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Division of Dockets Management,ﬁiféﬁl—'fi(),ﬁ)*f ARt
Food and Drug Administration =

- 5630 Fishers Lane, Room 1061
Rockvﬂle MD 20852

Docket No 2005D~0481

Dear Slr/Madam

This letter is in response to P‘Df request f : aft Gui :
Industry on Lead in Candy szelf 1) Be Consumed Fi requ ly by Small Children:
Recommended Maximum Level and Enforcement Policy. The Toxics in Packaging
Clearinghouse would like to adwse the FDA of state laws prohibit ing the use of lead in
the manufacture and distribution (af paokagmg, mcludm  candy wrappers, and request

; that FDA mclude a reference m tﬁese' state Iaws in 1ts Cﬂll lance for ndnstry, Section I C.

A total of nmeteen US stams hf e Tfost in Packagmg leglslatmn that prohablts the
intentional use of heavy metals nclumg lead, in packaging or packagmg components
such as candy wrappers. The T Packagmg Clearinghouse, on behalf of its nine
member states (California, Con wa, Maine Minnesota, New Hampshire, New
Jersey, New York, and Rhode ‘ quest that FDA include the foilowmg inits
guldance Section IL.C: - i i .

The use of lead or lead—based mks in or on packaging, mcl udmg candy wrappers,

- is prohibited by state Toxzps in Packaging legislation, which has been enacted in
nineteen US states. The state laws also proh:bzz‘ the use. ry" cadmmm mercury. and
hexavalent ckromzum in packagmg I

For your further information, belew is a brief smnmaly of the Modei leglsiatton that is
the basis for state laws. Copies of the Model legislation and a Fact Sheet are also
enclosed. The Toxics in Packaging C earmghouse (T PCH) coordinates implementation
of the legislation on behalf of member states, and serves as a smgle point of contact for
organizations and compames seeking further mformanon and clanﬁcatzons
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The Toxics mPackagmg ley islatic | | |
e prohibits the intention u n junt of thc lead, mercury, cadmlum or
; hexavalent chmmlum into 2 ng or 1 packaging

L 3
° reqmres self certlﬁcanon by the af
o requires the affected company 1
These requirements apply to an
,for sale or for promotlonal PUrpOs

thexr laws the ab111ty to levy subjk

Thank you for taking mto conmd‘
reference to state Toxic in P:
pertaxmng to lead in candy nd

Peter Pettit e s
Chair, Toxics in Packagin,
NY Department of Envn'_ nmen

Enclosures: :
ModelLeglslatlon S N
Fact Sheet — Toxics i in Pack;agmg Cleaxmghouse e

Ce: : ' L
Ron Ohta, CA Department cf T‘ Xi
David Westcott, CT Departmeg
Kathleen Hennings, lowa Deps
John Gilkeson, MN Pollutiot Co
Ron Dyer, ME Environment
Sharon Yergeau, NH Departm,
- Dana Silverberg, NI Departn
- Beverly Migliore, RT Departmh
Patricia Dillon, TPCH i S
Lynn Rubinstein, Northeast Recy: f ] Sr

CS. Sub tances’ Control




: k lntrdductjo 1

-and: packagmg:

~§ states. -Asof

_ been adopted by nil
California e Mary
Connecticut Minnesota;

e Florida ‘e Missouri
‘Georgia New: Hampshrre
{llingis New Jersey

lowa ' e New York " ,
| Pennsyl\/ania =

- The mﬂuence of the Model Leg1slat10n extends

o :

‘not exceed the follownng
“e-600 parts per million; two years after er
. 250 parts per milllon three years

. Product manufacturers or: dlstnbu
packag1 ng

: cert\flcate of con

g‘component isdn
(This provision.d
purchases or to-

~ manufacturer an

. certificate of cor

use. The cert liance can be subject to

~and pubhc review upon request

Enforcement :
"} Enforcement of the Model Toxics in Pai
the discretion of each individual stat
.information will be shared among th

1 states, and will be pursued in a con

xemption does not
‘have already been
as a metat or metalhc B

dlspcsal are regulated by
ments (Exp;res Jan 1,




The legislation calls for the reductmnf:' lea
packaglng or packagmg matena :

' Manufacturers and d:stnbutars h\ 3

The legrslatron prowdes an exemp :
and packaging components manufa
that is essential to the protection, s
example, medical products rel
components for which there is nio fe:
ssubject to other federal or state

hazardous waste); packa '
subject to mandatory
or Ceramic where the dé

ratio

Manufacturers and supphers af pa ¢
certificate of comphance to the
put their products inthe package &
The pubhc and the state have acqes

2 ies who actuany
tduai consumer)

> the effectiveness of -
ling exemption
 subject to

The legls}atmn also prowdes for a
~ the Act. | re specifically, that rev

and will determine if cher toxxc sul
) reduction ' ,




del Legislation
Section 1. (Title) | aa
Section 2. The leglsiature fi nds ﬁ', ¢

to public health and safety

}hght of their likely
e,when packagmg is

¢ The presence of heavy metals inp
‘presence i in emlssmns or ash whe_'
landfmed i :

d Lead mercury, cadmlum and romium, on the basis o,f'af\ifafi{aﬁ{e:scieﬁtiﬁc and
medical evidence, are of partl;f ; . S BT RO R
e. It is desirable, as a ﬁrst step inr

ity dfabaci;kagingiwastet, to ~;etimin'até;'tﬁe
addatnonofthese heavy meta}s to pa K R R B

“f. The intent of this Act is to ach: e

m ior dascauragmg the'
expanded use of recyc!ed matenai b el

e pi ductien of packag
Sectmn 3. Beﬁnitions

"Package means: any contame
means of marketmg, protecting or hand
intermediate package or a shipping
Materials (ASTM) spactficatmn D 99
‘receptacles as carrying cases, crat
wrapping films, bags and tubs

““Distributor” means any pers\
domestzcally orin a fore;gn eoun

' "Packagmg Component" means
-either domest:cally orina forei 3
blcckmg ,racmg, cushionmy :

or or exterior
sures inks and

coated steel and hat dtpped co! l e iety for Testing
and Matei ‘al; (ASTM) specmcat, treated in the same
manrier?_ ,n-’plated s!eel :

"Manufacturing’ means: P*‘.VS'CG' °'fil ical modifica : }5 . ma ;f(’s} tG ﬁrﬂdﬂcepaciiaging .

or packagmg ccmponents o

a kage(s) or p"'\“ agmg components(s) for‘k "
d in delivering (a) package(s) or packagmgl :
v Mldered distributors. - - ; :

"D:stnbutton" means: The pract" 3
‘promotional purposes or resal
' component(s) on behalf of thtrd :




"Manufacturer” i'neans Any person

tion, padnershup, or corporatmn produmng (a)
~ package(s) or packagmg cempcn »

"Supplier" means: Any person, firm
sale, or offers for promotional. purp
by any other person firm, assecxat

formatlon {)f a package or packagl,
‘fmal package or packagmg compc

Theuseof a regulated metal as apn
: phys:cal changes during ma ufact
metal in the final package or pack
conStdered mtentmnal mtroduc '

drstnbutor in tha state of :
- packaging component mks dye :
lead, cadmium, mercury or hexava
element during manufactunng or d
these elements. .

\ xs ‘} any lead
tr&duced as an



Section 5. Exemptiéns'

‘All packages. and packaglng oomp ,t’s ehaliﬁba eubject to th;s Act except the foﬂowmg

. a. those packages or. package compol ents thh ka code mdlca ' ngzdate ’ qufacturef;thatywere i ,

: manufactured prior to the effectwe
b. thcse packages or packagmg ry or hexavalent
“chromium have been added in
-to comply with health or safety req
“package or:packagmg component
exemption from the provisions of 4

; ,component based upon either cri
- agency] may grant an exempmon fi

_ provided further that such an ex
criteria of this subsectlon be reney

i manufacturer ofa

, mxstrattve
nstances; and

~_¢. packages and packagmg co"”
set forth in subsection ¢ of S
provided that the exemption for
apply to any cadmium, lead, me
separated from other matenais for

- those packages or packagmg €0 ol
chromlum have been ad ed in the on process for
; ge or packagmg
t_ p vrsmns

: further that the [State admmistra
warranted by the circumstances; a
reapplication for ‘exemptio ‘
intervals. For purposes of
~ which the petitioner conclus

protectlon safe hand '
preclude the substitution of oth
of the regulated metals for. the

k ,ay, upon : ,
ewed at two-year

e. packages and packagmg campo ‘
in subsection ¢ of Section 4 of th
package and\or the package\pa ,
health or saﬁety requ;remen’ts nd p

such package |a perfcrmed accu
disposal requirements, and prowd'
January 1,2010;0r \

f. packages and packagmg compon,,
the contamrnant levels set forth in su
manufacturer or dsstnbutor}of suc:h
administrative agency) for exem
working with the CONE
subsection .1 below:~'se ;
en\nronmental benef:t of the coni

1 the (Siate admir nstratxve agency, B
ouse) accordmg to standards in

be ] at:sfactery demonstrations that the
ution and reuse xs s;gmficanﬁy greater as compared '

on process in crderc o



: request and to members of the pub

thh the contammant ieVels set forth in

to the same package manufact : i
exemptlcn undar this subparagraph shau explre

subsection ¢ of Section 4; and.
on January 1, 2010 and

f1. Standards - A plan, to be proposf ' ngth “ési(ehiptign,af'his
desngnee shan mc!ude each of tha O
i. a means of 1de,ntsfymg m a perm ni entities containing
; r’egurated?ﬁi'etaisfor which an’e’xa( S SR
ktage of such
ed by those

=i a methad of reguiatory and ﬁnan
reusable entities manufactured an
persons aﬁer use, but are returned

iii. a system of mventory and recor
removed from, servsce N

iv..a means of transfarmm

for manufacturmg or mto ma _
laws or regulations govemm .su
enter the commercaal or mumcipa )

v.a system of annualiy reportmg to 1
system and changes n des&gnees

for Evaluating Solid Waste, does not €
chromium and 5.0 ppm for lead. Mercuy

Section 6. Certificate of Complia

As soon as feasible, but not later tha
Compliance stating that a
requirements of this Act shall be
provided, however, ‘that where co
subsection 5, the Certlﬁcate sha
The Certificate of Cemphance sh
' supplymg ‘company. The purchasel
~ package or packaging component |
on file by the manufacturer or supp
' Comphance or copies thereof, sha

If the manufacturer or suppher of th
new: package or. packagmg compone
; new Certrfucate of Comphance fort

Section 7. Enforcement

[Each state to add_its own gnfgté




‘Section 8. State Reviév;r: =

[The state admlmstratlve agen ] | itatmn thh the Tox:cs mPacka\ mg
' Ciearmghouse (TPCH) review Tin fiy : /
: eafter. Th
Governo and Leglslature The rex
substances contained in’ packag
toxicity of packagmg waste, and a
mercury, cadmnum and hexavale;

‘ {The State admmistratwe agency
any exemption as it is provided f
than January 1, two years prior to.
review shall. be provided to the Gor
expuratwn of the exemption.

E Section 9, Publi’crAccess'-" S

| Any request from a member f o

~ The provisions of this Act shal
sentence, or provision of tt
person, or circumstance is de
shall not be affected. The prowsmnsr
purposes thereof ,

As rewsed Deoember 1 998 and Oct ,,bg k




