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All Members of PVC/VCM Mailing List

Letter Highlight

The National Institute of Occu-
pational Safety and Health is re-

investigating the health aspects of
vinyl chloride to bring its criteria
document up to date.

Ladies and Gentlemen:

We are taking advantage of the attached mailing to
distribute to you a copy of the Notice that appeared in the
July 29, 1976 edition of the Federal Register regarding the
National Institute of Occupational Safety and Health's (NIOSH)
request for additional information on vinyl chloride.

Yﬂ*“””f#”ﬂigzthough the Notice only requests the submission
_ of new information regarding vinyl chloride so that the
criteria document can be updated, we have just learned that

NIOSH is actually going beyond the mere request for infor-
7~J&f mation and 15 Sending investigators into plants as well.

}h . TUlitimately, all the information 1t accumulates will be used
to determine whether the Vinyl Chloride Standard should be

revised.

Obviously, this is another area that we must follow

closely.

Cordially yours,

Enclosure

GENCO016825
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employment. Section 22(¢) of the Act,
authorizes the WNational Institute for
Occupational Saflety and Health
INIOSH) to develop recommended oc-

‘cupational safety and health standards

(criteria documents) and to perform ali
funetions of the Secetary of Ilealth,
Education, and Welfare, unger seclions
20 and 21 of the Act. Since 1972, N1OSH
has developed and forwarded to the
Assistant Secretary for Labor criteria
documents on more than 30 subjects.
Published and unpublished informartion
relating to many of the criteria docu—
ments which were published during 1972~
1974 has increased at such a rate that
NIOSH must now consider an update
of the following 13 criteria docunents:
Criterla Documents: GPO Number
Hot Environments 1733-00010
Caron Monoxide 1733-000086
Noise 1%33—00007
Uptraviolet Radiation. -1733-00012
Ivorganic Lead 1733-00013
Coke Ovens.__. 1733-00015
Toluene _...__. 1733-00019
Irorganic Mereury 1733-00022
Viny. Chloride (Noi avatlable
froni1 GFO)
1733-00034
17733-00036
1733-00044
(Not available
from GPQ)

Each cniteria document ineludes among
other items =21 evaluation of available
information relative to the areas listed
below.

Any person having new information
or data in any of the areas.listed below,
or ini other arcas considered relevant to
the establishment of a safe and health-
ful occupational environment involving
these agents ix requested to submit such
infoimation, with accompanying docu-
merntation to tl.¢ Director, Division of
Criteria Documentation and Standards
Deveiopment, (FEpERAL REGISTER Notice
No. 6,, NIQOSH, 5600 Fishers Lane, FPark
Building, Room 3-18, Rockville, MD
20852, within 30 days.

1. Establishment of safe occupational
environmental levels for such agents in-
cluding levels for acute and chronie
exposure to airborne concentrations of
the chemical agents as well as safe prac-
tices concerning direct contact with such
agents.

2. Establishment of biologie stand-
ards, L.e, the levels of such agents, me-
tabolites, or other effects of exposure
which may be present within man with-
out his suffering ill eflects taking into
consideration (a2 the correlation of air-
borne concentrations of, and extent of
exposure to, such subsiances with ef-
fects on specific Liologie systems of man
such as the circulatory, respiratory. uri-
nary, and nerivous system, ang (b) the
analytical methods for determining the
amount of the substance whielh may be
present with.n man.

3. Enpineening controls, including ven-
tilation, environmental temperature, hu-
midity, and housckeeping and sanmtation
procedures, with attention to the tech-
nological feasibility of such controls.

4. Speclfications for the conditions
under which personal protective devices
should be required.

Sulfurie Acid
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5. AMethods, including instruments, for,
air sampling and sample analysis oisth
chemical agents and methods of mea-
suring levels of exposure to the physical
agents.

6. The need for medical examinations
for workers exposed to such agents, the
frequency of such exanunations. and the
specific diagnostic tests which should Le
used and the rationale of their selection.

7. Work practices or procedures which
may be instituted for centrol of the work-
place environment in normal operations -
and those which may be instituted when

occupational environmental levels are
temporarily exceeded or whiere peak con-
centrations of chemieal agents im man
are reached.

8. The types of reccrds concerning oc-
cupational exposure to suci agents thai
employers should be required to main-
tain.

9. Warning devices and labels wlhich
should be required for the px evention of
occupational  disenses nd hazar’e
caused by such agents.

All information received concerning
these substances, except that informa-
tion which is trade secret and protectec
by Secction 15 of the Act, will be avail-
able for public inspection at the fore-
going address.

Dated: July 20, 1876,

Enpwarp J. Balerg,
Acting Director, National Insti-
tute for QOccupational Safety
and Health,

{FR Doc.76-21606 Filed 7-28-76,8.45 am,

* Food and Drug Administration
{Docket No, 76N-0249; DESI 9295

BUCLIZINE HYDROCHLCRIDE FCR
ORAL ADMINISTRATION

Drugs far Human Use; Drug Efficacy Study
Implementztion; Followup Notice and
Oppartunity for Hearing

In a notice (DESI 9295: Docket No,
FDC-I-302 (now Docket No. T6N-0249))
published in the Frperal REGISTER of
LIarch 9, 1971 (36 FR 4558), as amended
by 2 notice published in the FEpERAL
RecIsTER of March 13, 1975 (40 F:t
11794), the Food and Diug Administra-
tion annournced its conclusions that the
drug products described below are ()
effective for thie management of nausca,
vomiting, and dizziness associated with
motion xzickness; (2) lacking substantial
evidence of effectiveness for the follov -
ing claims: “Conditions in which emo-
tional stress is a complicating or causa-
tive factor such as essenual hyperten-
sion, sterility, hyperkinesia, palpitation,
cramps, hyperhidrosis, tremor, headache,
and insomnia’™; *Additionz)l antihista-
minic, antizauseant, antimotion sick-
ness, and hypotensive properties make it
a unique compound in the field of non-
phenothuazine tranquilizers”; and for the
relief of bronchial asthma; and (3) pos-
sibly cfective for its other laheled indl-
cations, including vertigo. The AMarch 9,
1971 notice also offered an opportunity
for a hearing concerning the indications
concluded at that time to lack substantial
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cevidence «f « lectiveness. No peraon has
submitied any data insupport of the ',::m-
sibly effec o indications, and (hese i
Gications ..r¢ .;ow reciass:ified as l:‘-.cl—:i:'.g
subsnantihl <, dence of eflectiveness Thus
stice offer. .n opporamty for o ngars
m;z concerniiag those 1. 1c:.:.0~1.~ :::‘.i COts
forth the -corJitiens tor maraer™. L
arug prowuets for the mdicaio .. for
w mcn they conunue Lo be rega:ded as
a:fective. Persons who wishh to requost a
Iearing may o so on or belfore Auzui 23,
1976,
The notic> that follows does not per-
*r-in to th. indieations stated n the
NMarch 9, 1671 notiee te lack suosianiial
ov idence of effectivenc:3. No perscn re~
niested @ hearing concerning them.
tey are no longer allowable i loodl
ny such preduct lakeled for those !
-ations is sub,ccn Lo regulaiory ﬂc..c.u
NDA  9-245 Vibazine Hydr.
\bleta conta. ‘1" buclizinte hydroo.
n.  vled by Pigzer Labor
r. Inc, 233 E 42¢

Bue
hLsars
zloncf 1.CUT., Uas .
3411 S.lverside 1w, Wi

aeenlly B
.afeurnical-
ne., P.Q. Hox 731,
mington. Dz %497,
3. NDA 11- “h; Seftra:. Tanlets conininin,
maclizine hvdreehloride; pre' 10Lsly merceted
oy Stuart Poaceuticenls

In a not.re publisitec inn tiie FEDiFa.
LEGISTER of February 2, 19572 .2& Fi.
3208), the approval of NDA 11-476 for
Softran Tablets was withdrawn on v
groud of .axldre to submut regu.red re-
norts under section 505(j) of the Feder..
Tuod, Drug a.d Cosraetic Act (21 UsC
255())). Ad tae time that notice wis pub-
Lahaod, no Laaal conclusions cond BEAT. RN
possibly efifective indications liad bees
reached. Tl.ose conclisions have non
-een reached, and the purpose .. ...cluz-
img Softran t(buclizine hydrocblorize
Tablets (NDA 11-378, 1n this notice =
o inform zll mterested persors of such:
cenclusions and offer from the cporiu-
nity to request a hearng concerning it
issues relaurnz to its legal status

Such drugs are regarded 2as nic
(21 U.S.C. 321(p)). Supplemen.-. .
drug applcations are required -
the lubein v and to update | .
approved .., ..cations providing ..
drugs. Au .oroved new drug ammu Sl
is ar1equize.. ot for marketing . 1 Grug
products,

In addition to the holder(s, of the new
drug application(s) speciically n.m.ecl
aoove, this nctice applies to 2il SeTson
who manulacture or distribute a cdruz
product, not the subject of an appros eu
new drug application, that is idenuceal
related, or similar - tw a drug procalt
named above, as definad in 21 CFR 210.6
It {s the responsibility of every dru; mien-
ufacturer or disiributor to reviern thus
notice to dewgitnine whether it covers al -
drug product he manufactures or da oo
utes. ANy Ler0onl may request an oosai-
fon of the applicabliity of tis nouce
10 a specific drug product he manufaz-
tures or distrnbutes that may be ldent-
cal, related, or similar to a drug precdus’
named i this nolee by wiiting w Ui
Food and Drug Administration, Buresu
of Drugs, Division of Drug Labeling Comni-

29, 1976
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