl activities and considera-
tion of special projects. The Committee
will discuss the Child Mental Health In-
formation Interchange, the Tenth Anni-
versary of Community Mental Health
Centers, and the Future Role of the Com«
mittee.

Commitiee
usne

T ype of meeting
Duts, time, place

Rencarch Fob. -1, 9 Closed. Contact
Sclentist e.m., Center Dr. Mary R.
Derrlopmant  for Advanced Mawoeth, Ronmm
Review tudy in the 12 ', Parklawn
Cormmultee. Nehaviorsl Mg, 3600

Nclencas, Palo Fishers Lane,
Alw, Caut. Roekville. Md.,
Code 301 —+40—4347.

Purpose. Reviews applications for the
Research Scientist Development Awards
for support of additional training or ex-
perience of behavioral scientists to de-
velop thetr full capacities for careers de-
voted to resesrch, and the Research
Scientist Awards. Makes recommenda-
tions on these programs to the Division
of Manpower and Training Programa,
National Institute of Mental Health, and
the National Advisory Mental Health
Counctl,

Agenda. The Commitiee will be per-
forming review of grant applications for
Federal assistance and will not be open
to the public, In accordance with the
determination by the Acting Adminis-
trator, Heslth Services and Mental
Health Administration, pursuant to
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the provisions of Public Law 32483 sec-
tion 10€(a) (2.

Iterns [or discussionn are subject '3
change due to priorities ay directed by
the President of the United Stales. or
the Secretary of Health, Btucauon, and
Weifare,

A roster of members may be obtained
from the contact person lsted above,

Duated: Japuary 23, 1973.
Aorew J, Canpovat,
Acting Associate Administrator
for Management, Heglth
Services and Mental Heglith
Admintstration.

["R Doc.73-1690 Plled 1-20-73;8:48 am)}

OfMite of the Secretsary

HEALTH SERVICES AND MENTAL HEALTH
ADMINISTRATION

Statement of Qrganization, Functions, and
Delegations of Authority

Part 3 (Health Bervices and Mental
Health Administration) of the statement
of organization, functions, and delega.
tions of authority for the Department of
Health, Education, and Welfare (33 FR
15953, October 30, 1968), as amended. s
hereby amended with regard to section
3-20, organization and functions, as
tolliows:

In Chapter 3A-00 (Ofice of the Admin-
{strator), section 3A17 entitled "Office
of Information (JAL17)" s being amended
in order to change the name of the office,
broaden ita activities, and transter to
it the printing and distributlon functions
from the Office of Procurement and Ma-
teriel Management (3A1905). The above
changes require a complete replacement
of section 3A17, as follows:

Office of Communications and Public
Afairs (3A17). Plans, directs, and co-
ordinates the sclientific communicationas,
technical Information, and health infor-
mation/education activities of the
Health Services and Mental Health Ad-
ministration. Specifically: (1) Deter-
mines policies related to external and
internal publie affalrs and communica-
tions activities: (2) plans and carries
out all such activities for the guidance
of communications and public affalrs
activitles throughout the Administra-
tion: () identifles program areas and
population groups requiring speclal em-
phasis In health education and provides
guidance, assistance. and support to such
special efforts; (4) coordinates =all
HSMHA sclentific and technical Infor-
matlon programs, (ncluding cleartng-
houses, libraries, and specialized infor-
mation centery; () establishes operating
procedures for the orderly and exped!-
tious processing and dissemination of
information/education materials; (6
performs a concept-review and cvalua-
tion function of all such matertials (films,
radio and television materials, publica-
tions, magazine articles, news fealwres,
exhibits, etc.) to ensure that informa-
tion/education projects are supportive
of program guidellnes for major com-
munications activities, and provides ad-
ministrative management support to
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