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FDA INQUIRY --

' Attached for your review is a publish request from
FDA on the subject, Were you aware of this problem?

Perhaps we should discuss this before any action is
taken.
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Number 47377 New Developments 41,519
3972 FDA Notice

.11 40,6231 Food and Drug- Administration Proposed Regulation. Dated Febmry s,
1972. Published in 37 F. R, 3644, February 18, 1972, o «n

Food ‘Standarde—Soda Water—Edible Vegetable Oils—OQOptional lnzrcdlents—PEo-
posal.—A proposal to amend the standard of 1dcnhty for soda water to provide for the
use of cdible vegetable oils as optional ingredients in clouding agents and as carriefs
for flavoring agents has been issued by the Food and Drug Administration. Vlcws and

“used in soda water.

comments may be filed by April 1R, 1972,
See FDC Act §401, Food volume, § 51,051,

-« Notice is given that a petition lias Leen
filed by the Aromatics International Manu-
facturing Co., Inc, Atlanta, Ga. 30331,
propasing that the standard of identity for
soda water (21 CHR 31.1) be amended to
pravide for the use of edible vegetahie oils
as optional ingredients in clouding agents
and as carriers for. flavoring ingredients

Grounds given in support of the petition

[ ‘s "
. . . Ce
- ’xv']
‘ducing agents and as carriers for ﬂavonng
ingredients used in soda water. | 1

Pursuant to provisions of the Federll
Food, Drug, and Cosmetic Act (secs. 401,
701, 52 Stat. 1046, 1055, as amended, .70
Stat. 919, 72 Stai. 948 21 U. S. C 341 31})
and in accordance with authority delegated
to the Commissioner of Food and Dmgs
(21 CFR 2.120), interested persons are in-
vited to submit their views in writing

are (1) That there is a need for a sale | (preferably in quintuplicate) regarding this RO
substitute for brominated vegetable oils | proposal within 60 days [April 18, 1972} B A (‘f’i:"
which arc no longer permitted to be used | alter its date of FentraL REGisTER publica- o . A
in soda water in quantity sufficient to pro- | tion. Such vicws and comments should be Py g % ¥
duce the clouding effect desired and (2) | addressed to the Hearing Clerk, Depart- R
that there is a need for an additional safe, | ment of Health, Education, and Weéllare, R
edible, relatively flavorless carrier for flavor- | Room' 6-88, 5600 Fishers Lane; Rockville, Y B
ing. Md.. 20852, and may be accompanied by a : . .
Accordingly, it is proposed that §31.1 mcmorand.um or brief in support thereof. i
(21 CFR 31.1) be amcuded to provide for Received comments may be seen in the -
the optional use of edible vegetable oils | above office during working hours, Monday %
as cmulsifying, stabilizing, or viscosity-pro- through Fnday { .
- - ' DA .t
mwszn Fobd and Drug Admmlltntion Reqgnest for Data. Duted Fem - Co
1972. Published in 37'F, R, 3780, Pebruary 19, 1972, - - T
Hazardous Substnnces—-—Palnts and Coatings .Containing Heavy Metalr—Requett for R
Data.—Paint manufacturcrs have been asked hy the Food and Drug Administration to -
submit analyses of their interior and general purpose exterior paints and of those pamts wo ot
and coatings applied for use on toys and other children's items and on household items S ¢
accessible to children. The FDA statcd that such data would be of value in preparing Soe
a final order based:ion proposals made by the agency (see §40.571). and by a group of o i 5;
private citizens {(sce §40,572) that ccrtain heavy.metals-containing paints he designated ) o

as hazardous substances. Manufaclurers were rcquested to state the total amount of each
named heavy metal ‘present in the dried paint products, the method used for such
determination, the amount of those metals intentionally added, the reason for such
addition, and current labels for each analyzed product, The data should be submitted by
April 7, 1972,

cc Hazardous Substances Act §§ 2(f) (1)(A), 2(q)(l)(‘A) and 3(a)'and (b), Federal
volume, [ 9061, 9083, 9091, and 9093.

In the Feprrart Reister of November 2.
1971 (36 F. R. 20985), the Commissioner
of Food and. Drugs proposcd that certain
paints and other surface-coatings contain-
ing heavy metals be declared hazardous
substances that require special labeling for
child protection. In the same issue of the
Feperal REgtsTER, (36 Fo: R, 20986), the

Food Drug Cosmetic Law Reports . ’,

Commns:oner publuhed & pelition sub-
mitted by Joseph A. Page rt al., proposing
to classify as hanned hazardous substances
paints which are for household use and
cohtain more than minute traces of lead.
Interested persons were allowed 60 days to
file written c¢omments un!dm( |hese

proposals. = -
: 140.824




41.520

By a letter dated February 2, 1972, peti-
tioners requested that the Conunissioner
ask paint companies to submit certified
analy«'s of their product lines “{in] order
to assist in resolution of the. arpument of
technical incapacity that the paint industry
is making * * *” 1In consideration of this
request and in view of the numerous con-
flicting and apparently irreconcilable com-
ments received in response td the above
proposals, the Commissioner coneludes that
such data would be of valnc in prep:nng
thc final order.

‘Therefore, the Commissioner hereby re-
qtiests “ that  all manufacturers of paint
and/or other surface-coatings submit the
following information for their interior and
general purpose exterior paints and for
those paints and coatings ‘which are sup-
plicd to industry for use on'toys and other
children's: articles as well as furniture and
other housclinld articles which maly he
accessible to children:

1. The total amount of cach of the heavy
metals lead, antimony, arsenic, barium,
cadmiuny, mercury, and sclenium (all_ cal-

New Developmonts
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Number 73«78
3.7.72

culated as the metal) present in the con-
tained solids. or dried paint film togéther
with identification of the quantitative mcthod
used for such dcl‘ermmatlon’

2. H barium is present, the. perccntagc
of the total harium which is water soluble
baritm (calculatcd as,the metal);

3. The . .amount, if any, of cach of the
ahove heavy mctah that was intentionally
added ‘to- the ‘product together with thc
rcason for such addition; and

‘4. . Ay current label for ea:h analyzed
product.

Y'roducts should bc tested for the speci-
fiedd ieavy metals by any generally accepted
quantitative method having a sensitivity of
at least 0.01 percent of the mictal in the
contained solids or dried pamc film and a
reproducibility of plus or minus 10 pcrcent
of the' pamcuhr metal, -

The rcqucslcd ‘data should be submilted
by April 7, 1972, to the Burean of Product
Salety, 5401 Westbard Avenuc, Bethesda,
Maryland 20016.

[740,625] Department of Hcalth, Educatlon and’ Welfare Memoranda Regarding
Human Drug Biological Products. Dated February. 18, 1972. Published in 31 F. R. 4004.

February 25, 1972,

S

Administration—Human Drug Biological Products—Redelegatlon of Authority—
Jurdsdiction of FDA and DRS.—The responsibility for the regulation of human drug
biological products wider the .FDC. Act has bren redelegated from the Assistant

Sccretary for Tlealth and Scicntific  Affairs,

Department of Health, . Fducation .and

Welfare, concurrently to the Food and Drug Adnumstrauon and to the National Institutes

of }Icallh Division of Biologics Standards,

A niemorandum of understanding between

the two apencics provides that regulitions pertaining: only’ to biologicals will -he

promulgated by the DBS, with FDA approval.

AWl regitlations issucd by the FDA

tegarding human drups will Apply to biologicals. The DRS will have primary responsi-
bility for enforcing the FDC Act with respect to biologiéals. The FDA will not énforce

the'Act reparding such products unless requesicd to do 50’ by the DRBS."

In -emergency

situations involving the protection of the public from danger td life or health, DBS will

ask the FDA to remove the biological product involved from ‘the market:

The agreement

dlso provides for information mtcrch;mgcs betwéen thc two lgencnc& :
Scc Public Health Service Act 5351 and I‘DC Act. !902 cheral volume, {1170

and 2275.

« t  [Redelcgation of Authority}

The following authority delegated to the
Assistant Sccretary for Health and Scien-
tific. Affairs hy the- Sccretary of Health,
Education, and Welfare under section 6 of
Reorganization Plan No. 1 of 1953 aud scc-
tion 2 of Reorganization Plan No. 3 of 1966
is hereby redelemated to the Commissioner
of : Food and Drugs and the Director,
National Institutes of Health, as follows: '

4 40,625

. 1. Effective this date, cach of you is
hereby concurrently redelegated. the au-
thority vested in me to administer, enforce,
and apply all applicablé provisions-of the
Federal Food, Drug and Cosmetic Act, as
amended, with ‘respect to those human drugs
that are biologica! products as defined in,
and subjéct to licensing under, section 351
of the Public ' Health . Scrvice Act, as
amended (42 U. S. C.262) and the regu-
lations thereuhder, 42 CFR Part 73.
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