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FDA PROPOSES REGULATION OF LEAD
~ AND CERTAIN OTHER HEAVY METALS

‘Executive Synopsis

This Bulletin reporfs on new developments concerning the use of lead, mercury and certain other -

heavy metals in paints and coatings. The most significant of these is fhe new proposed regulo’non

of FDA which would, among other things, reduce the lead level to 0.5% from the 1% currently author-
ized by ANSI Si‘andard Z66.1 and would declare products coni’ammg ‘unacceptable levels of these
hecvy metals fo be hazcrdous maferlals, thus'requiring mandatory labeling. Copy of the FDA proposal
is oHoched as'well as a copy of the "Ryan" petition to FDA asking that oll lead in household paints -

be banned.

This bu”e’rm also comments on the status of the * mercury review' presenfly being conducted by EPA.

A copy of the Administrator's Order on certain olglmycm products (attached) contains a number of

"findings" relating to phenylmercurlc acetate and, in that respect, reflects the governmenf s views on
the subiecf. EPA achon on mercury uses across ’rhe bocrd is expecfed in the near fufure.

g )

ACTION REQUIRED BY YOU Commenfs cmd views on the proposed FDA regulo’rlon are sollcn‘ed

OPERATIONS AFFECTED IN YOUR COMPANY The reduced maximum allowable lead level could

require. many formulcmon changes and, when the regulahon be comes effective, mondcfory |abel|ng on
all rrcrde soles produci‘s conrcunlng more fhcm 0. 5% lead would be requrred :

ACTION' TAKEN BY NPVLA Liaison. mam'ramed wﬂ'h all governmenf agencnes havmg regulcfory and/of

|administrative responsnbrhhes in these matters, with the objective of achieving uniform, reasonable and
|effective regulations; ‘and, pursuant to policy decision at the NPVLA Executive Committee meeting on
October 8, |97| genercl ob]echves oF the FDA proposal have been supported.

CONTACT AT _N P\/'LA: Johri' M‘.;_Monrgomory‘, Gonerol Counse!
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1. FDA PROPOSED REGULATION

A thﬁ‘ Does If Invo!ve'? b

<volatile content of paints cnd coahngs for toys, other chlldren s arhcles, all
terlor surfaces and certain exferlor surfcces accessible to chlldren

; suld reduce fhe uccepfable Ievel(s) of cmhmony, arsemc, cadmlum, mercury
‘and selenium in the non-volatile coating to 0.05% individually or in total from
the ANSI Standard (Z66.1 = 1964) of 0.06%, the acceptable level of water. soluble
banum at one percenf of fhe barium presenf is cfflrmed .

~Note. In addition to the percenfage restrictions above, the proposed regulation
makes it clear that the use of these. hecvy metals should be limited to that amount
essenhal under good. mcnufacfurmg prqchces

' 3 it would declare that pcunts and other surface-coahng materials are hazardous sub-
~stances requiring specual labe! warning, under the Federal Hazardous Substances
Acf, if fhey con’rcun more than the accepfable Ievels prescnbed in 1. and 2. above.

B. Why This Regulaﬁon"

, Nohng the one- percenf lead level aui‘horlzed by Z66.1 and prescnbed by the Lead-Based
Paint Poisoning Prevention Act (P.L. 91-695) earlier this year,the Commlssmner, FDA has stated
that this proposal is for the purpose of achieving "an additional margin of safety. " Also, man-
datory labeling requirements would be established, thus eliminating the expressed concern of -
some pubhc officials that the volunfury Iabehng program for lead is not working.

. The Commissioner does distinguish befween fhe hlgh lead levels whxch were used in the old
pcunf formulations and the lead content of modern paints, and confirms that. he is "unaware of any -
reports of serious injury or death as a result of ingestion of paints containing one-percent lead or
less. " Nevertheless, he states that small amounts of Iead in excess of the proposed !evels, when

. considered in conjunction with other sources of lead in the environment, do constitute " substantial

;;addlhon to fhe body burden. fhaf can reasonably be avoided through the application of available
1echno|ogy , o

Notwithstanding the absence of human experience showing hazard from insestion of paints
containing one-percent lead or less, many doctors today have expressed the concern that the con-.
“tent of “one-percent” lead in several layers of dried paint film could exceed the safe limits,
particularly for children. Because of this, efforts have been mounting to reduce the maximum -
"allowable lead level in pcunfs, Recently, because of this, Rep. William F. Ryan (D=-N.Y. ) joined
in a "citizen's petition” to ban all lead (other than trace amounts) in household paints. (See

Attachment B.)
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The "Ryon pehhon is considered by NPVLA Staff to be unrecsonable cnd wnfhou’r foundation.

; Neverfheless, ‘|f musf be gwen due consaderchon by FDA The new proposed' regulchon serves, in

:“I‘E-béi'mg‘“‘fbr dn:y“paymf:‘ér ofHé:f surfaéé" codhnﬂg‘ o

cribes fBe language for' 'thS addlb‘fldnlcl cauhd‘mry statement
‘“’.‘PlOCEd elsewhere on fhe label. The FDA proposul sef Forfh

| ,CONTAINS

7 ried fllm oF fh:s pomf may be hurmful |f eaten or chewed
’lj)o not- cpply on foys and other chlldren s arhcles furm’rure
or ‘interior surfaces of any dwelling or facility whlch may be

cupled or- used by chlldren I _

| ‘*io not upply on fhose exterior surfaces of dwelling units, such
as’ windowsills; porches, stairs, or rcnllngs, to which children -
o qnay be commonly exposed »

KEEP OUT OF THE REACH OF CHILDREN."

Note. The: cbove is'a modlflcahc:n of the "lead” statement. currenﬂy mcluded in the NPVLA
Re commended Precauhonary Labels (e.g. Label No. 14). The new recommendation will be in-

‘ corporated i in the updated Labeling Pamphlet, scheduled to be pubhshed by NPVLA in the near

future.  And, of course, statements of any other hazards in that porhculur producf should be in-

‘ cluded “as appropnafe

DR

D How Abqbt lnventorles’-’

‘The proplased regulaflon (Sec. |9| 5 (a) (2)) WOuld app|y to .. pami's and other surface-

>~ cocn‘mg mafenqls, produced or shipped in interstate commerce after: fhe effective date of this

‘regulation,...." Under such provision, shelf stocks would not have to be relabeled, but == goods
shipped in m’rersfafe commerce from.a warehouse to a dealer might be covered. Since this could

g pose a hardship, a request will be made fhaf the proposal be modified to delete the words "or

shipped”.
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E. Commenfs are Inv rted

The proposed regulchon was pu?hshed in the Federa! Reg;sfer on: November 2 |97| ond -
comments are invited for a period of snxfy 60) days. Those wishing fo express views onthis
. proposal should ensure that written comments reach the Heormg Clerk, Deparfmem‘ of HEW (at
. the address shown on Attachment: A) prior to December 31, 1971, Comnients on the: "Ryan petition
 also’ mdy be’ submlffed, if desired. Please send NPVLA a' copy of your commentsi forw
- same-directly to HEW, orif’ you" prefer, you'may send your commen’rs To NPVLA .pn to
December [0th, to be mcorporo’red in fhe Assoolohon s pos\mon paper N

F Tlmefoble For Implemenfa’rlon

: Wn‘h fhe 60-doy perlod For commem‘s cnd another 30 dcys for review and analys:s of these
- commenfs by FDA, the final regulation should not be published before February 1972. We will
request that the industry be granted an additional 90 days before compliance would be required.
~In any evenf Hf would cppecr that the’ regulohon could become operohonal by July I, 1972 .

- G. Indusfry Suppori‘ Urged

Ata special meeting of the NPVLA Execuhve Committee on October 8, 1971, a policy
“decision was made that the general objectives of the FDA proposal should be supported. This de-
cision was reached after careful consideration of all factors, particularly confirmation that tech-
nological developments of recent years would permit the mdusfry to adjust to the reduced lead
“content (0.5%) without forcing the consumer to cccepf major sacrifices in qucln‘y and duroblhi‘y
Therefore, it was believed to be in the public interest to assist in achieving this "additional
‘margin of safety"” for children, desired by the FDA. Furthermore, due notice was taken of the
fact that the pre-emption and mandatory labeling, provided by the Federal Hazardous Substances
Act, would lead to uniformity of regulations and greaﬂy reduce the burden of confl schng Icloehng
and markehng standards for. produc’rs in interstate commerce. :

" “For the above reasons, indusiry support of the general objectives of this FDA proposal is
deemed to be appropriate and warranted, and -- is so urged. .

» _‘lnvfhis regard and because of the great public interest in the matter, NPVLA issued a News
Release on October 29th (immediately upon receipt of an official copy of the proposal) declaring
its support of' the ob|ecf|ves oF the. FDA proposal. At was emphasized in this News Release, however,

| that:
1. No human experience or other finding hcs shown fhcﬂ' the 1% Iecd |eve|

presem‘s any hazard to the public.

2. _;Proper uses of lead-based pomfs and coafmgs should continue to be. cllowed -~
for prlmer coats and to protect metal structures against rust and corrosion.

3. Old "white- Ieod " paint is the recogmzed prlmary cause of lead ponsonmg
in children.
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‘A.' Lead

; 'OT-HIE@%Z HEAW«METAL CONTROLS |

b ' .

Whlie *fh’- most sngmf!canr deveiopmenf conwermng fhe use 6f !ead in our producfs was

covered m detail in Parf‘l
rmpnct cm fhe lndUs‘i‘ry

Lmud- Based Pamf'v

‘fher ‘actions and the activities of ofher agencies. have had subsi'cmhal
se ore oddressed bneﬂy helow ST |

‘Pmscming Prevenhon Acf (P L 9| 695)

l

”ary of :‘iHE‘W has assugned reguiofory responSIb:hhes for fhls 1970 Federoi
of: Commumfy Envuronmen?al Mcnagement (BCEM) (See Legal

|ohonfo implement Title W 6f P. L 91-695 has been

~proposed regu

» lcompleted and is awaiting the Secretary’s opproval and promulgahon in
. -the Federal Register. In accordance with the directive in Title IV of the
‘Acf 'H‘\IS re{gulohon is expecfed to proh|b|f the use of "lead-based” paints

in "any residential structure constructed or rehabilitated by any Federal

3 Agency dlrecﬂy of under any Federoﬂy-—ossasfed program. " The definition
-~ lof "lead-based " pmnfs in the regulation is expecfed to remain at one percent
‘\‘conSlsfem‘ v&ifh fhe Federal Icw R .

Note neview oﬂ fhe reduchon(ﬁom T 0% to 0.5%) proposed by FDA
BCEM plans to review measures for reduction to 0.5% in the interest of

- 'wumfoﬁmtf'ya Copy of the'BCEM proposed regulaﬂon will be promulgated

to the" membershlp“as soon as it becomes: avullable Appfoprque comment.

on any varmncé in authonzed lead levels will be made.

. Qun‘e cpart From the. above we are confident fhct efforts. will be made to have

the authorized lead level (1%)in P.L. 91-695 reduced by amendment to the
law Iafer this yearor at the beginning of the next Session of fhe 92nd Congress

i ‘Nofe Such an amendment might be sought in con|uncf|on with the necessary
e reques!’s for additional funds to support the programs provided for by Titles |,

I and Hlof P. L. 91-695.  Much controversy and complaint were voiced over

~ failure of the Executive Agenmes to request and the Congress to provide adequate
: funds For fhe obove mentioned _programs in Flsca| years 1971 and 1972,

Meanwhlle, in response to leH‘ers cddressed to the Secrei‘arles of HEW and
HUD, NPVLA has been assured that both Deparfments are devoting maximum

~effort, consonant with available resources, to the programs addressed by Titles

| ‘il and. 11t of the Federal law. These, of course, relate to the real prob!cm
of lead-pomf poisoning of children. -

- One of the prsnctpo? efforts cf this time, coordinated by HEW and HUD, is the
- establishment of @ program for testing and evaluation of the lead content of paint

producfs currently on the market. This program is being conducted by the National
Bureau of Standards. Industry represenfatlves were invited to participate and are
pqrhc:pahng to the extent practical in this program.
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‘ 2. Federol SpeciFiccﬁons v |

The Federo[ Jupply Serwce, General Services Admlmsfroflon, is continuing its review -
~of all existing specifications with respect to lead content, looking to elimination or.
reduction’of’ lead insofar as practical. However, GSA' has-assured us-that lead will'

. be retained in paint’ specﬁ:cohons where its' uses are deemed beneﬁcnol cnd its: hczard

o to. chlldren mmlmol ‘ ‘ Eo ' g . ‘ e

3. ,Governmenf Agencies Updated on Lead Uses -

‘Because of the rapid developments in recent weeks and because of some uncertainties
and misinformation, NPVLA convened a meeting at Headquarters in Washington on
‘November 4, 1971 for the purpose of clarifying the issues. The meeting was attended

by represenfchves of all key government agencies in Washington involved in specifi-

~ cation writing and having responsibilities under the current |ows and regulahons re-
lcl’rlng to lead uses. L SRR :

B. _,Me'rcury”' :

1. The Environmental Protection Agency has not yet issued its findings and orders con-
cerning the use of mercury compounds as fungicides and bactericides in paint products.
The review == initiated by the Pesticide Regulations Division of USDA last December
(F. R. Mercurial Notice, dated December 3, 1970) -~ has been complei‘ed and is
being s’rcFFed. “Action by i‘he-‘Adminisfrcfor is expecfed in the near future.

- Note. The Pesticide Regu!cxhons Division now is a part of the Env ironmenfo! Protection
Agency (EPA), hovmg been transferred from USDA upon the ecfobhshmen’r of EPA ecrher

this year.

2 In this connection, a preview of fhe EPA position on mercury uses is reflected in the
Order of the Administrator which was published in the Federal Register on- October 19,
1971. (A copy of this Order is provided -~ Attachment C =~ for your advance lnformahon,)

. This Order was published in connection with a petition of the Great Lakes
Biochemical Co., Inc. to continue the use of several "algimycin® products
'freg|s’rered under fhe Federal Insechmde Funglc:de and Rodenf|c|de Act (FIFRA)

b. The Order - Confoms 27 "fmdmgs of fact™ regarding mercury uses, ond these find-
ings confirm our fears that phenylmercurials will be treated no dlfferenfly than
rhe alkyl mercury compounds :

el - However, in | this Order, fhe registrations of fhe clglmycms were suspended im=
“mediately because of "imminent hazard to the public.” We do not believe such

imminent hazard can be determined for the mercury uses in-most paint products.

- Note. On November [, 1971, the Administrator refused to suépend all registrations
" of DDT, stating that such action was not justified on the basis of imminent hazard,
- and that he believed all the facts should be considered before a decision was made.

EP1 1367
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3. ‘ln view of fhe foregomg, we are hopeful that EPA will see fit to allow our mdustry
' *Vthe hme necesscry for adequate testing and evo!uahon of subshfufes“,(for efficacy
- as réquested by the Association. - Inany event, it would appear that
nod of seveml monfhs m change Formulahons und dxspose of

( ffhe pasf year, fhe Admmlsfrafor s Order in fhe Greaf

; achmen'f C) and the continued concern over the buildup of mercury

must conclud@ that EPA will, in due hme ‘cancel the
‘mercuryicompounds.  Such action would, of course, dery to our

;'heﬁiphenyimercurml compounds for use ‘as funglcldcs ond bacfernc:des “Thus,

d lead cmd mercury, many ol'her hecvy mefa|s are bemg studied with respecf
al Hazerd. Some ciready have been earmarked for future ccmfrol and others have
fuii_k by candldofes in fhe followmg actions: :

2.
As: prevrously d:scussecﬂ (see Parf I), fhe other heavy metals covered by ANSI Sfcmdard
266t - 1964 (antimony, arsenic, cadmium, mercury, selenium and water-soluble barium})
aiLrendy are covered by the new proposed regulation of FDA.

3. _cf;:AmeJndm‘enfS\of 1970

SRR -
'lnl ad&dlhon fo fhe six pollufanfs originally named (sulfur oxides, particulate matter,
- carbon monoxide, photochemical oxidants, hydrocarbons and nitrogen oxides), mercury,
beryllium and asbestos were declared air contaminants by the 1970 amendments, and
propLad emission standards on the latter are being developed. Also, EPA has indicated
that | leod ccdmlum, selemum, molybdcnum and arsenic should be dcclarcd air con-

tam; cnfs

4. Fede‘c‘ ‘Waﬁeri Pollution Control Ac‘l“ Amendments of {971

This strict, far-machmg water pollution control blll - deslgned to stop all pollution
of 'the nation's waterways by 1985 -- could have an impact on our industry equal to or,
possibly, even exceeding that of !'ha Air Pollution Control laws. The Senate approved
- this lfg!sluflve proposal (S. 2770) on Novembar 2nd by a vote of 8-~0. A similar bill
_is pepding before the House, but -- action by that body may not be completed until
' @arlyh next year. o o
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: ar bills which'were =~
L . consic ”““red For many months by Chalrman Muskle s Sencn‘e Pubhc Woerks. Subcomnf%f’ree
T onAir ‘and Water Pollution. “lts stated policyis ' fo resfore fhe nafura! chem;cc}i
‘”“-3;ph,mca! c:nd b!O'OQlCd‘ mfegnfy of fhe Nahon -

% : hmifailons,

"One of the key provmons of §. 2770 is Sechon 307 (Tox1c cnd Pre- ~ Stcndards)
which would require EPA to publish, within 90 days‘of enactment;, ‘a listrof ‘pollutants
hat are determined to be toxic.. Six months later EPA must publish propesed effluent
Tfimitations, which could be a prohlblhon of a discharge; for these pollutants. Hear=
. ings and regular admlmsfraflve proceedlngs are prescrlbed but -~ the potenhal im--

~ ~pact should be clear'

cadmium,

The Sendfe’CommuHee, in lfs'reporf (No 92- 414), ihdicated that aflsenni‘cu,
‘mercury and beryllium, as well as certain chlorinated hydrocarbons, had:been ldenhﬂed
as poliufum‘s which could be subject to effluent sfcmdards or prohibition of discharge.

| DL .Sumrhary

~ planning may provide for appropriate substitutes and necessary reformulations.

Af fhe presem‘ time, |e<:d and mercury are recelvmg principal attention and most of fhe sig-
.+ nificant developmem‘s, addressed in this Bulletin, relate to these two lngred ients. However, the
-+ various agencies are looking at mdny other heavy metals == antimony, arsenic, (water=soluble)
- barium, beryllium, cadmium, molybdenum, selenium) -- and all seem 'ro be potential candidates

for some regulatory controls. .

Individual vmanufacfurers must kéep informed of these devélopmenfs in order that program
NPVLA will .

: ‘v‘affempf to provide the timely and authoritative mformcmon on these developmenfs which you
need to keep your scorecard up to date! ' :

‘N\ N\Maw
John M. Montgomery \|
Ge_nercl Counsel .

o IMM/ew

- attachments
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