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A, G, Lngstxom January 11, 1973 W. Kirkwood Relley 32
Clovalnnd cey Donald Koese) = Tonta

L et TN Jira Johneon =~ ﬂinnanpolia
‘-.\ ‘\} J. G. Kingston - DPJRC
HEAYY MTTALS - /STATUS UNDER CURRENT REQULATIONS

There ara twn brosd alasass nf vean to ba covared - food packaming and
protecizive/dacorntiva enatinga., Faod packagion materials urually coma
under VoA vepnlations ard the oely mafa procsduva fox matals pach as
lead, e-dotam apd aelentim fa to establinh that there {8 no igeation

tn thn Jood andar the rpecifiie nan enntitiona, Yf there 48 no migration,
thim (ha perkesing matexial 48 not o ford additfve and 4~ not auhjsct to

<he ¥iuh Indirect additivan vepadntionn, Jf tha prelreing matariel o to

L3 vand faoa plant anviae USADA dnspaction, §r fn nacaaeary to obtain spproval
dron el Aniwal and Pondfivy JInnl0h Inspactdon Savvies (ATNING foimarly knotm
28 UID or MIS) far each ap~rifle prodnnt ped wnn,  Tha sams dats 48 roquirel

Lo support a no migration poaftion, and tha data pmat e pubmitted to USDPA
for review,

Tha uga of the syhjnrt heavy marnla in protective/lacorative coxtinpy 1s
teivg gueastfonad undar tha provisiens nf tha Feldaral Verardous Subatences Act,
Tozazrly bnova es the Frdara) Napardousr Suhirtancas Laheling Act, While many
othay nehetrnean ava hotng vranrded with anapiaton, atteontion has focused

it Ller akala, pavticular)y rareury and Jead, The heavy metals referred to
g theea Adeatified and enops e dn an Wadngery ppeef fleation (ANST 766,1-1904 -
Goat Le,a £rom nuefacna chdeh vight ha ebamnst by chitdrvan), Tha surfress nea
those of ehildreanta friunttara, tova rmd Interdara 0 dvatliogs, The dry £film
201490 ehal) eonrain nal rooxa than 17 1ande phal) contpin not mora than 0,067,
tatal of Sh, As, C3, lla ard Sas ol ahiall wob cortain Pa cormpoundas of which
tha vater solubla Aa contart: nveeade 17 of thn toral Pa,  The portlon of this
atandard relnaring to Iesd coatent of 1% roximm §p chaoleta and s pre~erpted
by the PDPA ragalation, Sack{on 191.9 spectfying 0.5) maninum for Jead,

Thera are na really unahla FMA reanlationa yelating ta pagy of thess matals
In eoutnet with £ood, Ona pigadficant patition ban bren filed on saleniun
Ly Clin Amarinan Prad Moonfacturara Amsocistion on Jupa 17, 1971, This petition

Iesathan 1 ppm,
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POA pelibdehed a opropopal en Novewhor 2, 1971 for spacial labalinrp of pnfute
coubc oo () vora then 0,51 Jeady or (b) more than 0,057 of o~ An, €1, No,
gy ow (e) viih wator eolnbla Ra contant: above 1% of Ehe toeal ', Also an
V\V"U“r 2, 1971, a preftion by A enmaumar grovp was publishad ast ing to have
Plscoatataiog pnintn avd other materiain Tanned as hnravdons ruhstranren,

Ua Bebraury 19, U572, ¥DA prbltnhied & xegquest for data on tha nneontis of bracy
SLady In pnjntn hninn un~d on rurfaccg deceaaihle tn childran, Tt waz ans

= w1 theet phta pasnnael vrg pade bacauna TPA dLd not hove suiéflcient In.
oty eI ehie o vrite s yepulaifon,  The Matieanl Taint sl tostiros
viziebden syl aesrervot oehiar fynda ovpantentdapn had Beap dn pontonk with

st following tha Yingre-hey 2, 127} [)v'fyiﬂ-‘ﬂtix'w1 el Biod wlyan A phey Tanaldf o

of plane to obtintu tpfoeeter sy oo puelor of the pauy sataka 4o edipg o0

of thase relepxrd ta nhage,  foon Anllvidieal fivma had aleo o ond DA thot

Canimal studies vnve conteepintad pnd vonled yoquive romn time o conplate,

On Macch 11, 172, i7ith o015 vind the findingn on the tuo Hovsehoe 20 1971
proposals and ntated that focthay inforeation 3a vemnired bafore a fin=)
oxday e¢nn ke writtan raparding tha uge in peiets of the motals otber then
load, A swendnont: ro Sectiion 1701,.9 was Includel hinundog, palntn conteining
vore then 0,57 Jead effective Tanuary 1, 1973 and patuta conteining more
thai Q,007 lead effoctive Jonuary 1, 1974,

a pagnet 11, 1972, FRA published A anmmary of comasuba received on bhe
e 11, 1972 order and concludad rhak fhe effective dnte of tha prragroph
velotderg to the 0,067, lead ghonid ba stayed and wenld bo tha pubject of a
copacate doenment at g later dote,  thus jfav, no auch documsnt has boen
gubliehad ant we Ao not crpact ary for ef lepat n wear,

On Docenber 5, 1972, ¥pA published the propoand examptiion for aeven clagaen
of patnra an reguestnsd by VoA el plse publdched the raxt ot the petition
submiitad by BFCA,  The Iatast actlon by TPA ds 2 prepoced exerption on
Jonary &, 1973 whiech coneva nrtintts paintg and related watevinls ag the
clputlhy elarg axemptad firo the Mareh 11, 172 oxday,

Tua abova coverg the irportant Aaysaloprnonta and yod'will note that at presont .
thora ara no specifie repulaciong othar than thosa on Jead and parcury, e

do oviact A ragelation aimtlarv o ANAT 766,1~1964 but not for soma time,

poiinps @ yanr, Vhen the proposal ia fnreaerd, we holjcsa tliat theve will he
vaguosts for exemption of certoin clanpna of painia end fox nxLloL A pntnLa.

Coples of tha FPA repulatincpa and propoeals mant!nnpd ahoun e p(rnchod
Pleasa give me a call if there im any geention on any nf the aboeun,

Tieb A, Q, Fngstrom
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N .. . wvidee or other publie procedure has
* Mo oreet ed promulgation of the fore-

E.u ng rul. since it is found that the giv-

in, of such notice would prevent, the due

. ' and tlmely asdmintstration of the

Packers and Stockyards Act and woulq,

therefore, be impracticable and contrary

1o the public interests. There 1S no legal

warrant or jusiification for not deposting

" promptly & rtockyard which 1s no longer

vwilthin the definition of that term con-
tatned in the Act,

The foreroing is in the nature of a
rule granting an exemption or relieving
a restriction and, therefore, may he made
effective in Jess than 30 drys nfter publi-
cation in the Froerar RrecisTen. This
notlce shall begome effective upon publi-
cation in the ProerAL REGISTER (0-17-
0.

(42 E1at, 150, ax amended and supplemenied;
7 UB.C. 181 e req.)

Done at Warshington, D.C, this 10th
day of June J971.

G. H. Horrer,
Chief, Registrations, Bonds, end
Reports Branclh, Livestocl:
Markcling Division.

IFR Doe.71-8517 Filed 6-18-71;8:50 ain}

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food ond Drug Administralion

AMERICAN FEED MANUFACTURERS
ASSOCIATION, INC,

Notice of Filing of Petition for Food
. Additive Selenlum

Pursuznt Lo provisions of the Federal
Food, Drug, and Cosmctic Act (sec. 409
(b)Y (5), 13 Stat. 1786; 21 U.S.C. 348(h)
(5)), notice is given that a food rddilive
petition (MF 3433V) has been filed by
Americon Feed Manufacturers Associa-
tion, Inc, 1725 K Strect NW., Washing-
ton, D.C, 20008, proposing the cstablish-
ment of a food additive regulation (21
CFR Part 121, Subpart C) to provide for

¢« the safe use, as a nutrient, of selenjum
from sodium selenite or sodium seclenate

- in the feed of chickens, turkeys, and

{ I swine so that the total seletium con- !
¥ tent in complete feed does not exceed !
0.25 part per million jn fecd for chickens

ﬁ and swine or 0.35 part per miltion in fecd

”~

‘ porated into the feed is to he marked to”

\lndic.nte the prescnce of added sc)cnium
in the premix and the finished feed.
v Dated: Junc 4, 1971,
\ Sam D. Fine,
A:sociate Commissioner
Jor Compliance,
[FR Doc.71-8474 Filed 6-18-71;8:46 am)|

No. 1177

., for turkeys, The premix which is incor-»

NOTICES

[DESI 6151]

CERTAIN PREPARATIONS CONTAIN-
ING DIHYPRYLONE OR PIPAZE-
THATE HYDROCHLORIDE

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Adminlstiration
hias evalualed reports received from the
National Academy of Beicnces-National
Research Councll, Drug Fflcacy Study
Group, on the following drups:

1. Sedulon Syrup containing dihypry-
lone and extract of thyme; Roche Lah-
ovntories, Division Hoflmmann-Lalioche,
Inc,, Roche Park, 340 Kingstand Strect,
Nutley, New Jerscy 07110 (MDA 6-151),

2. Theratnss 'Tablets containing pi-
pazcthate hydrochloride; E. . Bquibh
and Bons, 909 Third Avenue, New York,
New York 10022 (NDA 12-820),

BSuch drugs are regarded ns new drugs
(21 US.C. 321(p)). The effeetiveness
classification and mavkeiing status are
deceribed below,

A. Efiectiveness  classification. The
Food end Drne Adiminisiration has cons
sidered the Acardemy’s reports, sas well
a8 other aveilable evidence, and con-
cludes that Lthese drups are possibly ef-
fective for the labeled indications re-
lating to the rcllef of couehs,

B, Markeling stelus. Marvketing of
such drug with Iabeling which recoms-
mends or sugrests its use for indications
for which it has been classified ns pos-
sibly cffcctive may be continued for 6
months as deseribed in paragraphs (d),
(), and (f) of the notice “Conditions for
Mnvketing New Drues Evaluated in Drug
Efficacy Study,” published in the Fro-
rrAl RecisTck July 14, 1970 (35 F.R.
1127,

A copy of the Academy’s report has
been furnished lo each firm referred tn
ahove. Auy other interested person may
ohtanin a copy by request to the Food and
Drug Admtuistration, Press Relations
Offlice (CE-200), 200 C Street 6W,,
Wwashington, D.C. 20204,

Communications forwarded in response
to this aunnuncement should be iden-
tiftcd with the reference number DESI
. 6151, directed to the attention of the
«appmmmtc cftice listed below, and ad-
‘dressed to the Food and Drug Admin-

Histralion, 5600 Fishers Lane, Rockville,
Mar;land 20852;

Sunplcmrnm (identtfy with NDA numbher) :
? Office of Bctentific Evaluation (BD—IOO)
Bureau of Drugs,

Orlginnl new drug nppllcutlnns' Office ot Sci~
entific Evaluation (BD-100), Bureau of
Drugs.

, All other communieations regarding this an-

% nouncement: Drug Efficacy BStudy Imple-
! mentatlon Project Ofice (BD-5), Bureau
'; of Drugs.

This notice is issucd pursuant to the
provisionr of the Federal ¥Food, Drug,
and Cosmelic Act (secs. 502, 505, 52 Stat,

11675
1050-53, as amended; 21 U8.C. 352, 355)
and under the suthority delegaled to the

Commissioner of Food and Dirugs (21
CI'R 2.120),

Dated: May 20,1971,

Sam D. Fing,
Assoclate Commissioner
for Compliance. .

[FR Doc.71-8475 Filed 6-16-71,8:40 sm|

| DEST 8864]

ERYTHROMYCIN TOPICAL .
OINTMENTS

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration hias
evaluated reports recelved from the Na-
tional Academy of Sciences-Nationnl Re-
search  Council, Drug EMcacy EStudy
Group, on the following preparvations of
etythromycein ointment for topical use:

1. Erythrocin 1 Percent QOintiment,
conlaining erythromycin; Abbolt fabo-
ratorics, 1ith and Sheridsn Road, Torth

Chicago, Iliveis 60064 (NDA 50-184).

2. Tiotycin Ointment, containing eryih-
romycin; Fii Lily and Co,, Post Office
Nox 618, Indianapolis, Ind. 46206 (NDA
G0-646).

The Food and Drug Adminlstration
concludes that the above listed drugs are
possibly  effective for thelr laheled
indications,

Preparations containing erythromyein
are subject to the antibiotic ccrtification
procedures pursuant to section 507 of the
Federal Food, Drug, and Cosmetic Act.

To allow applicants time to obtain and
submit date to provide substantial evi-
dence of the eficcliveness of the drugs
in those conditions for which they have
been  evaluated as possibly effective,
batches of these drugs which bear label-
ing with those indieations will be ac-
cepted for release or certification by the
¥ood and Drur Administration for a
period of 6 months after publication of
this announcement in the I'kdrRAL
RECISTER,

‘'To be neeeptable for conclderalion in
support of the eflectiveness of a drug,
any such data must be previously unsuba
mitted, well organized, and include data
from adequate and well-controlled clini-
cal investigations ddentifind for ready
review) as described in § 130.12(0) (5) of
the regulations published in the Frorrat
REGISTER of May 8, 1970 (36 F.R. 7250),
Carefully econducted and documented
clinical studics obtained under uncon-
trolled or partially controlled situations
are not acceptable as a sole basis for the
approval of the clnims of ellectiveness,
but such studies may be considered on
their merits for corroborative support of
efficacy and evidence of safety.

At the end of the 6-month perlod, any
such data will be evaluated to determine
whether there is substantial evidence of
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.be held confidential and a determinn-

tionr s made that a proper showing in
suppe. b of the request has heen made on
the grounds that jts disclpsure could
adversely affect such person by dJsclos-
ing fnformation in the nature of trade
seerelts or commercial or financial in-
formation obtalned from any person and
privileged or coufldential. If it is de-
termined that n proper showing has been
made in support of the request, the ma-
terlal will be held confidentinl; other-
wise, notice will be given of denial ol
such a request and an opportunily af-
forded for withdrawal of the submis-
slon. Requests for confidential treatinent
will be held confidential (7 CFR 1.27
(c)),

Comments on the proposal shoutd
bear a reference Lo the date and page
number, of this issue of the FEepeaaL
REecisrER,

Done at Washington, D.C.,, on Octo-
ber 27, 1971,

KennetH M, MCENROF,
Deputy Administrator, Meat
and Poultry Inspection Program,

"[FR Do0.71-16887 Filed 11-1-71;8:47 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[ 2% CFR Parts 27, 31 }
CERTAIN ORANGE JUICE PRODUCTS

Extension of Time for Filing Comments
on Proposals Regarding Stayed
Identity Standards

'The notice published in the FEbERAL
RrcYSTER 0of September 9, 1971 (36 F.RR.
18098), proposing to revise the stayed
steudards for the diluted oranpe juice
heveranes (§§ 27.120, 27.121, 27.122) and
proposing  establishment of additional
fdentity standards for certain rclated
products, provided for the filing of com~
menls within 60 days after said date.

The Commissioner of Food and Drugs
has recelved & request for a 30-day exten-
ston of such time and, good reason there-
for appearing, the time for filing com-
menis on the subject proposals is herehy
extended to December 8, 1971, Recelved
comments may be scen in the oflice of the
Tlcaring Clerk, Department of Health,
Educatlon, and Welfare, 1toom 6-88, 5600
Fishers Lane, Rockville, Md. 20852, dur-
ing working hours, Monday through
Friday.

This action is taken pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 401, 701, 52 Stat.
1046, 1055, as amended, 70 Stat. 919, 72
Btat. 948; 21 U.B.C. 341, 371) and under

authorlty delegated to the Comumissioner
(21 CFR 2.120).,

Datgd: October 15, 1971,

SaM D, FINE,
«  Associale Commissioner

L Jor Compliance.
" IFR D00.71-15508 Filed 11-1-71;8:45 am]

PROPOSED RULE MAKING

[ 21 CFR Part 14811

COMBINATION DRUG CONTAINING
NEOMYCIN SULFATE AND AMPHO-
TERICIN FOR ORAL USE

Proposed Revocation of Provisions
for Ceilification

In the Teperan Recrisver of July 2,
1970 (35 IR, 10793; DESI 11212), the
Commissloner of Food and Drugs an-
potneed the conclusions of the Food and
Drug Administration following cvatun-
tion of veports received from the National
Academy of Scleneces-National Research
Councll, Drug Eflicacy Study Group, ont &
eortain oral preparation containing nco-
mycin sulfate and nystatin, The drug was
regarded as lacking substantial evidence,
as defined in the Federal ¥ood, Drug,
and Cosmetic Act, that it Is effective as o
fixed combination for iis claimed clinienl
efllect and that each component of the
drug contributes to the total -eficcts
claimed for such drug.

In addition to the sectlon of the nnti-
hiotic drug repulations describing condi-
tions for certification of such prepara-
tlons, anothcr section describes condi-
tions for certification of a related drue,
Funcaizone Tablets, containing ncomyein
sulfate and amphotericin B, An approved
Torm 5 arttibiotic drug application (NDA
€0-514) is held for this drug by E. R.
Squibb & Sons, Iuc,, i Georges Road, New
Brunswick, N.J. 08903.

This product was not reviewed by the
Academy; however, the Food and Drug
Adninistration, having evaluated data
originally filed in support of eflicacy of
this preparation, concludes that there is
r lack of substantial evidenee, as defined
in the Federal Food, Drug, and Cosmetic
Act, that this drug is eflective as a fixed
combination for its claimed clinical ef-
fects, and that each component of the
druy contributes to the total elfects
cleimed for such dir,

Accordingly, the Commissioner con-
cludes that the antibiotie drug reruin-
tions providing for certification ol such
drugs should be revoked.

Therefore, pursunnt to provisions of
the Federal ¥Food, Drug, and Cosmetic
Act (secs. 502, 607, 52 Stat. 1050-51 as
amended, 59 Btat, 463 as amended: 21
U.8.C. 352, 367) and under suthority
deleprated to him (21 CFR 2.120), the
Cominissioner proposes that Part 148i be
amended by revoking § 148145 Ncomy-
cin sulfatcampholericin B tablets.

Interested persons may, within 30 days
after publication hereof in the FEDERAL
Recrster, file with the Heaving Clerk,
Department of Health, Education, and
Wellare, Room 6-88, 5600 Fishers Lane,
Rockville, Md. 20852, written comments
(preferably in quintuplicate) regard-
ing this proposal, Comments may be ae-
companied by a memorandum or briet
in support thereof, Recclved cominents
may be secnt in the above oflice during
working hours, Monday through Friday,

Dated: October 19, 1971,

Sam D. Fing,
Assoclale Commissioner
Jor Campliance.
|FR Do¢.71-16909 Filed 11-1-71;8:45 am}

20985

[ 2y CFR Part 191 ]
HAZARDOUS SUBSTANCES

Proposal To Declare Ceitoin Heavy
Metal-Containing Pcints and Other
Surface-Coatings To Require Spedial
Labeling for Child Prolection

The heavy metnls antimony, avsenic,
cndmium, lead, mercury, scleniun, and
soluble barium may be toxic when in-
gested, even in small amounts. Because
children may chew on intervior and cer-
tain exlerlor residential surfaces and cn
toys and othier children’s articles, the
Commissioner of ¥ood and Irugs con-
cludes that paints and other surface-
coating materlials are hazardous sub-
stances requiring special Inabeling warn-
Ing ngainst their use on such surfaces if
they contain more of these heavy metals
than Is essentinl under good nufactur-
ing practices, or in any cveut Il they
contain more than 0.5 percent lead; or a
total of 0.05 percent of the olher heavy
metals listed above on a dried welght
basls, except for soluble barium which
shall econsiitute no more than 1 percent
of the total barium-present. 'The speeial
labeling to be required shall Include ou
the main panel o eautionary signal word
“warning”, a statcment of the hazard
“Contains . _______.__ ' (the blank
being filled in with the name(s) of the
applicable heavy metal(s)) and justruc-
tions to read carefully the cautionary
information placed on other panel(s)
where located. Existing technology will
permit industry to produce household
paints containing no more of these heavy
metals than is specifled sbove. As new
technology becomes available, the aceept-
able levels nmiay be further reduced in
accordance with good manufacturing
practices.
Although paints containing small
amounts of lead In excess of the pro-
poscd levels may nol be toxic in them-
selves: when considered fn conjunction
with other soiirces of lead it the environ-
ment they constitute a substantial addl-
tion to the body burden that can reason-
ably be avoided through the application
of avallable technology. The Commnils-
sioner has concluded that the scope of
the Federal llazardous Bubstances Act
fully encompasses the question of cumu-
lative toxlicity.
The American National Standards In-
stitute, in its voluntary standard Z686.1,
has specified 8 maximum limit since 1855
of 1 percent lead In paint intended for
use on children’s toys, furniture, or in-
terior surfaces. A 1-percent lead Ievel
was also adopted by Congress in the
Lead-Based Paint Polsoning Prevention
b Act (Ifublic Law 91-695; B4 Stnt. 2078),
\ which is admninistered by the Bureau
of Community Environmental Manage-
‘ment, ITealth S8ervices and Mental Health
!Admlnlstration. ‘That act prohibits the
L use of paint with a lead content above
i 1 percent in resldential structures ¢con-
structed or rehabllitated by the Fedoral
. Government or with Federal assistance,
As an additional margin of safcty, the
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Comuilssloner proposes to reduce the ex-

- posure to lead found acceptable by Con-

gross by ostablishing special lnbeling
requirementa for all housshold paints
containing more than 0.5 percent lead.
. Consideration has been given to the
question of whether paints containing

lead above the level specificd herein

-, should be bunned from Interstate com-

merce, or required to bear spccial lahel-
ing warning of the hazard involved and
giving instructions for safe use, While

. there are numerous reports of serlous

injury and even death resulting fromn the
inpestion of the dried fim of old formu-

~lations of painis containiug high levels

4 bo adequate to pro

of lead, the Cornmissioner §s unaware of
any similar reports as a result of inges-
tion of paints containing 1 percent lead
or less. The Commissioner has therefare
concluded that caytlonary labeling will
e public health
end safety Irom any potential hazards
ussociated with the use of such palnts,
Accordingly, under section 3(a) of the
Federal Hazardous Suhstances Act, the

-, Commisstoner proposes that paints and
other surface-coatlng matcrinls be de-

clared to be hazardous substances (as
defined in section 2(DH (1) (A) of the
Act) that require special labeling as
spocified herein if such paints and other
surface-coatinng materials contain, on a

“.dried weight basts, more than 05 per-

" cent lead; or a total of more than 0.05

percent antimony, arsenic, cndmnium,
mercury, or selenium; or soluble barium
in excess of 1 percent of the total barium
present. Finalization of the regulations
proposed hcreln, In conjunction with
soction 2(q) (1) (A) of the Federal Hagz-
ardous 8ubstances Act, will have the
additional effect of automatically ban-
ning any toy or other article Intended for
use by childven which is produced after
effeclive date of these regulations and
which bears such paint or other surface-
coating material,

Therefore, pursuant to provistons of
the Federal Hazerdous Suhstances Act
(secs. 2(D(D (B), 2(q) (1) (A), 3(a),
and 3(b), 74 Stat. 372, 374-375 as
amended, 80 8tat. 1304; 15 U.8.C. 1201,
1262), and the Federal Foud, Drup, and
Cosmetic Act (sec. 701, 62 Stat. 1065-56
as amended; 21 U.8.C. 371),.and under
authority delepnted to him (21 CFR
2.120), the Cominissioner proposes that
& new subparagraph be added to § 1916
(a) and that A new subparagraph be
added to § 191.7(h), as follows:

$191.5 Products declared to bhe hazard.
ous suhstances under section $(a) of

the act.
(a) The Commissioner finds that the
following articles are hazardous sub-

stances within the meaning of the act

because they are capable of causing sub-
stantial personal injury or substantial
illness during or as a proximate result
of any customary or reasonably foresee-
able handling or use:

- . - . *
(2) Paint and other surface-conting

materials, produced or shipped in inter-
state commerce nfier the effective date of

RRAARE

Ty

PROPOSED RULE' MAKING

this regulation, containing any of the
heavy metals specified below at & level
excecding that which {8 essential under
good mamifacturing practices or in any
event containing amounts of such heavy
metals as follows:

1) Lead compounds of which the lead
content (cnlculated as the metal) is in
excess of 0.5 percent of the total weight
of the contained sollds or dried paint
filn; or

iy Antimony, arscufe, cadmium, mer-
cury, and selenfum of which the metal
content Individually or in total (caleu-
lated ns the metal) exceeds 0.05 percent
of the total welght of the contained solids
or dried paint film; or

(1) Barium coripounds of which the
water soluble barlum (calculated as the
metal) exceods 1 percent of the total
bartum present.

§ 191.7 Produetarequiring speciad Iahel-
ing under section 3(h) of the act,
. » L] - .

(b) The Commissioner finds that
these substances present special hazards
and that the labeling required by sectlon
2(py (1) of the act Is not adequate for
the protection of the publie health. Un-
der seclion 3(h) of the act the follow-
Ing specific label statements are decmed
necessary to supplement the labeling re-
quired by sectlon 2(p) (1) of the act:

* * * L] »

() Paint and other surface-coating
materials declared to be hazardous un-
der § 101.5(a)(2) shall bear on the main
panel of thelr label, in addition to the
requiremicuts of §191.101(a), the state-
ment “contnins _____._.____ *, the blank
being fillnd in with the name of each
heavy meatal present in the amount spe-
cified In §191.5(a)(2), Buch paint and
othier surface-coating mnicrials shall
also bear on thelr labeling the signal
word “Warning,” and the [following
additional statement or its practical
equivalent:

“Contalos oo __._...

Dried film of this palnt may be harmful
1f caten or chewed,

Do nat apply on toys and other chlidren’s
articles, furniture, or Interlor gurfaces of any
dwelling or facitity which miay be occupled
or used by children.

Do not npply on those exterior surtaces of
dwelling units, such as windoweills, porches,
stairs, or raillngs, to which childrenn may be
commonty exporied.

Keep out of the reach of children”

the blank belng fllled in with the name
of each henvy metal present in the
amount gpecified in § 191.5(a) (2),

Interested persons may, within 60 days
after publication hercof in the ¥Fenerat
REGISTER, flle with the Hearing Clerk,
Department of Health, Educatlon, and
Weltare, Room 6-88, 5600 Fishers Lane,
Nockville, M, 20852, written comments
(preferebly In quintuplicate) regarding
this proposal. Coinments may be accom-
panied by a memorandum or brief in sup-
port thereof, Recelved comments may he
seen In the above ofiice during working
hours, Monday through Friday.

20496

Dated: October 28, 1871,

CuARLES C. KDWARDS,
Commissioner o] Food and Drugs.

[FR Doc.71~16901 Filed 11-1~71;8:62 am]
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{21 CFR Port 1911
BANNED HAZARDOUS SUBSTANCES

Prapasal To Classify Paints Containing
More Than Minute Traces of Lead

The Commissioner of Food and Drugy
has recelved a petition, submitied pur-
suant to section 701(e) (1) (B) of the
Federal Food, Drug. and Cosimetic Act
(21 U.8.C. 371(¢e) (1) (J3)), proposing the
issuance of a regulation under scctions
2(q) (1) (B)Y and 3(8)(2) of the Fed+
ernl Hazardous Substances Act (15 U.8.C,
1261, 1262) classifylng as banneqd haze
ardous substonces paint for houscliold
use containing more than minute traces
of lead. .

The petitloners are Joscph A, Page, As-
socinte Professor at Georgetown Uni-
versity Law Center, Anthouy L. Young,
student, Mary Win O'Brien, student,
Wwilllam F, Ryan, U.8. Congreisman,
Jack Newfield, author, and Edmund O.
Rothschild, M.D.

The petitioners propose that § 191.8(a)
of the hazardous substances regulations
be amended by adding thereto a new sub-
paragraph (§ 191.9(n) (8)), as follows:

8§ 191.9 Banned haznrdous substances.

(r) Under the authority of scction
2(q) (1) (B) of the act, the Commissioner
decinres as banned hazardous substances
the following nrticles because they pos-
sess such a degree of hazard that ade-
quate cautionary labeling cannot be
written and the publle health and safety
can be rerved only by keceping such
articles out of interstate cominerce:

] . ? * .

(6) Paint containlug lead, except for
minute traces which no reasonable man-
ufacturer could preclude from his prod-
uct, as measured by the atomic absorb-
ence method, intended for interior or
extcrior use, and packaged in a form
suitable for use in the household as
delined by § 101.1(e). .

The following s the statement of
grounds as presented in the petition:

BTATEMENT OP THE Grounps UroN WHICK
PETITIONERS RELY FOR THE ISSBUANCR OF
THE REGULATION ,

Human experience has establishad that
mnmerous Infants and young children have
plen (habltual eating of nonfood substances).
Human experience hoas also estnblished that
ingestion by children of flakes from lead
based paint causes lead pofsoning, the con-
scquences of which include death, encepha-
lopathy, neuromuscular eftects, interference
with the development of red blood cells, and
au abnormal syndrome characterized by colle,
anorexia and malalse, DIIEW, PHS, Bureau of
Commuutty Invironmental Management,
“Control of Lend Polsoning In Children.”
Prepublication Draft, at I-1 (December 1070).

It 1s widely known that the adult system
absorhs the dally fntake of lend at the rate
of 10 pereent. Chlgolm, J. Jullan, “Sclentifie
Americon’ (February 1971). Thus, sssuming
the rate of absarption to be the same in
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"chlldren s chlld with plea Ingesting 1 gram
» of lead based palnt (1 percent lead by ANSI
. standard Z38.1) dally will jntake 10,000 mi~

crograms of lead of which 1,000 micrograms
wiil he absorbed. In addition ta direct in-
gostion by eating flaking paint, a child wlll
be exposed to from 14 to 209 micrograms of
lend from other environmental solirces.
Engel, Ronald E, "Health Hazards of En-

_ vironmental Lead.” at Tatle 2 (April 107§).

It s xnown that blood levels of above 40

micrograms per milliliters of bloed repre-

sent undue cxposure to anc sbsorption of
lend. “Hcarlngs on H.R, 17200, II.R. 13264,
H.R. 14734, Before the Subcommittee on

* YMousing of the Youne Committece on Banking

and Currency,” 9lrt Cong., tecond sess. 10
{1870). At levels of BO micrograms per 100
millilliters & child be treated as a medical
emaorgency. 1d. Whilo Engle in his paper has
extrapolated the elTect of lead fallout in chil-
dren with pica, at A-9, the saine must be
done with 1 percent lead paint to theorize
the rosult in children who Iingest paint
flnkes.

In his study, Dr, Kehoe found thnt an
adult man fed 9,000 micrograms of lead datly,
in addition to the usurl amount in his dict,

.achieved a blood lead level nfter 4 months

of 60 micregrams lead per 100 gramsa whols
bicod. It was extimated that he would have
achicved a ‘toxic” level of 80 micrograms
lend per 100 grams whole blood If freding
had ocoutinued for 4 Addlllonal menths,
Kehoe, R, A, 21 “Jour, Roy. Inst. Pub, Hith,
Hyg.” 81-97, 101, 129-143, 177-203 (1001).
As Engle has assumcd, thls would be 43
miotograms per kilogram body welght in
a 70 kllogram man. If & child with plea
welghing 10 kllograms Ingested lend to the
same degree of Kchoe's subject, an Engle
has suggested, then n proper assumtpion
would be that a dally supplement of 430
micrograma Jead would produce toxlcity
within 8 months, A child Ingesting =a
1 gram chip of 1 petcent lead based palut
would have a dally intake of almost 24 times
the amount of Kehoe's subject. Oblyvously,
intake at this rate would produce an undue
medical emergency much more guickly than
Kehone foresaw for bis subject,

Medical experimenta cnunot be performed
on young ohildren and infants to dctermine
whether thelr absorption rate for lead s
greater thian that of adulta, The child with
plea must bo protected from lend 1n hir en-
vironment, The only adequate way to protect
him is to eliminate the lead haznrds that
confront him. It is within the exlsling state
of the art for the paint {industry to eliminate
lend (cxcept for minute traces) from paint,
“Hearings on M. R. 17200, supra nt 246,
Americans have been lulled Into a feellng of
securlty with regard to today’s paints. Sce
FPA, “Environmental Iecad and Public
Henlth,” at 26 (March 1971). Many belleve
that lead In palnt has been banned. Yet the
city of New York haj found palnts for In-
terlor ure with up to 10.8 percent lead levels
on shelves of merchants within the lIast
month. The New York Times, July 24, 1971,
at 1, August 4, 1071, at 18. This desplte in-
dustry's ANSI standard 766.1 and a law bon-
ning the sale of paint for Interior use with
more than & 1 percent lend content without
an adequate warning label.

Warning Inbels are, however, absolutely in-
adequate to prevent fnjury to children from
lead based psinta. In today’'s moblle soclety

& family has no idea what thelr landlord or
predecessor occupant has used to coat the
walls of their living quarters. The generation
that is suffering from lead based paint pol-
soning today is enting the walls of the thirties
and the fortles. The generrtion that this pro-
posed regulation seeka to protect Is yct un=
born. Thelr parents are unborn. It would ba
impossible to substantiate that warning ls-

PROPOSED RULE MAKING

bels would have any significant fmpact on

tho future children of America, Moreover,
thers 18 no evidence that existing warning
labols are efficacious for thelir intended pur-
pose, The parents of the signties and the
ninoties wili have no opportunity to read the
warning labels of the seventles,

It 1a not neceasary to welgh the advantages
of lend hnred paint ngninst the hcealth snd
v olfare of this Nation's children and Fer
Tfuture children. The paint fndustry can pro-
tiece paint withouy lead (except for minute
traces) as measured hy the atomic saheorb-
ence method. Petitloners thercfore urge the
Comimissioner of Food and Drugs to proceed
with all due speed to publish this proposal
in the FeperAl RrEaISTFER (N order that sall
interested persons may present thelr views
thereon.

Interested persons may, within 60 days
after publication hereof in the Feoerar
Recisten, file with the ¥earing Clerk,
Departinent of Health, Education, and
Welfare, Room 6-88, 5600 Fishers Lane,
Rockville, Md, 20852, written comments
(preferably in quintuplicate) regarding
this proposal. Comments may be accom-
panied by a memorsndum or brief in
supporl thereof. Recelved coinments may
be seen in tlie above office during work~
ing hours, Monday through Friday.

Dated: Octobher 28, 1971,

CuarrLes C. EDWARDS,
Commissioner of Food and Drugs.

[FR Doc.71-15900 Filed 11~1-71;8:52 am]

DEPARTMENT OF -
TRANSPORTATION

National Highway Traffic Safety
Administration

[ 49 CFR Part 565
[DPocket No. 71-11; Notice 8]

MANUFACTURER IDENTIFICATION

Proposed Motor Vehicdle Safety
Regulations

The purpose of thls proposed amend-
ment to Part 566 in Title 49, Code of
Federal Regulations, 1s to provide for
the coverage of “Incomplete vehicles”,
as defined In Part 508, Vehicles Ma.nu—
factured in Two or Morc Btages.

A previous notice of proposed rule
making published on April 28, 1971 (36
F.R. 7970), proposed & new Part 568
that would require manufacturers of
motor vehicles and of motor vehicle
equipment to which a motor vehicle
safety standard applies to submit Iden-
tifying Informatlon and a description of
the items which they produce. A notice
of issuance of that part is published in
this issue of the FepERAL REGISTER, 36
F.IR. 200717.

In responding to & comment from an
incomplete vehicle manufacturer, it
was noted that while the proposed regu-
lation clearly covers intermediate and
final-stage manufacturers (as defined in
Part 568) it makes no reference to In-
complete vehlcle manufacturers, The

20987

proposed amcendment is intended to
clarify this ambigulty by specifically
providing for coverage of incomplete
vehicles,

The incomplete vehicle manufacturer
stated that he was unaware of the final
use of his light truck vehicles and re-
quested that he be permitted to submit
& brief description of the incompicte ve-
hicle expressed in the terminology of
the industry as an alternative to the de-
scription in {erms of final use. This pro-
posed alternative for incomplete vehicle
manufacturcrs has been found accepta-
ble, and the NHTSA accordingly pro-
poses to grant thigrequest.

In considerntion of the forepolnr the
NHTSA proposes that the [following
amendments be made to Part 568 of
Title 49, Code of Federal Regnlations:

1. £506.4 would be atnended to read
ns follows:

§ 566.4 Deofinitions.

All terms defined In the Act and tix
rules and standards lssucd uunder {ts
authority are used as defined therein.
Specifically, “incomplicte vehicle”, “in-
termedinte manufacturer”, and “final-
stage manufacture” are used as defined
in Part 568, Vehicles Manufactured in
Two or More Stages.

2. Paragraph (¢) (3) of § 560.5 would
be amended to read as follows:

§ 566.5

Fach manufacturer of motor vehicles,
and each manufacturer of covered
cquipment, shall furnish the Informa-
tion specifled in paragraphs (a) through
(¢) of this section to: Administrator,
National Highway Traflic Safety Ad-

Requirements.

ministration, 400 Scventh Street 8W.,
‘Washington, DC 20590.
L * * ’ L]
(c) LI 2

(3) In the case of motor vehlcles pro-
duced in two or more stages, if the
manulacturer is an fncomplete vehicle
manufacturer, the description shall so
state and include a description indicat-
ing the stage of completion of the ve-
hicle and, where known, the types of
use for which the vehicle is intended.

ExaMmoeLr; *Chassis-cab™;

‘“van-type
truck”.

If the manufacturer is an Intermediate ~

manufacturer, or a final-stage manufac-
turer, the deseription shall so state and
include a brief description of the work
performed.

Examrere: “Multlpurpose pnssenger vehi.
cles: Motor homes with GVWR from 8,000

to 12,000 pounds. Final-stage manufacturer
~add body to bare chassls”,

Proposed effective date: February 1,
1972,

Interested persons are invited to sub-
mit comments on the proposed amend-
ment, Comments should identify the
docket number and be submitied to:
Docket Section, National Highway Traf-
flc Bafety Administration, Room 5321,
400 Seventh Street SW., Washington, DC
20590. It is requested but not requlrcd
that 10 copies be submitbed
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Requests for the Acaedemy's report: Drug
Lilicacy Study Information Control (BD-
(7). Bureau of Drugs. .

All other ¢communications regarding this
snunounceiment: Drug Emcacy Btudy Lin-
pleruentation  Project Office  (BD-00),
Bureau of Drugs.

This notlce is issued pursuant to pro-
vislons of the Federal Food, i, and
Cosmetlic Act (sec. 6502, 505, H2 Sint.
1050-53, as amended; 21 U.B.C. 3h2,
355) and under authority dclegated to
the Comnmissioner of Food and Drugs
(21 CTR 2.120),

.+ Dated: January 28, 1972,

Bam D. FINE,
Assoclate Commissioner
for Compliance.

[¥R Doc.72-3538 Piled 3-18-73:8:46 am)

AND OTHER SURFACE-

COATINGS CONTAINING HEAVY

METALS.

——t e L m

- —
&f Requnst for Data .

In the FEUERAL Rr(.nwn of MNovem-
ber 3, 1971 (36 F.R. 20983), the Commig-
sloner of Food and Drugs proposcd that
certain paints and other surface~-coatings
containing heavy metals be declared haz-~
ardous substances that require special
labellng for ctilld protection, In the same
issue of the Fepenat. Rrcisrer (36 F.R.
20986), the Commissioner published a
petition subimitted by Joseph A, Page et
al., proposing to classify as banned haz-
ardous substances paints which are for
household use and contain more than
minute traces of lead. Interested persons
were allowed 60 days to file written com-~
ments regarding these proposals.

By a letter dated February 2, 1972,
petitioners requested that the Commis-
sioner ask paint companies to sulinit
certified nnalyses of their product lines
“‘Iin) order to assist in resolution of the
argument of technical incapacity ihat
the paint industry s making * * *” In
considerntion of this request and in view
of the numerowus conflicting and appar-
ently irreconcilable conunents received In
response to the above proposals, the
Commissioner concludes that such data
would be of value in preparing the flnal
order.

Thercfore, the Commissioner hereby
requests that alt manufacturers of paint
and/or other surfnce-coatings submit the
following information for their interior
and general purpose exterfor paints and
for those paints and ceatings which are
supplied to industry for use on toys and
other children’s articles as well as furni~
ture and other household articles which
may be accessible to children:

1. The total amount of each of the
heavy metals lead, antimony, arsenlc,
bariumn, cadmium, mercury, and selen-
fum (all calculated as the metal) pres-
ent in the contained sollds or divied paint
fim togzether with identification of the
quantitative method used for such
determination;

2. If barium is present, the percentage
of the total barium which 1s water sol-
uble barium (calculated as the metal);

NOYICES

3. The amount, iIf any, of cachi of the
ahovo heavy metals that was intention-
ally added to the product together with,
the reason for such addition; and

4. A current label for each analyzed
product,

Products should be tested for the spee-
ified heavy metals by any generally ac-
cented muantitative method having a
sensitivity of at lenst 0.01 percent of the
metal In tho contained solids or dried
paint film and a reproducibility of plus
or minus 10 percent of the particular
metal.

The rcquested data should be submit-
ted by April 7, 1872, to thie Bureau of
Product Salety, 5401 Westbard Avenue,
Bcetlhesdr, Maryland 20018,

Dated: TPcbhruary 17, 1972, -
CHARLFS C, Enwanng,
Commissivner of Foad and Drugs,
|FR D0¢.72-2648 Filed 2-18-72;8:51 am]

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No, 172 -148)

ARCA DIRECTORS AND DEPUTY AREA
DIRECTORS

Redelegation of Authority With Re-

spect to Requisitions for Third Party
Contracts

The Assistant Secretary for Commu-
nity Planning and Management Js
amending the redelegations of authorily
tfo Avea Dircctors and Deputy Area Di-
rectors (35 F.R, 16408, Octoher 2, 1970)
to include under the powers set forth
in section A.1V.2 the authority to approve
requisitions for third party contracts,

Accordingly, the redelegations of au-
thority published at 35 F.R. 15408 are
amended to add before the perind at the
end of wkectlon AIV.2 the following
phrase: “* * * and third party con-
tracts”,

{Sceretary's delcgation of authority to the
Asslstant Secretary for Community Flanning
and Manngement, 38 F.R. 5004, Mar. 16, 1971)

Effective dale. 'The effective date of
this redelegation is February 22, 1972,

S8amueL C. JacRsON,
Assistant Secretary for Commu-

nity Planning and Manage-
ment,

{|FR Doc.72-2611 Filed 2-18-72,8:51 am)

DEPARTMENT OF
TRANSPORTATION

Coast Guard
{CGFR 72-291

EQUIPMENT CONSTRUCTION, AND
MATERIALS

Approval Notice

1. Certaln Iaws and regulations (46
CFR Chapter 1) require that varlous

?}f// g’g ./ |

items of Mfesaving, firefiphting and mis-
ccllaneous equipment, construction, and
materials used on board vessels sublect
to Coast Quard inspection, on certnin
motorboats and other recreational ves-
rels, and on the artifcial slands and fixed
stritctures on the outer Continental Shelt
be of types approved by the Comman-
dant, U.8. Coast Guard, ‘I'he pirposo of
this docummcent is to notify el interested
persons that certain approvals heve been
granted as herein described during the
period from December 28, 1971, 1o Jan-
uary 3, 1072 (List No. 1-72), These ac-
tions were tnken In accordancn with the
procedures sct forth in 46 CFR 2.75-1
to 2.75-50.

2. The statutory authority for equip-
ment, construction, and material ap-
moveals 18 generally s~t forth In scctlons
367, 375, 3090, 416G, 481, 489, 520p, nnd
1133 of titlc 46, United Stntes Cocle, sec-
tion 1333 of title 43, United Btates Caode,
and scction 108 of title 50, United States
Code. The Sceretery of Transportation
has delegated authortty to the Comman-
dant, U.B. Coast Guard with respeet to
these approvals (49 CFIV 1.406(h)). The
rpecifications preseribed by the Com-
mandant, U.8. Coast Gunrd for certain
types of equipment, construction, and
materinls are set forth in 46 CFR Parts
160 to 164,

3. The approvals listed in this docu-
ment shall be in effect for a perlod of 6
years from the date of Issuance, unless
sooner canceled or suspended by proper
authority,

BuoYANT VESTS, UNICELLULAR - PLASTSC
FoaM

Notr: For Motorbonts of Classes A, 1, or
2 Not Carrying Fassengers for Hire,

Approval No. 160.062/411/0, Type I,
Model AP, adult unicellular plastic foam
buoyant vest manufactured in accord-
ance with U.8,C.G. Bpecification Suhpart
160.052, dwg. No. 0524 dated Decem-
ber 27, 1971, and dwg. No. 052-1 dated
December 27, 1971, manufactured by ¥Far-
ber Bros,, 821-841 Linden Avenuc, Mem-
phis, TN 38101, effective December 28,
1971,

Approval No‘ 160.052/412/0, Type I,
Model CPM, child medium unicellular
plastic foam buoyant vest manulactured
in accordance with U.S.C.Q. Speciflca-
tion Subpart 160.052, dwg. No. 052-3
dated December 27, 1871, and dwg. No.
052-1 dated December 27, 1971, manu-
factured by Farber Bros., 821-841 Lin-
den Avenue, Memphis, TN 38101, effec~
tive December 28, 1971.

Approval No. 160052/413/0 Type 1,
Model CPS, child small unicellular plas-
tic foom buoyant vest manmufactured in
accordance with U.B.C.3. Specification
Subpart 160.052, dwg., No, 052-2 dated
December 27, 1971, and dwg. No. 052-1
dated December 27, 1871, manufactured
by Farber Bros., 821-841 Linden Avenue,
Memphis, TN 38101, eflective Decem-
ber 28,1971,

TIYDRAULYIC AND MAXUAL RRELEASES FOR
LIFESAVING EQUIPMENT

Approval No. 160.062/3/0, Model B-

880 hydraulic and manual release for
lifesaving equipment, for buoyant loads .
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composition and labeling prescribed by
£ 27.163 for orange drink except that:

(a) The name of the beveragc base
consists .of the following two plirases
which shall appear together:

(1) The word “Powdered” or any ap-
propriate descriptive word used in licu of
the word “Powdered” which shall be on
a lne immediately above the words
“Orange Drink.”

(2) The words “Containing __._ per-
cent Orange Juice” which shall have the
blank filled in with the number 10 or a
number which is a multiple of 5 higher
than 10 but not higher than 30 or greater
than ihe percentage of equivalent single
strength orange julce in a beverage
made by reconstituting the powdered
hase as directed on the lahel.

(b) Bafe and suitable antlcaking
ageuts, foaming agents, browning in-

hibjtors, and drying agents may be
added.
§ 27,166 Ocange flavored diink; iden-

tity; Inbhel atateinent of optionnl in.
gredients,

Orange flavored drink is the heverage
that conforms to nll of the requirements
for compositlon and labeling prescribed
by § 27.168 for orange juice drink cxcept
that:

(a) It contalns less than 10 percent
but more than 0 percent cquivalent
single strength orange julce calculated
ns set forth in § 27.158(d)(2) of this
chapter, This requirement is considered
to have been met if the content of orange
juice soluble rolids (exclusive of soluble
solids other than orange julce soluble
501lds) amounts to less than 1.18 percent
but more than 0 percent by welght of the
finishett beverage.

(b) The orange juice soluble solid« re-
quirements for orange flayored drink
may be coutributed solely by onc or more
of the orange julce ingredients described
In §27.158() (1) through (11},

(¢} The welght of the total soluble
collds is not less than 10 percent by
welght of the fluished beverage.

(d) ‘The name of the beverage con-
sists of the following two phrases which
shall appear together:

(1Y The words “Orange Flavored
Diink” which shall he printed on a single
line.

(2> The words “Contatning __._ per-
cent Orange dJuice” which shall have the
blank filled in with the words “less than
2" if the beverage containg less than 2
percent but more than 0 percent orange
juice or with the number 2 or a number
which is a multiple of 2 higher than 2
but not higher than 8 or greater than the
percentace of equivalent single strengzth
orange juice contained in the finished
beveraee,

§ 27,167 Concerdeate for orange M.
vored drink ; identity s Tahel statement
of aptionul ingeedicnts,

Concentrate for orange flavored drink
is the beverage concentrate which, when
diluted according to label directions, con-
forms to all of the requirements for com-
position and labeling prescribed by
§ 27.166 for orange flavored drink except

that: S B )
T W,

RULES AND REGULATIONS

(n) The name of the concentrated
beverage base consists of the following
two phrases which shiall appear together:

(1) The words “Concentrate for”
which shall be on a single line immedl-
ately above the words "Orange Flavored
Drink.”

(2) The words “Contalulng ____ per-
cent Orange Juice” which shall have the
blank filled in with the words “less than
2" ny with the number 2 or n number
which is a multiple of 2 higher than 2 but
not higher than 8 or greater than the
percentage of equivalent single strength
orange julce in a beverage made by dilut-
ing the beverage concentrate as directed
on the label.

(b)Y The dilution ratto of the beverage
shall not be less than 3 plus 1. For the
purpose nf this section the “dilution
ratio” is the whole number of volumes ol
water per volume of concentrate for
orange flavored drink required to produce
orange flavored drink conforming to the
requlrements for composition prescribed
by § 27.168.

§ 27.168 Yowdered ornnpge flovored
diinks identity: Jabel statement of
optional ingredients,

Powdered orange flavored drink is the
dehydrated beverage base which when
reconstituted according to label direc-
tions conforms to all of the requirements
for composition and labeling as pre-
scribed by §27.166 for orange flavored
drink except that:

(a2) 'The name of the beverape base
consists of the following two phrases
which shall appenr together: '

(1) The woard *‘Powdered” or any ap-
propriate deseriptive word used in lieu of
the word “Powdered’” which shall be on a

Iine immediatelv  above the words
“Orange Flavored Drink,”
(2) The wards “Containing ___. per-

cent Oranpe Julce”™ which shall have the
blank filted in with the words ““less thon
2" or with tlie number 2 or a number
which is 8 multiple of 2 higher than 2
but not hisher thau 8 or greater than the
percentarc of cquivalent single stren«th
orange julce in a beverage made by re-
constituting the powdered base as di-
reclted on the label.

(h) Bafe and suitable anticaking
agents, Toaming arents, browning inhib-
ltors, and drying npents may be added.

Any person who will be adversely af-
fected by the foregoing order may at any
time within 30 days after its dnte of pub-
Heatlon in the Feneral ReGISTER file with
the Mearing Clerk, Department of
Health, Education, and Welfare, Room
G-88, 6600 Fishers Lane, Rockville, Md.
20852, written objectlons thereto. Ob-
jeclions shall show Wherein the person
filing wiil be adversely alfected by the
order and specify with particularity the
provisious of the order decined objec-
tionable and the grounds for the objec-
tions, If a hearing is requested, the ob-
Jections must state the Issues for the
hearing and such objections must be sup-
ported by grounds legally sufficlent to
Justify the rellef sought. Objections
may be accompanied by a memorandum
or brief in support thereof. All docu-
ments shall be filed in six coples,

A

—"
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Efective date. This order shall becoine
eltectlve 180 dnys after its date of publli-
cation in the FEDFRAL REGISTER, excepl rs
to any provisions that may be staycd by
the filing of proper objections, Notice of

the fling of objections or lack thereofl .
will be given by publication in the Fen- *

ERAL REGISTER.

(Secs. 401, 701, 62 Btat. 1010, 1083-568 ns
rmended by 70 Stat. 919 and 72 Stat. 918; 21
V.B.0. 341, 871)

Dated: March 7, 1972.

James D. GrAnT,
Deputy Commissioner
of Food and Drups.

|FR D0¢.72-3708 Filed 3-10-73,8:48 am]

SUBCHAPTER D—-HAZARDOUS SUBSTANCES

PART 191—HAZARDOUS SUB-
STANCES: DEFINITIONS AND PRO-
CEDURAL AND INTERPRETATIVE
REGULATIONS

Classification of Certoin lead-
Containing Paints and Other Sim-
ilar Surface-Coaling Materials as
Banned Harardous Substances

In the matter of classifylug certaln
lead-containing paints and other suv-
face-conting mnterials as banncd haz-
ardous substances: )

In the FeperAL Recister of Novem-
ber 2, 1871 (36 F.R. 20985), the Commis-
sioner of Food and Drugs published a
notlce proposing to declare, under section
3fa) of the Federal Hazardous Sub-
stances Act, paints and other surfacc-
coaling materials containing more than
specified levels of lead and other named
heavy mietals to be hazardous substances
(§191.5() (2)) and to be products re-
quiring special labeling under section
3(h) of the act (§101.7(H) (TrH, This is
1eferred to below as the Comuissioner's
proposal.

In the sume Issue ol the FEDERAL
Recister (36 F.R. 20086), a notice was
published on behalf of petitioners Joseph
A. Page et al, which proposed that paint
for household use containing more than
niinute traces of lend be classified as a
hanned hazardous substance pursuant to
sections 2(q) (1Y (B) and 3/a)(2) of the
act. This is referred to below as the Pace
proposal.

Approximately 200 comments were re-
ceived from consumers, consumer and
public interest groups, the paint and
chemical industries, trade assoclations,
physicians, medical schools, professional
socleties, Federal, State, and local gov-
ernment agencies, and others. ‘The prin-
cipal comments are #s [ollows: .

The American Academy of P’ediatrics,
relying on published studles withh lead
and data vespecting the maxlhmum dally
permissible intake of Jead fromm all
souirces, recommended that paints eon-
taining more than 0.06 percent of lead be
banned if intended for use on interior
surfaces, toys, or other children’s articles.
The Academy agreed with the Conunis-
sloner that small amounts of lead In

paints when considered in co;;wlcuon
%, ,'
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- with other sources of lead in the environ-

ment constitute a substantial addilion to
tho body burden that can reasonably be
avoided and that mny unneccessary ex-
posure should be climinsted or inini-

" nized. It mlso stated that the labeling of

paint contalners would have little effect

" in preventing lerd polsoning and that
paint containing 0.5 percent Jead will not -

provide sufficient protection for chitdren
1 to 3 years of age. The Academy
stated that it is estimated that apyprox-
imntcly 5650 percent of these children
repetitively Ingest nonfood substances
and that abdominal X-rays obinined in
the Hoasnostic evaluation of children sus-
pected of having lead poisoning indicnte
that very large quantitics of forelgn sub-
stances siich as paint, putty, and pluster
mnay be Ingested, often without the par-
ent's awareness.

The Burcau of Conmmnunity Environ-
mental Managzement, Health Servlces
and Mental Health Administration, De-
partment of Health, FEducation, and Wel-
fare, commeoented that caulionmy Jabeling
does not provide adequate protection,
that the avallability of lend in paint 1o
children sliould he held to the lowest

- eoncentration possible with current tech-

nology and consistent with reasonably
good manufacturing practices, and that
the maximum concentration of lead in
paints intended for use an Interior sur-
faces readily avatlable to chlldren shoutd
not exceed 0.06 percent,

The Environmental Protection Agency
submitted an in-house technical report
which concluded that lead In paint in
excess of 0.05 percent could constltute a
danger to the health of chilidren with
pica, They slated that cautionary label-
ingz would be Inadeguate to protect the
public health and safety and recom-
mended that lead-based palnt be banned
from interstate conunerce.

The medical community generally en-
dorsed the Page proposal and supported
the recommmendation of the American
Academy of Pediatrics. Some physicians
from medical centers located in large
metropolitan areas submitted the results
of their own clintea) findings and studics
which (ndicate the hazard posed by lead
in paint. Other physicians cited studies
which indieate that children can accu-
mulale toxic levels of lead over an €X-
tendced period of time from paints con-
talning 0.5 percent or less lead. Two
physicinns cited cases of children with
excessive body burdens of lead which
they could attribute only Lo paint con-
trining less than 1 percent lead. The
medical community generally com-
mented that the labeling proposed by the

. Commissioner wowld not provide mde-

quate protection hecause subscquent oc-
cupants of dwellings would not know
what paints were applied by previous

resldenis and because labeling may be

totally disregnrded or misinterpreted.
Nearly all comments from consumers,
consuiner and public interest groups, and
Gavernment agencles (other than those
discussed above) endorsed the Page pro-
posal. Some stated that the Commis-
sloner’s proposel] would not provide sufii-
-otent protection agalnst interior use of

|.
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lead paints, while others sugpested that
lend prints for interlor use he banned

i

A e,

compounds otlier than lead are not haz-
srdous, while others stated that adequate

and that enutionary labeling be required { test methods need to be developed. An-
for other lead paiunts. Comments from ,ol,her manufacturer stated that certain of

the Mublic health departments for the
clties of Philadelphia and New York

these heavy melals are necessary in the
manufacture of fire-relardant coatings

state that the labeling ordinances and ‘ and warning colors. Only a few other

regulations of their cities, which nre
sliollar to those In the Commissioner's
proposal, have been fnadeguate to pro-
tect children. Both the American Public
Heallh Association snd the heslth de-
pariments for the State of New York and
the county of Los Angeles support the
recaminendaiion of the American Acad-
emy of Pedintrics. Some comments sug-
gesind other maximum levels for lead in
paint. For example, the Congressionnl
Rlack Caucus recommended that all lead
from houschold paints be hanned; the
Natural Resources Defense Councll and
the Departmient of Public Health of the
city of Phiindelphin recommended 0.05
percent ns a4 maxinunm level for lead in
paint.

Paint  ehenleal manufacturers ond
their trade assoclations generally sup-
ported thie Commissioner's proposal and
opposed the Page proposnal. With respect
to the Commmissloner’s proposal, reveral
comments requested clarification of the
1abeling statement nnd sufficient time to
reformulate and relabel thelr produets.
With respect to the Pare proposal, many
comments  stated that the languare
“minute traces of lead” Is vague and
nonspecifie; that the data relied on by
the petitioners and by the American
Acadeny of Pediatries §5 based on lead
inpestion studies done with lead com-
ponnds other than the lead compounds
used in paints and couiings; that sclen-
tific Qata or human experience bas not
proven that paints containing 1 percent
lead are hazardous; that lead is used as
a dryer and the substitution of other
compounds for lead may be hazardous;
and that hinplementation would cause a
revere ecanamic hadship heeause it 1y
not within the existing state-of-the-art
of the paint industry to eliminate all lend
from all paint. Several comments con-
tendend that the statutory procedures for
banning have been ignored in the Page
proposal In that only after laheling has
been proven inadequate can considern-
tion be glven to banning. Other com-
ments stated that warning labels are
adequate protection hecause they pre-
vent. misapplication of paint products
and scrve the public Interest by allowing

“useful, needed paint products to remain

5

on the market. Some comments stated
that lead Is o nccessary component of
certain products (ec.p., certain exterlor
primers, rust inhibitors, and antomoblle
touchup paint),

A number of paint manufacturers and
thelr trade assoclations commented that
the inclusion of heavy metals other than
lead in the Commissioner’s proposal is
inappropriale, They stated that the tox-

jeity of different forms of these metals:

has not been cstablished and suggest
that action he deferred pending further
scientific investigation. Some manufae-
turers submitted data which they con-:

}

i

" comments were recelved that expressed
an opinfon concemiing the Commis-
sioner’s proposal ns it related to othier
heavy metals, and none of these were
supported by selentlfic data.

The Comuissioner, having considered
the comments and other relevant ma-
terinl, concludes as follows: v

Although paints and other surface-
coating materials eontaining lead do not
present an imminent hazard to the pub-
Yic health, they must be constdercd on
the basls of cumulative toxicity over ex-
tended perfods of time and in conjunce
tion with other sources of lead in the
cnvironment. Based on the currently
nvallable sclentific and medical data, reg-
ulatory action must be taken to mininlze
ttic health hazard to future generations,

The health hazard from lead will nog
bhe effectively eliminaled by eautionary
laheling requirciments, The stabule docs
nol provide that such labeling must be
tricd and pnoven inadcquate before a
hazardous substance can be bannced. In-
stend, section 2(q) (1) (B) explicitly pro-
vides for banning products from inter-
state commerce on the basis of a specific
finding “notwithstanding such enution-
ary labeling as Is or may be required.”
Cautionary labeling has not been proven
eflective in climinating lead polsoning
in many cities which presently have such
requirements. In any event, the hazard
persists long after the product has been
scparatcd from its labeling.

The prudent course of action is to re-
duce, as rapidly as possible, the amount
of Jead to which children are cxposed.
The Commissioner agrees that liwniting
the amount of lead to “minute traces,”
ns sct forth In the Page proposal, is not
feasible becaunse that phrase Is vanue
and would not provide manufucturers
with specifie standards, and it cnuld nnt
be cflectively enforced by the Food and
Drugr Administration. In addition, limit-
ing regulntory action only to paint is
inndequate to protect the public health
and safety because other surfacc-cost-
ing materials containing lead are used
in and around the houschold and are
accessible to children.

The preponderance of medieal opinion
supports a regulation limiting the
amount of lead in products intended for
interior surfaces and for toys or other
children’s articles to 0.06 percent becouse
that level will provide a margin of snfety.
However, stich a regulation would not
prevent the uwse of products containing
higher amounts of lcad on exterlor sur-
faces. These surfaces are generally ns
nccessible to children as Interior surfaces,
and, as the comments polnts out, chil-
dren have been subjected to lead poison-
ing by ingesling products contalning lead
that were applied to exterlor suriaces:
In rddition, If products eontaining lead
arc availahle for exterior use, they may

tend shows thal certain heavy metal | be misused for Interior surtaces.
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The Cominlissloner recognizes that re-
strictions placed upon the use of lead
nay resuit in economic hardship and in
the substitution of other components for
use as dryers. The statute makes no ex-
ceptlon for cconomic hardship, Several
compounds have been suggesteod as sub-
stitutes for lead. Ench manufacturer,
prior to marketing consumer products.
must take steps to determine that any
substitute for lead has been adequately
tested for safety and shown to be safe.
Auy banning order should therefore pro-
vide a reasonable thne to test substitutes
for lend and establish thelr safety, and at
the same time provide adequate protec-
tlon to the public.

Th National Paint and Coatings As-
sociation, which represents more than
000 companies, has notifled the Commis-
sloner that it anticipates its members
can produce by January 1974 interlor
products not excecding the 0.06 percent
maximum lead level and can prodice hy
January 1975 exterior products not ex-
ceeding the 0.06 percent maximum lcad
level. Some pabit and chemiecal manu-
{acturers have notifled the Commissioner
that they can reformulste thelr products
to mecet the 0.06 percent maximnm lead
level in a shorter time period. On Feb-
ruary 19, 1972, a notice was published
in the FroErat RREGISTFER (37 F.R. 3780)
requesting that additional information
from the industry be submitted by April
7, 1972, 11, after constdering this Infor-
mation, the Commissioner finds that lead
can be eliminated from paints and other
surface-coating materlals more rapidly
than the hinplementation dates specified
in the foliowing order, an appropriate
ameudment will be made. .

Therefore, the Commissioner finds
that, notwithstanding such cautionary
laheling as is or may be requircd under
the Federal Hazardous Substances Act,
the degrec or nature of the hazard in-
volved in the presence or use of lead in
paints and other surface-coating ina-
terials in houscholds is such that the
objective of the protection of the public
health and safety can be rdequately
served only by keeplng such substances,
when so intended or packaged, out of the
channels of interstate commerce. Under

T'section 2(q) (1) of the act, this will have
the additional eflect of banning such
products from use on any toy or other
article intended for use hy children.

Since lerd may he & necessary come
ponent of products intended for par-
ticular uses, as suggested by several com-
nments, the Commissioner is prepared to
constder pelitions propesing amendiment
of the regulation, Pursuant io 21 CFR
191,201, petltions showing rensonable
grounds will be published in the FEpERAL
RecisTER, Consideration will also be
given in late 1973 to petitions for exten-
sion of the implementation date upon a
showing that the public health will not
be jeopardized and that technologleal
necessity requires additional time to
meet the 0.06 percent maximum lead
level.

At this time, further information s

4 required before a final order can bt pio-
Wmulgated regarding tho use of ccrtain

RULES AND REGULATIONS

elements, other than lead, in paint and
other surface-conting materials. Addi-
tional data on the usc of these materials
will be obtained in response to the Fep-
ERAL REGISTER hotice of February 190,
1972 (37 F.R, 3780), aud these products
will be considered nt n Iater date,

Therefore, pursuant to provisions of
the Federal Hazardous Substances Act
(secs. 2 (D (DAY, (Q); T4 Stat. 372, os
amended, 80 Stat. 1304-05; 16 US.C.
1261 (D (1) (A, (q)) and the Fedcrnl
Food, Drug. and Cosmetic Act (sec. 701
(@, (I, (g); Hh2 Bint. 1055-56 ns
smended by 70 Stat. 919 and 73 Siat.
948; 21 US.C. 371 (e), (I, (@), and
under authority delegated to the Com-
missioner (21 CFR 2.120): It is ordercd,
‘T'hat Part 191 be minended by adding a
new subparagraph (6) to §191.9(a), as
follows:

§ 191.9 DBunned hazardows substances.

() Under the authorlty of section
2( (1) (B) of the act, the Commissioner
declares as bannced hazardous substances
the foliowing articles because they pos-
rrss such s degree of hazard that ade-
quate cautionary labeling cannot be writ-
ton and the public health and snfetly
¢ be served only by keeping such ar-
ticles out of interstate commerce:

(6) (I» Any paint or other similar
surface-coating material intended, or
packaged in a formn suitable, for use in
or around the houschold that:

(a) Is shipped In Interstate commerce
after December 31, 1973, and contains
lead eompounds of which the lead con-
tent (calculated as the mctsal) is in ex-
cess of 0.06 percent of the total welght
of the econtailned solids or dried paint
film; or

(1) Is shipped In Interstate commerce
between December 31, 1972, and Decem-
ber 31, 1973, and contains lead com-
poundy of which the lead content (cal-
cilated ns the mctal) s in excess of 0.5
percent of the total weight of the con-
tained solids or dried paint film.

(i) Any toy or other article intended
for use by chiildren that:

(a) Is shipped in interstate commerce
after December 31, 1973, and bears any
paint or other stmilar surface-coating
materirl containing lead compounds of
which the lead content (calculated as the
meatal) Is in excess of 0.06 percent of the
total weight of the contained solids or
dried paint film; or

1) Is shipped in interstate commerce
between Decemiber 31, 1973, and Deeem-
ber 31, 1973, and bears any paint or
other similar surface-coating material
containing lead compourls of which the
lead content (calculnted as the metal is
in excess of 0.5 percent of the total
welght of the contained solids or dried
paint film.

Any person who will be adversely af-
fected by the forepoing order may at any
time within 30 dayr after its date of pub-
lication in the FrorraL ReGISTER file with
the Hearing Clerk, Department of
Health, Fducation, and Welfare, Room
6-88, 5600 ITishers Lane, Rockville,
Maryland 20852, written objections
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thereto. Objections shall shiow whereln
the petson filing will be adversely af-
fected by the order and speeify with par-
tleularity the provisions of the order

deemned objcctionable and the grounds

for the objections. If a hearving is re-
quested, the objeclions must state the
issues for the hearing and such objecc-
tions must be supported by grouuds
Icgally sufMeient to Justi{y the rellef
sought. Objections may be accomponicd
by a memorandum or brie{ in support
thereof. Atl documents shall be filed in
six coples. Received objections may be
seen in the above office duting working
hours, Monday through Fridoy.

E flective date. This order shall become

effective 45 dsys after its dale of publi-
cation in the Frpraat HFGISTER, except
as to any provisions that ry be stayed
by the flling of proper objections, Notice
of the filing of objections or lack thercof
will be given by publication in the Frp~
ERAL REGISTER. ’
(Sces. 3 (f)(3)(A), (Q), 74 Btat. 372, a8
amended 80 Stat. 1304-05, 16 U.8.0, 1201{f)
{1} (A). (q): £cc. 701 (e), (), (g), 52 Siat.
1055-566 as amended by 70 Stat, 919 aund 73
Stat. 948; 21 US.C. 371 (e), (1), (8))

Dated: March 8, 1972,

JAMES D. GRANT,
Depuly Commissioner
of Food and Drugs.

|FR Doc.72-3760 Filed §-10-72{19:30 p.m.}

Title 26—INTERNAL REVENUE

|'T.D. 1167}

Chapter I—Internal Revenue Service,
Department of the Treasury

SUBCHAPTER A—INCOME TAX

PART 1—INCOME TAX; TAXABLE
YEARS BEGINNING AFTER DECEM-
BER 31, 1953

Rehabilitation of Low-income Housing

On Aupusl 4, 1970, notice of proposed

rule making with respect to the amend-
ment of the Income Tax Regulations (26
CFR Part 1) to conform the regulations
to the provisions of section Hh2l(a) of the
Tax Reform Act of 1869 (83 Stat. 6517,
relating to rehabilitation of low-income
housing, was published in the FEDERAL
REGISTER (35 F.R. 12400). After consider-
atlon of alt such relevant matter as was
presented by interested persons repard-
ing the rules proposed, the amendment
as proposed Is hereby ndopted, subject
to the changes which follow: Sections
1.167(k)-1 through 1.167(k)-4 are ve-
vised to read as set forth below,
(8cc. 167 (k). Internal Revenue Code of 19514,
83 Stat. 651; 26 U.S.C. 187; =vc. 7806, Internal
Revenue Code of 1054, 68A Statl. 917; 26 US C.
7805) .

[sEALY JOUNNIE M. WALTERS,
Commissioner of Internal Revenue.

Approved: March 2, 1872,

FrevERIC W, HICKMAN,
Acting Assistant Secrelppy
of the Treaswry.
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(1) Results of tests and assays on:
(1) The griseofulvin used in making

the batch for potency. safety, loss on
drying, melting polnt, specific rotation,

identity, resldue on ignitlon, heavy
metals, specific  surface arca, and
crystallinity,

(b) The batch for potency and pH.

(1i) Bamples required:

(@) The griscofulvin used In making
the batch: 10 packages, ench containing
not less than 1 gram,

(b) The batch; A minimum of 5 im-
mediate containers,

(b) Tests and methods of assav—{(1)
Potency. Use elther of the following
methods; however, the results obtalned
from the microbiological agar diffusion
assay shall be conclusive,

(1 Spectrophotometric assay. Proceed
a3 directed in § 148g.1(b) (1) (), except
prepare the sample for assay as fallows:
Prepare a 0.50 milligram per millditer
solution (estimated) of the suspension
by transferring an appropriate volume
of the well-shaken suspension to a 100-

Milligrams of
griseofulvin s
per milliliter

sample

standard

RULES AND REGULATIONS

miiltter volumetric flask, Add about 50
milliliters of methyl alcohol to the flask,
Warm the contents by heating the fnask
earclully over a steam bath., Swirl the
contents several times durlng the heat-
ing period. 8hake the flask on a me-
chauleal shaker for 15 minutes, allow
to cool {o room temperature, and ad-
Just to volume with methyl alcohol, Mix
well, Filter the solutlon, discarding the
first 10 to 15 milllliters of filtrate. Trans-
for exnctly 1.0 milliliter of the subsc-
aient filtrate to a 60-milliliter volumet-
ric flask, adjust to volume with methyl
nlcohol, and mix well, Using a suitable
ultraviolet spectrophotometer and
raatched 1 centimeler quartz cells, sct
the instrument to 100 percent transmis-
slon with methy! alcohol. Determine the
ahsorbance of the sample and working
standard (prepared as described in
% 148g.1() (1) (D ()Y at the absorption
perk at 292+2 nanometers. Calculnte
the milligrams of griseofulvin per milll-
liter of sample as follows:

Absorbance of Welght of standard In Potency of standard in micro-
milligrams
‘Absorbance of * Millliiters of suspen-
gion tesled

grams per milligram
1,000 T O T

(1) Microliological agar diffusion as-
say. Proceed as directed In § 141,110 of
this chapter, preparing the sample for
assay as follows: Dilute an accurately
measured volume of the well-shaken sus-
pension with sufficient dimethylforma-
mide to give a2 stock solution containing
100 micrograms of griseofulvin per mil-
lliter (estimated). Further dilute with
0.1M potassium phosphate buffer, pH
8.0 (solution 3), to the reference concen-
tration of 5.0 micrograms of griseofulvin
per milliliter (estimated).

(2) pH. Proceed as directed in § 141.-
503 ot this subchapter, using the un-
diluled suspension.

Data supplied by the manufacturer
concerning the safety and cfficacy of the
subject antibiotic drug have been eval-
uated. Since the conditions prerequisite
to providing for certification of this drug
have been complied with and since the
matter 1s not controversial, notice and
public procedure and delayed eflective
date are not prerequisites to this promul«
gatlon,

Eflective date. This order shall he ef-
fective upon publication in the Feoerar
REecISTER (8-10-72),

(Bee. 507, 9 Stat. 463, as amended; 21 USC.
387y :

Dated: August 2, 1972,

H.E,.8IMMONS,
Director, Bureau of Drugs,
[FR Doc.72-12501 Filed 8-0-72;8:40 am]

SUBCHAPTER E-~HAZARDOUS SUBSTANCES
|Docke) No, FDC HS-2]

PART 191—HAZARDOUS SUB-
STANCES: DEFINITIONS AND PRO-
CEDURAL AND INTERPRETATIVE
REGULATIONS

Cerlain Lead-Containing Paints and
Other Similar Surface-Coating Ma-
terials as Banned Haxardous Sub-
stances; Conflirmation in Part of Ef-
fective Date of Order
In the matter of classifying cerlain

lead-coutaining paints and other suv-

face-conting materials as banned haz-

ardous substances (21 CFR 191.9(a) (6))

within the meaning of section 2(q¥ (1) of

the Federal Hazardous Substances Act:
In the Frorrat RegisTErR of March 11,

1972 (37 IR, 5228), the Commissloner

of Food and Drugs published an order

under section 2(g’ (1) (A) of the sald nct

declaritiy paint and other similar sur-
face-coating 1naterials for use in or
around the housechold to be a banned
hazardous substance If shipped in inter-
srtate commerce after December 31, 1972,
containing lead compounds of which the
lead content (calculated as the metal)
13 In excess of 0.6 percent of the total
welght of the contained sollds or the
dried film, 8eparate provisions of that
order also banned shipment In interstate
commerce nfter December 31, 1973, of
paint and other similar surface-coating
materials for use in or around the house-
hold that contains lead compounds of

14078

which the lead content (ealculated as the
metol) is in excess of 0.06 percent of the

total weight of the contained solids or °
the dried film, Finally, the order speeifi-

cally provided, as required by section
2(q) (1) (A) of the act, that any toy or

other article intended for use by chitdren

bearing such palnt and othor simllar
surface~coating materials after those re-
spective dates would also be & hauned
hazardous substance,

Fursuniit to sectlon 2(qp (2) of sald act
and section 701(e) of the Fcderal Food,
Drugs, nnd Cosmetic Act, 30 days wcere
provided for filing writlen objcctions and
requests for hearings,

Twenty-five timely subinlssions were
recelved with respect to this order. Al-
though some of these submissions relnted
to thie 0.5 percent lead level to be imple-
mented as of Deccember 31, 1972, the
majority of the submissions were con-
cerned wilh the 0.06 percent lead level
to be finplemented December 31, 1873,
The Comumissioner finds that these two
different levels and effective dates pre-
sent separate and distinet issues that re-
quire separate consideration. Accord-
ingly. this document rules only upon the
subinissions made with respect to the
0.5 percent lead level to be hmplemented
as of December 31, 1972, A future docu-
ment will rule upon the submissions with
respect to the 0.06 percent lead level to
be implemented as of Deceinber 31, 1973.

The majority of the submissions en-
dorsed the 0.5 percent lead level to be
implemented as of December 31, 1942,
The National Paint and Coatings Asso-
ciation previously endorsed this level in
o letter to the Commissloner dated Feb-
rusry 2, 1972, and the submission of the
New York Paint, Varnish, and Lacquer
Association and the submission of the
Federation of Societies for Paint ‘I'ech-
nology supported this provision.

McCloskey Varnlsh Co. objected to the
0.5 percent lead level but failed to sub-
mit sitpporting grounds and in any event
did not request & public hearing on their
objections., Other submissions protested
the 0.5 perecent level but did not subnnit
formal objections or request a public
hearing. Preclsion Paint Corp. requesied
an additlonal 8 months to comply with
the 0.5 percent level but did not subinit
formal objections or request & public
hearing.

The National Decorating Products As-
soclation and Benjamin Moore & Co. stib-
mitted objectlons and a request for a
public hearing with respect to the 05
percent lead level on the ground that
the time for compliance should be cx-
tended 18 months for retoilers and dis-
tributors. The National Retail Hardware
Association_submlited an objectlon on
this tssue but did not request a public
hearing. Two other submissions objccted
on the ground that the 0.6 percent lead
level offers no rellef since those products
would be banned and subject to repur-
chase when thé 0.08 percent lead level
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becomes effective, but no public hearing
was requested on that issue,

Tho Commissloner has evaluated thie
objection and request for public hearing
hy the National Decorating Products As-
soclation and Benjainin Moore & Co. and
concludes that they are not supporled by
grounds legally sufficient to justify the
relief sought. Neither subwinission con-
tended that the lead content of paint
should nol be veduced to 0.5 percent to
reduce the health hszard to childven.
Both submissions contended only that
retallers and distributors should have an
additional 18 months to dispose of exist-
fng inventories. No information was suh-
miited to show that it will take an addi-
tional 18 months to dilcpose of existing
fnventories, or that such an extension
of time would not be utilized to over-
stock noncomnplying paint in order to
nvold the regulatlon. The set contains
no provislon authorizing the Commis-
sloner to grant an exemption for retallers
ond distributors to scll existing invento-
rles that fall to canfomn to applicable
regulations, and indeed any such provi-
slon would clearly violate the law. Retail-
ers and distributors have known since
March 11, 1972, that further interstate
shipment of houschold paint containing
more than 0.6 percent of lead would bhe
uniawful, and have therefore had sufil-
clent opportunity to eliminate noncone
forming paint fromn their inventory. S8uh-
missions to the Comumissioner in response
to his request published in the Feperarn
IEcis1ER ©of February 19, 1872 (37 F.R.
3780), with respect to the present Jeac
content of paint, demonstrate that there
1s alrerdy & sufilrient supply of houschold
paint meeting the 0.6 pereent lead level
1o sntisfy all existing nceds. Accordingly,
since the act does not provide for nn
extenslon of thne for retailers and dis-
tributors to sell existing inventories, the
Commissioner concludes that the objec-
tions submitted by the National Idecornt~
fng Products Association and Yienjnnin
Moore & Co. are legally insuflicient Lo
justify a public hearing on thls matter.
The Comniissioner therefore denies this
request for a public hearing.

Borden, Inc., objected to the 0.5 per-
cent lead level on the ground that there
Is no substantinl evidence that adequate
cautlonary labeling cannot be written.
This submisston did not contend that
the lead content of palnt used in or

around n houschold should not be re- .
duced to 0.6 percent to reduce the health;

hazard to children. Bince the submis-
sion presented no basts whatcver to show
that cautionary laheling will prevent the
use of lead-based paint In or around a
household (for example, particularly a
houschold where children presently do
not live), and since there is obviously
no way to require cautionary laheling on
walls palnted with lead-based paiut so
that future occupants will be aware of
the potential hazard, the Commissioner
concludes that this objecllon is not sup-
porled by grounds legally sufliclent to
Justify a public hearing on the issue. In
any event, the Borden submission states
that, {f no hearing 1s granted to eny
other party regarding the matter, the

RULES AND REGULATIONS

request for a public hearing 1s with-
drawn. Accordingly, since no other party
requested a public hearing on any issue
that 1s being granted, tho Commissioner
conchides that & public hearing will not
be held on the matter.,

Professor Joseph A. Page et al. of the
CGeorgetown Universlity Law Center ob-
Jected to the 0.5 percent lead level in-
sofar as it disrepards the repurchase
provisions of section 15 of the act and
Insofar as it permits nn additional year
to mect the 0.06 percent Jead level. Bince
rection 15 of the nct applles to all banned
hazardous substances and Is in any event
not enforceablo by the Commissioner
under the act, it would be inappropriate
to make any provision with respect to
repurchase in this or any other regula-
tion relating to a hanned hazardous sub-
stance. The act ulso explicitly permits
the Commissioner to establish appro-
priate implementation dates. The Coin-
missioner concludes thnt the objections
are not supported by grounds lepally
suficient to justify a publie hearing. and
fu any cvent the Poge submission states
that no puhlic hearing is requested on
thrse matters.

Two submissions were made riter the
rlatutory time for objections had cx-
pired. One of these, submiticd by Ameri-
can Home Products Corp., objected
renerally to the order as not providing
adequnte support for the severity of the
limitations established and requested n
hearing to resolve the lepal issues raised
by the absence of supporting data for the
order. Bince the Amcrican Home Prod-
1ets Corp subminisslon failed to sgpecity
with particularity the provisions of the
order deemed objectionable and the
grounds for the objections, requested a
hearing to recolve legal issues, and failed
to siate a factunl basls suflicient to
justify a public hearing, and in view of
the fact that the submission was not
made within the statutory time perlod,
the Commissioner concludes that this
submission does not require n public
hearinng.

The order promulgating § 181.9(n) (6)
in the Frorrau RREGISTER of March 11,
1972 (37 F.R. 6229), stated that it would
hecome  effectlve 45 days thereafter
unless stayed by the filing of proper oh-
Jections. 'This eflective date is not to he
confused with the Himplementation dates
contained in the regulations, :

In view of the sbove findings, the,

tions of §191.9(a) (6) pertaining to the;
0.5 percent lead level should be confirmed

" as effectlve. Those portions pertaining to
'the 0.06 percent lead level will be the

subjcct of a separate document to be

Wpublished at a later date.

Therefore, pursuant to provislons of
the Federal ¥Mazardous Substances Act
(sces. 2(0) (D) (A), (q, 74 Btat, 372, 374,
as amended 80 Stat, 1304-1305; 15 US.C.
1261(£) (1) (A), (q)) and the Federal
Food, Drug, and Cosmetic Act (sec. 701
(e, (O, (@), 52 Btat. 1055-56, ns
amended by 70 Stat. 919 and 72 Stat. 048;
21 Us.C,. 371 (¢), (), ()), and under
authority delegated to the Commissloner
(21 CFR 2.120): It i3 ordered, 'That the

16079

effective date of all but subdivisions ’

M) (@) and () (@) of §101.9(a) (6) be-

came cffective April 25, 1972, and that &

document ruling upon subdivisions

() (@) and (i) (@) will be published at &
Iater time.

Dated: August 4, 1972.

Sam D, Finrx,
Assoclate Commissioncr
for Compliance. .

[FR Doc.72 12502 Filed 8-9-72;8:46am]}

Title 43— PUBLIC LAKDS:
INTERIOR

Sublitle A—Office of tha Secretary of
’ the (nterior

PARY 19-—WILDERNESS
PRESERVATION

Hearing Procedures

43 CFIR Part 19 was contained in Cir-
cular 2203, 31 F.R. 3011, Fcbruary 22,
1968,

Paragraph 19.5(a) is amended as fol-
lows: In the third sentence of § 19.6(n)
substitute the figure “30" for the flgure
60",

Because this amendmoent relates to
internnl wilderness aren administrative
procechures, notice and public procedure
thereon is deemed unnecessary, and this
amendment will become cffective upon
publication in the FEpERAL, REGISTER
(8-10-72}).

HARRISON LOESCHt,
Assistant Secretary of the Interior,

AvGuUST 4, 1972.
{FR Doc.73-126323 Filed 8-9.-73;8:48 wm}

Chapter {l—Bureav of Land Manage-
ment, Department of the Interior
APPENDIX—PUBLIC LAND ORDERS
{Publie Land Order 5244)

[Nevada 80290)

NEVADA
Withdrawal of Lands for Air
Navigation Site

By virtue of the authority contained

Commissloner concludes that those por-% in section 4 of the Act of May 24, 1928,

49 U.S.C. section 214 (1970), it is ordered
as follows:

1. Bubject to valid existing rights, the
following deseribed public land, which is
under the jurisdiction of the Becretary
of the Interior, Is hereby withdrawn from
all forms of appropriation under the pub-
lic land laws, Includliig the mining laws,
30 US.C. Ch. 2, but not from leasing
under the mineral lcasing laws, and re-
served for use by the Federal Avlation
Administration, Department of Trans-
portation, as an alir navigation site:

MOUNT DiasrLo Mrriniaw

T.4N . R.63F,,
Bec. 6: lot 1,
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(1) Amounts deposited pursuant to
subdivisions (1), (D, and () of this
snbparagraph (Including sny voluntary
daposits made pursuant to parngraph (b)
(3) of this section), and

{(b) Amounts pald pursuant to para-
graph (a) (1) of § 1.1461-3, for such cal-
endar year,

. the withhinlding agent shall deposit the

balance of tax due for such year with
o Tederal Rescrve bank or authorized
conunercial bank on or belare the 15th
doy of the third month following the

‘ close of the calendar yenr.

(v) Transitional rules. Notwithstand-
ing the provislons of paragraph (a) (1)
of § 1.1461-3 and of subdlivislons (1) and
1) of thls subparagraph, the apgregate
amount of tax required to be withheld
under chapter 3 of the Code by any
withholding arent sfter Decomber 31,
1960, and before June 1, 1867, shinll be
deposited with a Federal Reserve bank
on or before June 22, 1967, For the pur-
pose of paragraph (b) (2) of thig section
any amount deposited in accordance
with the requirement of this subpara-
graph shall be consldered as if it were
deposited with respect to ainounts with-
held during the crlendar quarter begin-
ning April 1, 1567.

(3) Cross reference. For rules relat-
ing to the adjustment of deposits, sce
§ 1.1461-4(b) and § 1.6414-1, For rules
requiring payment of any undeposited
tax, see § 1.1461-3,

[ ] - L J . L ]
{FR Do0¢.72-20013 Piled 12-4-72;8:83 am] .

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
{7 CFR Part 905)

ORANGES, GRAPEFRUIT, TANGER-

INES, AND TANGELOS GROWN I[N
FLORIDA

Praposed Handling Limitations

Consideration 1s being glven to the
{ollowing proposal submitted by the com-
mittees, established under the markeling
sgreement, as amended, and Order No,
805, as amended (7 CFR Part 905), regu-
lating the handling of orangcs, grape-
fruit, tangerines, and tanpelos grown in
Florida, eflectlve under the applicable
provislons of the Agricultural Market-
ing Agreement Act of 1937, a3 amended
(1 UB.C. 601-674). The proposal would
extend cwrent grade and size limita-
tions, for the period January 1, 1873,
through September 30, 15973, applicable
to oranges, including Navel, Temple, and
Murcolt Honey oranges (but not includ-
fog Valencla, Lue Gim Gong, and similar
late maturing oranges of the Valencla
type), handled between the production
srea and cny point outside thereof in
the continental United States, Canada,
or Mexico.

‘I'he proposed extension of the period
of regulation of certain varieties of
oranges is deslgned to continue in effect
the current quality and size requirements
for such fruits consistent with (1) the
available supply and the demand for such
frults; and (2) improving rcturns to

No, 234—Pt. I——0C
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producers pursuant to the declared pol-
icy of the act.

The proposal 1s ag follows:

Order.In § 005.645 (Orange Regulation
71; 37 F.RR. 21799, 24432, 15036) the pro-
vislous of paragraph (a) preceding sub-
parapraph (1) thercol are amended to
read as follows:

§905.515 Orange Regulation 71.

(a) During the period January 1, 1873,
through Scptember 30, 1973, no handler
ehnll ship between the production area
and any point outsidc thercof in the con-
iinental  United States, Canada, or
Mexico.

.o £ ] » L .

All persons who desire to submit writ-
ten data, views, or arguments in connec-
tion with the aforesnid proposal shall file
the same, in aquadruplicate, with the
Hearing Clerk, U.B. Depnrtment of Agri-
culture, Room 112, Administration Bulld-
ing, Wsashington, 1).C. 20250, not later
than the 10th day after publication
of the notice in the Fenerar, REGISTER. All
written submisslons made pursunant to
this notice will be made avallable for
public Inspection ot the office of the
Hearing Clerk during regular business
hours (T CI'R 1.27(b)),

Dated: November 30, 1972,

PauL A. NICHOLSON,
Deputy Director, Fruit and Veg-
etavle Divisfon, Agricullural
Marketing Service.

|FR Do0c.72-20828 Filed 12-4-72;8:48 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[ 21 CFR Port 1911
BANNED HAZARDOUS SUBSTANCES

Proposed Exemplion of Cerlain Lead-
Containing Paints and Other Simi-
lar Surface-Coating Materials

The Commdssloner of Food and Drugs
hasreccived 8 petition from the National
Paint nand Coaling Association, 1500
Ithode Ysland Avenue NW., Washington,
1DC 20005, submitted pursnant to rection
701(e) (1) (B) of the Federal Food, Diug,
and Cosmetic Act, proposing an amend-
ment to a regulation (21 CFIt 191.9(a)
(6) (1)) promulgated under section 2(q)
1) () of the Federal Iazardous Sub-
stances Act. The proposed amendment
would excmpt certnin lead-containing
coatines from clascification as banned
hazardous substances.

‘The petition states that the submission
is on hehalf of its members which manu-
facture and market certain specialty
paints in which lead 1s 8 necessary com-
ponent,

Ecction 191.08(r) (6) was promulgated
in the Freoerar” Recister of March 11,
1972 (37 F R. 5229), and its effective dote
was ceonfirmied in part ln the Feorran
Rraizter of August 10, 1972 (37 F.R.
16078),

The proposed amendment prepared by
the petitioner reads s follows:

25819
§ 191.9 Banned hazardous subsiances.
(B) s @ O
G » **

(¢) 'he provislons of thls subdivision
(1) do not apply to:

(1) Automotive, rgricullurml, nnd in-
dustrial cauipment refinish coatings;

(2) Industrial (and cominercial builld-
ing) minintenance contings, including
traffic aud salety moarking coatings;

() Graphic art coatings (products
marketed solely for application on bili-
boards, road sipns, and similar uses and
for identification marking in industrind
buildingsy ;

(§) Touchup contings for arlomnhiles,
agriculturnl and. industiial equipment,
Iawn and garden cquipment, boats, ovt.-
board motors, motorized recreatienal ve-
hicles, and appliances;

(5) Exterior marine coatings for small
craft appication;

(6) Exterior rubber-based roof coat-
fngs; and ' =

(7) Exterlor primer coatings for wood
siding contiining extractives (produels .
markeled solely for appllcation on red-
wood and cedar) ;

Protidcd, That these products hear on
the main panel of thelr label, in sddition
to any labeling that may be required
under the act or regulntions promulgated
pursuant  thereto, the signal  word
“WARNING” and the following state-
ment: “CONTAINS LEAD. DRIED FILM
ON THIS PAINT MAY BE HARMFUL
IF EATEN OR CHEWED. See other cau-
tions on (slde or back) panel.” These
products suall also bear on thelr label
the following mdditional statement or its
practical equivalent: :

Do not apply on toys and othor children’s
articles, furnlture, or Interior surfaces of any
dwelling or facillity which may be occupled
or used by chlidren.

Do not apply on thoos exterlor surfaces ot
dwelling units, such as window zills, porches,
stalrs, or rallings, to which children may be
comunonly exposed. .

Kcep out of reach of children,

The placement, conspicucusness, and
contrast of the above labeling shall be in
accordance with the requirements of
§ 191.101,

* . - . .

The following Is the statement of
grounds given in the petition n support
of the proposed amendment:

On March 11, 1972, the Food and Diug
Administration published an order in the
FeperanL REcisTEr (37 FR. 5229) under
section 2(q) (1) (B) of the Federal Haz-
ardouns Substances Act which, in part,
declared any pelnts or other similar sur-
face-coating materlals intended, or pack-
aged In n forin suitable for use in or
around the houschold, to be banned haz-
ardous substances if: (1) Shipped in in-
terstate commerce between December 31,
1972, and December 31, 1973, and (2)
containing lead compouncds of which the
lead content is In excess of 0.5 percent of
the tolal weight of the contained solids or
dried paint film, On August 10, 1973, this
portion of the order was confimnmed as
effective; that portlon of the order per-
taining to a 0.06 percent lead level re-
mained under consideration by the
Agency.
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The Federal Hazardous Substances Act
applies to paint products which are found
to be toxie, which are intended or pack-
aged in & form kuitable for use in or
around a household, and which may
cause subslantial personal injury or ill-
ness as a result of “reasonably foresee-
ahle jngestion by children” (15 U.S.C.
1261(1) (1) (A))., Most palnis in lquid
form are not considered toxic under this
act because the viscoslty of the paint
product renders the ingestion hazard ex-
tremely remote. Only after the paint
product has been applied to a surface
accessible to children, and then usually
only after the film has flaked or chipped,
docs a hazard arise that ¢hildren may in-
gest the lead content.

Thus, this petltion s not necessary
beecause of the requirements of the act
since the specialty paints, which are
the subject of thls petition, are neither
Intended nor likely to be used on sur-
faces which are reasonably avallable to
children or on surfaces which will en-
able flaking and chipping of the paint.
‘This petition Js recquired only because
the langunge of § 191.9(a) (6) (1) appears
to be broader in scope than the languape
i the statute and broader in scope than
is necessary to protect agalnst the lead
hazard from the dried paint film. The
pertinent portion of the regulation rends
as follows: “Any paint or other similar
surface-coating material Intended, or
packaged in o form suitable, for use in
or around the household”, If this opera-
tive language had been limited to
surface-coating materials which after
npplication would pose a lead hazard
because of reasonably foreseeable inpes-
tion by children, it s clear that the reg-
ulation would not apply to these specially
products. This pctition for an amend-
ment is submitted, thercfore, only to
clarify the scope of §181.9(a) (6) (1) of
the regulations.

The Definitions and Procedural and
Interpretative Negulations, under FHHSA
(21 CFRR Part 191.1), specify that the nct
covers those products that under custom-
ary or reasonably foresceable conditions
of storage or ust may be brought into or
around & house, apartment, or other
place people dwell, including s garage,
carport, barn, or storage shed. The same
regulations expressly siate that the act
does not cover judustrial supplies that
might be taken into n home by a scrvice-
man, The Interpretations specifically pro-
vide that a product labeled os and mar-
keted solely for industrial use does not
become subject to the act simply be-
rause an industrinl worker could posst-
bly misappropriate a supply for his own
use.

Thus, thls interpretative regulation
leaves no doub} that industrial coatings,
such as original finish coatings for auto-
mobiles, Industrial equipment, and favn
and garden equipment are outslde the
scope of the act and thercfore remain
unaflected by the proposcd tolerances,
The speclalized coating products which
are the subjcct of this pelition are simi-
lar to the industrial or factory-applied
coallogs in maty respects. They ave in-
tended primarily for applicstion to non-

PROPOSED RULE MAKING

household surfaces, usually by profes-
slonal painters, saud they are not in-
itended or suitable for use on surfaces
accessible to children which would cre-
ate & hazard. The March 11 regulation
appenrs to cover these specialized paints
solcly because they may at times be
found In or around the housebold in
packnged form and not becnuse of any
findlng that they pose a lead hazard to
children,

Congress, In enacting the Federnl ¥inz-
ardous Bubstances Act, contemplated the
dangers offered by a product or article in
iis liquid state and in its packaged form
and thus designed the act to regulate
all products “intended or packaged In &
form suitable for use in or around the
houvsehold.,” Implicit in the quoted lan-
guage i3 the assumption that the par-
ticular hazard from o product s posed
simply because that product i3 present
in the hwouschold in packaged form,
While this is true of a substance which
presents a hazard in its Hquid state as,
for example, the flammabllily hazard of
certalin liguld pnintg, this 1s not true of
the lcad Ingestion hazard from paints,
The particular hazard posed by lead con-
tent in paint does not occur from the
liquld paint in the package but, instead,
the hazard occurs solely from the dried
paint film if ingested by children,

The best Information available Indi-
cates that children who are disposed to
chew paint chips confine their actlvity
primarily to interior surfaces in tho
house and, perhops, infrequently to an
accessible exterior swinface. Children
usually are attracted by flakes from old,
chipped paint film rather than ncwly-
conted surfaces, and by toys or other
articles which they may place in their
mouths. This is duo in large part to the
limited physlcal abilities of tho young
children suflering from *“plea,” the habit
of ingesting nonfood ftems.

As pointed out In comments to the
subject regulation, submitted by Dr,
army King and Dr. Jullan Chisholm
(noled authoritics on lead poisoning),
the most criticel age for exposure of a
child through ingestion of paint, putty,
and other lead-containing nonfood mn-
terials J3 usually 1 to 3 years of age. In
view of both thie restricted mobility and
physical limilations of children in this
are bracket, they nelther have aceess to,
nor are capable of chewing or jugesting,
paint chips from surface to which the
products for which exemptions are herein
roquestod are applicd. In fact, we are not
aware of any documcented case where a
child has attembted to ingest the palnt
film on sutomnobllics, farm and gawden
implements, ete.

The American Academy of Pedlatrlcs,
in its November 30, 1971 memorandum
to the Food and Drug Administration,
appears to confirm this: “The Amerfcan
Academy of Pedintrics endorscs the prin-
ciple contained in the petition filed with
the Commissioner that paints contain-
ing more than minute tfaces of lead be
declared a8 banned hazardons sub-
stances, if intended for use on children’s
products or interior surfaces (emphasis
suppled).” Further, the Benate Com-

?3’83@

mitteo Report on the Lend-Based Paint

Polsoning Preventlon Act Amendments

ol 1872 refers apccifically to coatings
“lntended for intertor residential aur-

taces” (8. Rep. No. 92-852, 934 Coung.,

2d Sess. (1072)).

similarly, under tho Lead-Bared Point
Polsoning Prevention Act (Public T.ew
01-6895) the Bccretary of Houslug and
Urban Development, in  consultotion
with the Secretary of Heallh, Education,
and Welfare, was instructed to develop
and carry out a demonstration and re-
search program *‘to determine the nature
and extent of the problem of lead-based
paint poisoning in the Uuited filates,
particularly in urban nress, and the
methods by which lead-based paint can
most effectively be removed from iuterior
surfaces, porches, and exicrlor surfaces
to which children mnay be commonly ex-~
posed, of residentinl housing."”

Acting under this authorlty, the Sce-
retary of HUD has determined that the
existing conditions that pose alead palnt
hazard to children aro those surinces
reasovably available to children that
present peeling or flaking paiut, This has
been recently confitmed by the ngency by
& publicetion in the Octobier 21, 1972,
Issue of the Feprrat Rrcister (at page
22732) entitled “Prohibitlon of Use of
Lead-Based Palnt and Flimination of
Lead-Bnsed Paint Hazard.” This revises
pertinent parts of the Code of Federal
Regulations already promulgnted under
nuthority of the Lead-Based Paint Pol-
soning Prevention Act. In this revision,
with respect to the use of and eliminntion
of existing hazards caused hy lead-based
paint, the Secretary of HUD defines “ap-
plicable surfaces” as all interfor surfoces
and those exterior surfaces, such as
stairs, decks, porches, rallings, windows,
and doors, which are readily nccessible to
chiltiren under 7 years of age.” Iunther,
“Health Hazard,” with respect to Jend-
based palnt, {3 defined fo mean “crack-
ling (sie), scaling, peeling, and loose lead-

. based paint on applicable surfaces.”

8ince the prohibltion agninst use of
lesci-based palnt under this revision ex-
tends only to use on “applicable surfaces
of any residential structure,” clearly then
these are the only swriaces found by this
agency to pose o lend hazard to chitdren.
There is no indication by IIUD that tho
surfaces to which the products under
constderation are applied present elther
an cxisting or future lead polsoning
hazard to chikiren,

It 15 clear from the forepoing that the
hazard sought to bo prevented by lead
tolerances established in § 191.9(a) (6)
is lead ingestion by childien who tend to
chew drled paint film on interior aund
exterlor household surfaces accesslble to

these children, and on toys or other arti-

cles Intended for use by these children.
The regulation is not intended to nor
should it rensonebly apply to the speclal-
1zed pnints under consideration since,
through customary or reasonably fore-
secable conditions of use, they will not
cause 8 lead hazard for plen children,
even though they are packaged in a form
suitable for use in or around the house-
hold, and thus, incldentally may meet
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the definitional test of §191.1(c),
namely, that ‘‘under any reasonanly
foresecable condition of purchase, stor-
nge, or use the article may be found In
or sround a dwelling.,” Thus, pelitioners
helleve these products should not be sul-
ject {o the provisions of the resulation.

Unlike interfor househnld paints or
even exterior paints for houschold ap-
plication which couid concelvably be
substituted for interior use or applied
ou an exterlor sur{ace accessible to chil-
dren, these speclalized products are never
innrketed for such application. They are
neither intended, designed, nor suitable
for use In arcas accessible to children.
These products are limited in purpose
and, since they are not general houschold
producls, are thus nurchesed infre-
qently and never stored sround the
household in any significant quantity.
Furthermore, most of there products are
intended for thie professional consuer.

The precauttonary lhel proposed in
this petition adds an extra mecasure of
protection agninit any conceivable risk
from its lead content due to misuse, The
possibllity of misusing these products,
even without the precautionary label is,
however, very remote. The gatish color
and rough texture of an industrial main-
tenance coating, such as & red-lead
primer in which lend 15 an important
protection material, makes it exceedingly
unlikely that anyone would use it on
Interior houseliold surfaces or other sur-
faces accessible to children. Olher spe-
cladty products, suchh as automobile
refinishes, are gencrally too expensive to
be feasible for use on such surfaccs.
Others, such as touchup coatings in
acrosol containers, arc packaged in
quantities too small for practical use on
houschold surfaccs. Additional signifi-
cant factors mnflitating sgainst misuse of
these products are explained in tho fol-
lowing discussions of the individual
products along with an explanation of
why lead 1= a necessary component in
these coatings.

DISCUSSION OF SpECIAL PURrosy COATINGS

1. Automotive, agricultural, and indus-
trial equipment refinish coalings. Auto-
mollve, agricultural, and iIndustrial
eqiipment reflnish coatings are designed
for use by aufomobile repair shops or
agricultural or. industrial cquipment
dealers for the refinish of automobilcs,
trucks, agriculturel, and industrial mn-
chinery. These refinish coatings are
marketed through automotive warchouse
distributors to automotive parts jobbers,
and then to automotive body shops.
Agricultural and Industrlal equipment
contings are sold by equipment man-
ufacturers and subsidiaries to equipment
dealers, :

Although these refinish coatings are
intended for use by automotive hody
shops or farm and Industrial equipment
deanlers and are not marketed primarily
for retall customers, some of these com-
panies have a secondary retall trade,
Such retall customers use these coatlngs
to refinish auntomobiles, agicultural
equipment, and industrial machinery,

PROPOSED RULE MAKING

This refinishing may occur in or about
n garage, barn, or shed.

These coatines are usually high-rloss
and nre customarily applied by spray
equipment. Lead s an essential ingredi-
ent in many of these contings for three
reasons. First, it is a eatalylic drier,
necessary to spced the oxidation process
and, thereby, prevent dirt or dust from
hecoming embedded in the filin, Scecond,
lead-containing plgments are necessary
to match original equipment colors and
to prevent a displeasing patchwork ef-
fect in coloring awhich otherwise would
appear after a short time due to color
chalking and fading. Finally, lead pro-
vides the essentlal resistonce te weather-
ing, heat, and other environmental con-
ditions to which aulomobiles, aericul-
tural and industrial equipment are
pecultarly exposed.

When used for the intended purpose,
there oxists no health hazard to chitldren.
Tudeed, the only difference hetween the
origzinnl factory-applied finish (which is
not remulated Ly the act unless applicd
to nuy toy or other articles Intended for
use by children) and the refinish product
is that a can of the latter may find its
way into or nenr the home. The hazard
exists, however, not from the liquid in
the container but only from the dried
film and then only if the film can be
ingested by children. It is not reasonnbly
foreseeable that a child would chew on
the paint because of the hard substrate
to which the paint Is appled.

Beeause of the nature of these re-
finishing products and their labeling, it
1s not reasonably foreseeable that they
would be used for other than their in-
tendad purpose, There are many reasons
for this: }

a. Spray appllcation, usually with
high-pressure sprayers, Is recommeundcd
for all of these products, and satisfactory
results are not obtained with a brush or
yolier; .

b. The high gloss colors found in most
ot these coatings are not sultable for
surfaces in the home;

¢. At the retail level, automotive re-
finishes are roughly twice as expensive
s houschold enamicls and paints, and
thus it is exceedingly unlikely that con-
sumers would purchase automotive re-
finish coatings for use on either an in-
terior ot exterior household surface since
cheaper, better-suited products are more
readily avnilahle, Further, such costs pre-
clude purchasing more than is actually
needed to refinish an automobile; -

d. These refinishes, in contrast to gen-
eral purpose household enamels and
paints, often renquire carefnl preparation
of thé metal surface, including grinding,
etehing, and priming in order to obtaln
proper adhesion; and

e. The proposed warning label would
provide additionnal protection by indicat-
ing to the purchascr that such coatings
should not be applied on auy surface
accessible to children.

2. Industrial (and commercial build-
ing) maintenance coatings, includirg
traflc and safely markings coatings. This
category Includes & variety of coatings

.

sold for maintenance of plant and cqulp-

ment, commercial bulldings, structucrat
steel (such as bridges), or for gafely
markings or pavement mackings in
streets or pniking lots, I.ead pimnent,
such as in the commonly used red.lepd
prinmer, 1z an importan!® ngredient In
these contings, principally bLecause it re-
sists corroston. Yead pigments uleo
achieve the brillinnt opaaue and durable
colors required for snfely markings on
pevements and Jndustrial areas. There
are no substitutes for the lead colors that
will adequately perforn the same pur-
poses. Organic compounds are weaker fu
tinting strength, ore leoss durable to
wenthering, and bave & tendeney to bleed
when overpainted.

‘Those products aire Inlended for uacs
which pos2 no heelth hazard of chii-
dren. Industrial plants, commercial oflive
buildings, metal equipment, struetuial
steel, bridges, and the like are not acces-
sihie to childven. Additionnlly, the Con-
gress, after hearings, has recemized that
such uses are not hazardous. In enacting
the Lead-Based Paint Polsonlug Preveit-
tion Act of 1871 (Publie Law 91-695),
Congress eliminated the langunge “any
buildiny or siructure,” and substituled
“Interlar suirfaces, porches, and exterior
surfaces to which children may be com-
monaly exposcd” in order to exelude In-
dustrial and commerefal bullding main-
tenance use (8. Rcp. No. 91-1432, 91st
Cong., second session 4-501970)),

Agaln 1t is not reasonably foreseeable
that Industrial maintenence coatings
would be misused and applied to & louse-
hold surface accessiblo to children. Large
volume users purchase these products
directly from manufacturers, and these
products are generally unavailable for
use around the household. Some retail
outlets msy stock and sell certain lines
of these coalings in limited volume to
smaller Industrial accounts. Buch indus-
trial maintenance coatings normnally are
lnbeled “Intended for professional use
only anad not for retail sale.”” In addltion,
they will bear the lead warning label
requircd by the proposed smendment.
Thus, the possibility of household use is
virtually eliminnted.

3. Graphic art coatings (products
marketed solely for application on bill-
boards, road signs, and similar uses, and
Jor {dentification marking of industrial
buildings). These paints or ceatings, ap-
plied frechand or by hand using i stencil
or similar technique, are used to present
a graphic {inage or convey a message, On
the basis of intended use and because of
a-general lack of access by household
consumers and children to cither the
coating or coated surface, graphlc ats
coatings should be excluded from the
regulation.

While these coatings may be stocked
by some dealers, they are intendec prin-
cipally for use by professional sign paint-
crs {or the application of colors to bill-
boards, billhoard structures, rord slgns,
and simllar items and for identification
markings of Industrial bulldings and the
equipment installed therein. Most of
these coatings are used only under

FEDERAL REGISIER, VOL. 37, NO. 234—TUESDAY, DECEMBER 5, 1972

cLD007115%




4

Tt
. Aty

N

i g

L S
- -

specific shop conditions for application
to plastic and metal surfacecs, such as
flumipated slgns advertising particular
businessas (8.g., service stations), or for
road-directional markera.

The necd for such contrasting colora
{3 mandotory for these types of identi-
fication. Existing technology provides no
substitute malerials for lead which will
provide the brilllance, color permanence,
and film durabllity neccessary for ox-
tonded perlods of service, particularly
under the temperature, sunlight, and hu-

* . midity conditions of outdoor exposure.

Furthermore, for many of these uscs,
such as appUca.tlon to road slgus, these
coatings are baked on. No accepiablo
nonlead colorants, which can withstand
such baking, are presently availabla

4. Touchup coatings for automobiles,
egricultural and industrial equipment,
lawn and parden equipment, boatls, out-
board motors, motorized recreational

© pehicles, angd appliances. These coatings

Are packaged in small containers or in
aerosol contalners for use by the con-
sumer in making minor sur{ace repairs
to his automnoblle, household appliauce,
or other mechanical equipment which

. may be found in the viclnity of his home,

While intended primarily for use in and
around the household, they are neilhier
tatcnded nor suitable for application to
large surfnce arcas accessible to chil-
dren. ‘The hard metal surface of the ve-
hilcles, appllances, or other equiptnent on
which these coatings are applicd do not
lend themselves to chewing by children,
The very thin, hard coating film on such
surfaces cannot be removed and in-
gested by chewing,

‘These coatings are packaged and mar-
keted in small quantities, discouraging
thelr use on anything except an extreme-
1y small arca. As with automotive refinish
coatings, they generally are not sutted
for use other than as intended. Further-
more, to insure spainst any misuse of
this product, cach container will carry
the required labeling, waining of the
lead content and restricting the use of
the product.

6. Exterior marine coalings for small
eraft application, 'Tha bulk of marine
coatings are marketed for industrinl uso
only, are sold in contalners not suitable
for use in and around the houschold, and,
therefore, are outside the coverspe of the
act. Yet, marine coatings also are sold in
slgnificant volume at retail for use by
consumers In coating small craft, and
these coatings could he found in or
around the household.

Lead 13 an essentlal ingredient for
these coatings, primarily for the same
reasons it s necded 1n industrial mainte-
nance. Lead s a necessary component for
corrosion control; there are no satisface
tory substitutes. As with automative re-
finish coatinns, lead is needed in marine
coatings to provide resistance to weath~
ering and other environmental condi-
tions. -

When used for thefr {ntended pur-
pose, marine coatings do not pose a lead
hazard to children since the coated sur«
faces are not accessible to them. Fur-
thermore, it is not reasonably foreseeablo

PROPOSED RULE MAKING

that such coalings would be misused for
other purposes in or around & household
because other, better suited, less costly
contings are more readily avallable,
Finally, the proposed warning label wonld
clearly indicate to the consumer that the
coaling shotld not be applied on any
arcas accessible to children,

6. Fzxterior rubber-based roof! coat-
ingz. These coatings are unique in that
they are rubber-based as opposed to
the types of molerlals used in other coat-
inps. Lead oxides ave the only known
materials avallable for curing the liquid
coatings when applied to surfaces such
n3 roofs where waterproofing is eszential,
Oxldes of no other metals exert any influ-
ence on the cure of these rubberlzed coat-
ings. In addition, lead oxides aro required
for improved water resistance. ‘These sur-
faccs are obviously not accessible to
children and, thus, the intended or rea-
sonably foroseeable usa will not create a
health hazard for children.

7. Exterior wood primer coalings. for
wood  siding containing cxtractives
(products marketed solely for usc on red-
1eood or cedar) . Luumnber used for fabrica-
tion of slding materinls may at times be
ccedar or redwood, each of which contains
water-soluble mnaterinls which can be
leachied by molsture and deposited at or
near the paint surface. Thoese stnining
chemieals can havo jacreased solubility
in the high pH of emulsion palnts and
can accentuante the development of un-
slightly stains on the paint film. A lead
compound primer is used when the bare
substrate is cedar or redwood, In order
to insolubilize the staina bhefore they
reach the topeoat. Continued manulac«
ture and s=ale of cxterlor staluing wood
priners of this type, which contnins lead,
is necessary for thislimited purpose.

We do not believe that the use of this
product poses o reasonably foresccablo
leadd hazard to children for cach of the
following reasons:

a. A lead-coniafning primer need only
be used once, and thus, there s no bulld-
up of layers of lead-containing palnt,
which is recognized s a primary cause
of lead notroning;

h. Exterlor house siding Is not rcadily
accessible to children in the sense that
porch rallings snd ormamental surfaces
are accessible;

¢. Staining, as distingulshed fiom
nanstaining, woods are not widcely used
for siding; and

d. Bome of the primer penctrates the
wood substrato and thus, should the
coating peel, little, iIf any, of tho primer
peels with i,

SuMmmary

‘While a number of these special pure
pose coatings may be found in or near
the household in packaged forin, no lead
hazard to chilkdven arises either befora
or after they are applied to the surfnces
for which they are jintended. Only
“hotschold” palnis that are intended to
be applied to surfaces accessible to chil-
dren can pose the lead hazard sought to
bhe prevented by the regulation in
question.

" We arc not aware of any data, includ.
ing reports In medical literature or

?? sice

¥

hwnan experience, which Indicate that

children have ingested drled paint Alms
from the types of surfaces on which the
products described herein are applied,
nor is it reasonably forcsceabie that such
ingestion would occur. Additionnlly, con=

sidering the inpccessibility ol the sur- -

foces to which these naiut filing ove ap-.
plicd and/or the hardncss of the film or
substrate to which thry are ap;j liedl, in.
gestion of these prodncis after anplica-
tion 1s not rearonably foresceable, ¥Fi-
nally, and as previously yointed out, the
likellhood of misuse of these products is
exceedingly remote.

Accordingply, this potition is syhwitted
In the interest of establiching, for both
the consumer and lhe industry, clarity
and certainty with respect to the scope ot
the subject regulation. This woulld slso
avold the possibiiity of unwarranted
regulatory action yesulting from e leck
of sich clarlty and certvinty and provide

» sound cnforcement basis for labellnc ’

these classes of products.
Yrocenunk

Since this petitlon s filad prior to the
implementation dato (December 31,
1972) of the lead order, it is requested
thint the publication of thix potition have
the effect of suspeiuling the effective
date of tho order, pending review of
comments and promulgntion of a flnal
order in this matter, only as it npplies
to thiose painta and similar surfnco
coating materials which petitloners sub-
mit should not he subject to tho order.
without such a suspension, the manufac-
turo and distribution of the products
wowld be totally disrupted. Manufees
turers have not known and still do not
know whether to continue or discontine
tho marketing of these spoeclallzed coat-
ings sinco there Is a substantial unre-
solved question of thelv status under the
lcad order. Additlonally, until this ques-
tlon 1s finally resolved by o finnl order,
customers of these mann{acturers, such
as distributors or users having a second-
ary rctail trade, cannot with confidence
continue to purchase such products, This
{3 because it may be necessary for them
to introduce the products into interstate
commerco subsequent to the Docem-
ber 31, 1972, Implementalion date, This
petition 18 not Intended to affect the
inplementation date of the lead stand-
ards os they apply to other paints and
surface-coating materials,

An additional factor for conslderation
relates to the labellug required by the
proposed amendment, Until the Commniis-
slonet determines by regulation the ac-
ceptable or desirable label statements for
the special-purpose coatings under con-
sideration, manulacturers cannot with
confldenco label or relabet now produc-
tion. It will be necessary, therefore, to
consider lead time for an lmplementa-
tion date for such labeling as may be
required. :

Bince this petition was recelved prior
to the implementation date (Decem-
ber 31, 1072) of § 191.9(a) (6) (1) (b}, the
publication of this proposed amendment
shell have the effect of suspending said
implementation date, only ms it applies
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to those palnts and similar surface-
coating materials as described in this
proposal, pending review of domments
- and promulgation of an order in this
matter. This proposnl wiil in no way
ailcet the implementation date of § 191.-
9(a) (6) (1) (b) ns it applies to other paint
and stnilar surface-coating materials.
This proposal is belng lssued pursuant
. 1o provisions of the Federal Hazardous
~Hubstances Act (see. 2¢Q) (1) (B), (2), 14
Htat. 372, as amended by 80 Stat, 1304; 15
U.S.C. 1261 (q) (1) (B), (2)) and the Fed-
erul Food, Drug, and Cosmetlc Act (see.
701(e), 62 Stat. 1055, ax amended; (21
U.SC. 371(e)) and under authority
delcgated to the Commissioner of Food
and Drugs (21 CFR 2.120). Interested
persons may, within 60 days after pubh-
Llication hercof in the FepraaL REGISTER,
filo with the Hearing Clerk, Nepartment
of Health, Educatjon, and Welfare, Room
'6-88, 6600 Fishers Lanc, Rockvilic, MDD
. 30853, written commenta (preferably in
quintuplicate) regarding this proposal.
Comments may be nccompanied by a
‘momomndum or brief ln support theveof.
Recclved comments may be seen in the
- above office during working hours, Mon-
day through Friday,

Dated: November 28, 1972,

8am D, FINE,
Assoclate Commisstoner for
Compliance.

[FR Do0c.72-20789 Flled 12-4-72;8:45 am]

Social and Rehabhilitation Service
[ 45 CFR Paris 207, 206
PUBLIC ASSISTANCE PROGRAMS

Payments for Ineligible Cases and
Overpayments for Eligible Cases;
Exclusion of Expenditures

Notlce 1= hercby given that the regula-
tions set forth in tentative form below
are proposed by the Administrator,
Social snd Rehabllitntion Service, wilth
the approval of the Secretary of Heallh
Fducstion, and Welfare. The proposed
regulations relate to the progrons of
financial and medical asslstance, author-
ized under title I, IV-A, X, XIV, XVI,
and X1X of the Social Securily Act.

The proposed regulations would ex-
clude from Federal flnanclal participa-
tion, all expenditures for payments for
inellpible cases and overpaymeunts for
eligible cascs,

Prior to the adoption of the proposed
regulations, consideration will ba given
to any comments, suggestlons, or objec-
tlons thereto which are submiited in
wrlting to the Administrator, Soclal and
Rehabllitation Service, Department of
Health, Fducatlon, and Welfare, 330 In~
dependence Avenue SW,, Washington,
DC 20201 within a perfod of 20 days {romn
the date of publication of this notice in
the ¥'rperal Rrecrstrr. It is the policy of
the Departinent tbhat 30 days’ notice will
be given for proposed rule making in
the formulation of rules and regulations
,  koverning the Depariment's grant pro-

© GTRIS. Compllg\nco with such proce-

- S .l
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dures, however, would involve delay In
implementing urgently needed measures,
found to be necessary for the proper and
eflicient administration of the assistance
programs, which are to become effective
January 1, 1973. Buch delay would be
contrary to the public interest. Accord-
ingly, we find that there Is good cause to
reduce the usual period of notice. Com-
ments received will bo avallable for pub-
¢ Juspection in room 6121 of the Depart-
menl's ofilees at 301 C Street SW,, Wash-
ington, D.C., on Mendny through Friday
of each weck from 8:30 a.m, to 5 p.m.
(area code 202—963-7361).,

The proposcd regulations are to he is-
sued under section 1102, 49 Btat. 647,
42U.B.C. 1303,

Dated: November 29, 1972,

JoHN D. TWINAMY,
Admintsirator, Social
and Rehabilitation Service.

Approved: November 29, 1972,

Ervior L, RICHARDSON,
Secretary,

1. Scelion 201.5 of Part 201, of Chapter
I1, Title 45 of the Code of Federal Regu-

Iations is yevised to tead as set forth
below;

§ 201.5 Grants.

'To States with approved plans, grants
ave macde, prior to the commencement of
each qunrter, for estimated expenditures
under the plan for asslstance, scrv-
fces, training, and adininistration. The
smonnt of the quarterly grant awanrd is
based wupon estimates submitted by
the SBtate, containing Information re-
quired hy the Administrator, and such
other informmation available to the
Departmient as snay be necessary to esti-
mate expenditures properly subject to
Federal financial participation,

(n) Form and mauner of submitial,
(1) Time and place: The estimates for
public nassistance grants for ench quar~
terly pericd must be forwnmded to the
Liepavtment of ITealth, Fducation, and
‘Welfare, Social and Rehabllitatlon Scry-
ice, Washington, D.C. 20201, Attentlon:
Office ot Financial Management, with
copy to the regional office 45 days prior
to the perlod ot the estimate. ‘They in-
clude a certification of State funds aveail-
able and a jnst!fication statement in
support of thie estimates, A statement of
quarterly expenditures and any neces-
sary supporting schedules must bo for-
warded to the same addresses not later
than 30 days after the cnd of the
quarter. An annual supplement to the
statement of expenditures, for account-
ing for soclnl service expenditures In
accordance with the imitations of section
1130 of the Soclal Secwulty Act, must also
be forwarded to the same addressees not
Iater than 60 days after the end of the
Federal fiscal vear,

(2) Descriplion of forms: “State
Agency Expenditure Projection—Quar-
terly Projectlon by Program” represents
the State agency’s estimato of the total
smowunt and the Federal shiave of expend-
itures for assistance, services, tralning,
and administration to be made during

- 25853

tite quarter for ench of the public assist-
ance programs under tho Act. I'roln these
estimates the State and Federal ghares
of the total expenditurcs are computed.
The State’s computed share ol tolal esti-
mated expenditures is the amount of
State and local funds necessary for the
quarter. The Federal share is the basls
for the funds to be advanced for the
quarter, The State agency must aiso eer-
tify, on this form or otherwlse, the
amount of State funds (exclusive of any
balnnce of advances recelved [rom the
Federel Government) actually on hand
and avallable for expenditure; this cer-
tification must be signed by the execu-
tive officer of the State agency submitling
the estimate or a Person oflicinlly desig-
nated by him, or by a fiscnl officer of the
State if requlied by State law or regula-
tion. (A form *Certificale of Availabiiity
of State Funds for Assistance and Ad-
minlstration during Quarter’ ig avallable
for suibmitting this tnformation, but its
use is optional,) If the amount of State
funds (or State and local funds if local-
ities participate In the program), shown
as avadlable for cxpenditures i1s not suf-
ficient to cover the State's proportiouate
share of the amount eatlmated to be
expended, the certification must contaln
& statement showing the rource from
which the amount of the deficiency is
expected to be derlved and the time when
this amount 1Is expected to be made
available. :

(3) The State apency must alro sub-
mit a quarterly statement of expenditures
for each of the publlc assistance pro-
grams under the Act, This is an account-
ing statement of the disposlition of the
Federal funds granted for past perlods
and provides the basis for making the
adjustments necessnry when the estimate
for any State for any prior quarter was
greater or less than the amount the
State actunlly expended in that quarter,
The statement of expenditures also shows
the share of the Federal Goverbment {n
any rccoupment, from whatever source,
of expenditures clalmed in any prior pe-
rlod, and also in expenditures not prop-
erly subject to Fedceral financial partici-
pation which are ecknowledged by the
State agency or have been revealed in
the course of an audit.

(4) Effective for quarters beginning
with the quarter commencing January 1,
1973, all expenditures for payments of
finnneial and medical assistance for in-
eligible individuals or families and over-
payments for eligible cases shall be
excluded from BState estimates and
expenditure reports.

(b) Revifew. The State's estiimates are
enalyzed by the regional office stafl and
arc¢ forwarded with recommendations as
required to the central office. In comput-
ing the grant, the central oflice reviews
the State's estimate, other relevant in-
formation, and any adjustments to be
made for prior perlods. Relevant infor-
mation as to payments for inetigible in-
dividuals or familics and overpayments
includes the most recent-data avallable
from reports (as required under § 205.40
of this chapter) on quality control re-
views of Btate samples or the national

N R e e

I e AL rr— e

P it

L N > > . M

FEDERAL REGISTER, VOL. 37, NO. 234—TUESDAY, DECEMBER 5, 1972,

. . " - CLDOOT1ILT

R




§ 5X.59 Operations and operuling pro-
cedyres.

] * L * e L]

(¢)s** )

(8) Bubmit to the Chiel of the Fresh
Products Standardization and Inepee-
{on Brenely, Frult and Vepetoble Divi-
sion, Apricultural Marketing Scrviee, for
approval prior to printing, dradings or
printers' preofs of ecach packers er
dictributor's Inbel bearing or rveferrving in
ahy manner to oflicial inspection Jezends
or gradc marks,

* L] * L L]
(Secs. 203, 296, 60 Btat, 1087, a3 mmended,
1090 as pmended; T U.B.Q, 1622, 1824)

Dated: December 26, 1972,

Il 1. PRIFRSON,
Admintstrator,
Apricultural Marl:cting Scrvice.

[PR Doc.73-87 Filed 1-3-73;8:45 nm]

Commodity Credit Corporation
[7 CFR Pourt 142301
PRICE SUPPORT PROGRAM TFOR PAILK

Loans, Purchases, and Other
Oneralions

Notice Is hereby given that the Secre-
lary of Agriculture, undsr suthority of
section 201¢c) of the Agricultural Act of
1949, as amended (63 Stat. 1051, as
amended: 7 U.S.C. 1446}, and sections 4
ond 5 of the Commodity Credil Corpova-
tion Charter Act, as amended (62 Stat.
1070, as amended; 15 U.S.C. 714b and
114c), is considering the terms and con-
dilions of the price support program for
milk, for the 1973-74 moarketing year be-
sinning April 1, 1973, Including the pen-
cral level of pices to producers for milk
aud the prices for and terms of pnrchase
by CCC of bulter, nonfat dry milk, and
cheddar cheese, 8ccllon 201(c) of the
Agricultural Act of 1019, as amended,
provides as follows: ““I'he price of milk
shall boe supported at such level not in
cxenss of 00 per centum norv less than
75 per centum of the parily price therefor
ns the Bceretary delermines necessarvy
in order to assure an adequale supply.

~Buch price support shall be provided
through purchases of milk and the prod-
* uels of milk,”

Conslderation will be given to any data,
vlews, and recommendations which e
subinitted In writing to the Direstlor,
Llvestock and Dalry Division, Agricul-
tural Stabillzalion and  Conservation
Scrvice, U.S. Department of Agriculture,
Washington, 1).C. 20250. In order to be
sure of conslderation, all submissions
must be received Ly the Director not Iater
than 30 days after publication of this
notice in the F'rorrat Rrcrsrer. All writ-
ten submissions mnde pursuant to this
notice will be made avatlable for public
Inspection at the Oflee of the Dircctor
during regular business hours (8:15 a.an~
4:45 pm,). (7T CFR 1.27(0)

Blgned at Washington, D.C., on De-
cemher 22, 1972.

Grenn A, Wrir,
Acling Executive Vice President, .
Commodily Credit Corporalion.
¥R Doc73-126 Filed 1-3-73;8:46 am)

FEDERAL

PROPOSED RULE MAKING

BEPARTMENT OF HEALTH,
ECUCATION, AND WELFARE

Food and Drug Administration
121 CFR Part 31
VITAMI! A AND VITAMIN D

Picposed Stutemient of Pelicy;
Correction

The Comlsstoner of Teod and 1rupes
{==1ed o proposcd sinfoment of poliey on

heute of vitamin A and vitamin D svhich

was published in the Frorrat REGISIER
of ‘Thursday, December 14, 1972 (37 I'R
26¢18), 'Ihe provisions of the pioposcd
vew seclions ghonld be corrected ns
follows:

1. The proposed § 3.—— Vitamin A
preparations for oral use as drugs is
amended by deleting pavapraph (b)Y (3),
redosipnating paragraph (¢) as parn-
praph (d), and adding a new parsgeaph
(¢) to read a3 set forth below,

§3.~-- Vitmin A prepovations  for
oral usc ns dvangs.
. . . . *
h)y * ¢« »*

(3) [Deletedl

(¢) Preparations containing 10,000 or
less L. of vitamin A per dosage unit will
be regavded as misbranded if their rec-
ommended dally dosage exceeds 10,000
IV,

[ ] . . . *

2. The propored § 3. ——— Vitamin D
preparations for oral use as drugs Is
amended by deleting paragraph (b) (3),
redesigveting parsgraph +(¢) as parn-
praph (1), and adding a new paragraph
(c) toyead as set forth below,

§ 3.——  Vitmin P jpreparations for
orab use ns drugs.
. ., . . L]
L) * * =

© (3) [Deleted]

(¢) Preparations containing 400 or
less LU, of vitamin D per dosage unit
will be regarded s mishrended 1 thelr
recommended dally dosage exceeds 400
I.U.

) . ] »® L]

Dated: pecembcr 26, 1672,

WrLLiAM I*, RANDOLPH,
Acting Associate Commissioner
for Compliance.

IFR 1)0¢.73-132 Filed 1-3-73;8:46 am}

12} CFR Part 191)
BANNED HAZARDOUS SUBSTANCES

Proposed Examption of Artists’ Paints
and Reloted Materials

An order wos putlished in tho Irprrav
Rreis1teEr of Mnrch 11, 1972 (37 I'R.
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5229), classi{ylng cevlain lrad-containiug
paints and other eimilar suiface-conding
materlals as bapned hoewardous rube-
stances, This repulntion (21 CLat 1019
(p) (6)) was promulgated under sectien
2@ 33 of the Yedernl Inzardus
Bubstances Ack.

Tectlon 191.0¢(a) (6) (i) dreinicg pa n
banned hazardons substanize eny peint
or other similar suriace.eantine
terjal intended, or pactaned v a (o
sultable, for use in or arcund a hny- -
hold that Is shipped in intoretate com.
merce hotween Decemboer 2, 10572, anan
Dogcembier 31, 1073, and that cordain:
lead componnds of which thr lead eon e
tent (ealeviated as the mctal) s in oy
cess of 0.5 percent of the tntal veinht of
the contained solld: ov diicd vt 1o
The effeclive dato of s pott of theae -
ulation was eonfirmed in the Froriag,
Rramrern of August 10, 1072 (27 ¥ 7
16078,

Bince the momnlgation of std bine
ning repulntion, the Feod ond 1hvan Ad.
miunlstration hns reccived mnny fnnulrles
and ndverse responses concerning e
banning of nrtists’ palnts due o theiy
lead content. These deal specificnlly with
Iend carbonate (also knosn as whits
lead, flake white, cremmnitz white, nnd
silver white), Taterested percons sinie
(1) that lead i3 a necessivy comnponecnt
of artists’ paintg, (2) that a sntisfactory
substitute for lead Js not euriently avail-
able, and (3) that althounh thess prod-
ucts are both Intended and packaped in
a form suitable for use in pnd around a
houschold, 1t is not likely that children
will Ingest the dried paint filin,

Flaving considered the responses and
other relevant material, the Commis-
sloner of I'ood and Drucs proposes to
exempt artists’ paints and rclated ma-
terinls from classification as a banned
hazardons snbstance. If this propossl is
adopted these minterials will still be sub-
Ject to olher provisions of the Federpl
Hazardous Substances Act and regula-
tions promulgated thercunder.

Therefore, pursuant to provisions of
the Federal! Hazardous Substances Act
(sce. 2(q) (1) (B), (2), T4 Stat. 374, as
amended 80 Stat. 1304; 15 U.B.C. 1761
(@) (1D (B), (2)) and the Federnl Food,
Drue, and Cosinetic Act (see. T01¢e), 52
Stat. 1055, as amended; 21 U.B.C. 371
(¢)), and wnder authority delezated to
him (21 CFR 2.120), the Conunissloner
proposes that § 191.9(a) (6) be amended
by adding thereto & new subdivision
(1) (d), as follows:

§ 1919 Ranncd hazardons substances.
(a) . o 0
@) ¢ s o
(@) The provisions of this subdivision

() do not apply to artists’ paints and
»related materigls.

L] L] » L} L]

Fublication of this proposal in the Fxp-
rrAL RrcierEr shall have the eflect of
suspending the Implementation date, (Dg-

oo
‘L{.v-*' (e
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N 2260.07
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cember 31, 1972) of §101.9(a) (6) (D (DY
only a8 it applies Lo artists” paints and re-
lated materials, pending review of cam-
meuts and promulgation of an order In
thuts matter, ‘This proposal will in no way
affect the fimplementation date of §191.-
9(n) (6) (1) (I asit applics Lo olhier paints
and rimllar surface-coatinn materinis,

Interested persans nay, within 60 days
after publication hercof In the FLnepan,
reasyen, file with the Jlearing Cierls,
Depovtment of Health, Fduention, ana
welfare, Roam 6 -88, 5600 Wishers Toaue,
Rockville, M) 20852, writien commenis
(preferably In quntoplicate) regarding
thls proposal. Comments mmay he aceom-
panied by a memoraandum or hilef in
supporl thereof. Recelved comments may
be scen In the above office dviring working
houis, Monday throuph Fiiday,

Dated: Decembler 26,1972,

WirLiam F. Rawporrst,
Acling Associate Commissioncer
Jor Compliance,
{FIRR D0c.73-20 Filed 1-3-72;8:45 am|

DEPARTMENT OF
TRANSPORTATION

Federal Avialion Administration

{14 CFR Fart 911
[Dacket No. 11350; Nolice Mo, 72-35)

VFR WEATHER MINIMUMS

MNotice of Proposed Rule Making

The Federal Aviatton Administration
is considering amending Part 91 of the
Federnl Avialion Reguiations by revicing
§ 91.105 to prescribe distance from cloud
mintmums for aireraft operating 1.200
feet or less ahove the surface outside con-
trotled airspace,

Interested persons may poarticipoie in
the proposed rule making by submiiting
such writien dota, views, or arguments, ns
they may desire. Comimunteations shnnld
identify the regulatory docket or notice
numher ond be submitted in tripleate
tn: Federal Aviation Administration,
OMee of the General Covnsel, Atlention:
R’iles Dorliel, AGC 24, 800 Tndependenen
Avente 8W., Washinglon, DC 20591, All
conmmuttications reccived on or hefore
March 22, 1973, will bhe consiidered by the
Administrator hefore taking nction on
the proposed rule. The proposal con-
lained in this notice may be chanped in
the light of comnments received, All com-
mends submiticd witl he avaitnhle, hoth
before and ofter the closing dole for
conunents, in the rules docket for exami-
nation by infarested persons,

I. Backoround. Thisnotice of proposed
rule making follows advance nalice of
proposed rale making (ANPRM) 71..24
(36 FIR 17052) which was insued on Ati-
gust 23, 1971, Thal. ANPRM was iosucd
to oblain connunents on the adequary of
existing ba<le VFR weather minhnums
helow 10,000 feet MSL in controllecd ansd
uncontrolled eirspace.

Approximately 600 of the 730 coms-
ments recelved In response to the notlee

i
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PROPOSED RULE MAKING

slated that cxisting VPR minimums sre
adequate. Deaspile the fact thoat views
were solicited on the ndequacy of alt
minimums in controlled alrspace below
10,000 MSL, many comments were de-
voted solely to opposing the results of a
pilnt strvey which indicaled thatb some
indivicduals favored an inerepse in visi-
bility from 3 to § miles. Since many of
the comments were preoccupicd with
this one issne, the samount of information
suhmitted on other aspeets of the
ANIRM, including distance from eloud
requirements, was small, This nottee is
j=ened {o obtain more adequate pubile
canmient with respect to distance fiomn
cloud yequivements,

11, Within controlled airspace. ‘There
was overwhelming opposition to increas~
ing VFR minimums in controlled nlr-
space. As jndicated above, a lorpe pro-
portion of the comments was ditected to
the jssue of whether or not to inerease
the visibility minimnm to 5 mites (helow
310,000 fect), Conunentators constdered
this unacceptnble for tvo veosons, First,
they stated thnt the esttmated vestviction
to all kinds of general aviation netivity
wonld he very sevions, dve to the poor
visthility prevailing in many pavts of the
United States a Inrge portion of the time,
Seeond, Lthey stated that s visibility minl-
mun of 5 miles would not, in itself, en«
nble a pilot {0 see aned avoid another alr-
craflt any sooner than with 3 miles vist-
bliity, heecanse, they stated, it is plmost
fmnossible to see a small aiveraft 5 miles
avay,

Rule making on the visibility aspeets
of the ANEP'IIM is belng deferred for fur-
ther study of {hese comments, parvtice-
wlarly siuce avatlabln stotisties jndicate
that mest near midate collislon incidents
orcur dwming daylight hours and when
the visibility is in cxcess of 5 miles, This
would indicate that o mere Increase in
visthility minlintuns may involve an in-
crensed burden on the altspace user
without a corvesponding  increase in
safcly in controlled nirspace,

I, OQuiside controlled airspnee, "I'here
were fow comments directed specifically
to ndequacy of minimums in uncon-
trolled airspace, The majority of these
stated that the minimums are adequate
ond no chianpes are necessary, Yowevey,
some commentaiors did support more re-
strictive requivements. The MNolionnl
Trauepertntlon Safely Board (NTSI3)
commeanted that in many instanees un-
controlled elrspane 1s utilized for troin-
fne, tranzition pnd  adveraft fowiliovi-
zation for new or Jow-time pilots, that
these activitles plus o low-experience
Ievel inherent In training activities trnd
{0 increase hazards, and that therefore
preater clond clearance and visibility
shonld be required. The NTSB slated
{hal the wealther minimums jn uncon-
frolled sirspace should he the smnme ns
those in controlled atvspace helow 10,000
feot, 'The FAA Is piving dun considerns-
tion to alt aspeets of this recommaoendn-
Ltion, nnd bhelieves that the Bonrd may be
correct with respect to distonee from
clouds nt ond below 1,200 fcet outside
controlled nirspace. This notlee requests
furthier public comment on this point,

Bevernl other comments surrested
that the minlmums should be Inceensed,
Some favored an acrors-the-boarad visi-
biltty requirement of 3 mliles with no
changa in the exlsting “clear of cimula”
requirement below 1200 fer! Al
Olbers suagested sane intermedinia op
sliding scole of viclbility valueg, +hile @
few recommended some form of ctoud
clenranee criteria fn unconheltd eir-
rpace below 1,200 feeb. Ju addition, sev-
eral commentators nolerd the compleyity
of the existing weather mnimvan-. ‘Phe
FAA ogrees that the present vines pre
complrey, and that one of (hr +onepdl
cating factors Is the “¢lear of sfewmdy”
reqivement enfride comtietel ot oo
al and below 1,200 fext nloave the parfaen,
The praposed amandment, in 0/ 00 to
responding  to safely  copnsidernfions,
would etiminate this focton,

As scversl eotmumenls Indiented a e
quirement to avold clonds hy a mnderate
distanee could prevent a pilol from in-
advertently cntering clonds sinee the
distanee between being “clear ¢f” clouds
and “in” clouds is slinht, Specifying o
moderate minimum distouce woull ju-
traduee a new safely facior n the VIR
rules oulside of contiolled abepaee,

Since Nollce T1-2% covernd many
oreas and the responding connienl=were
necessarily somewhnt NHomnented, the
FAA betieves that the pablic shoulld have
. opportunity to fuvros on this one
nspect of the VFIR minjmumms, Tne addi-
tion to the eubject mntter of this pro-
posal, there gre other subjeets clther dis-
cussedt in the ANPRM or penerstort by
it that are receiving consideration and
which may lead to future propas~ls,

In conciderotion of the forenolnge, il
i< proposed to pmend Pavt 01 of the Fed-
eral Aviation Repulations by amending
§ 91.105(a) by deleting, from the lahie.
the words “clear of clonds” and by ~ub-
stituting the words “ind feet helow,”.
1,000 fect aboave,” and 2,000 fect haovie
zontal,” thercfor.

This amendment Is preposed under the
authority of ecctions 07 pand 313(0Y of
the I'ederal Avialion Act of 1931 (42
U.8.C. 1343, 1358(n)), and seetinn 6(c¢)
of the Department of ‘Iransportation Act
(49 US.C. 1655(c)),

Issued in Washington, D.C,, on I2ecema-
ber 22, 1972,

Wirrram M. FrLEuen,
Dircetor, Air Traflic Scrriee,
|[FR Doc.73--144 Flled 1-3-73,8:45 am]

federul Highway Adminishiation

[ 49 CFR Femt 3931
[Docket No. MC-22; Rotice No, 72 5]

MOTOR CARRIER SAFETY
REGULATIONS

Vehicle Interior Noise Lovels ‘
The Divector of the Bureau of ‘Mvturi
Cavrler Balcty proposcs to amend tho;
motor carrler safety regutations to estaly-|
Hsh a maximun interlor sound level for
commercial motor velilcles operated n,
intcrstate or forelgn commerce, ’ l
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