
Dear' Sir/Madam: 

This letter is in response to FDA's request for comments on the draft Guidance to 
Industry on Lead in Candy Likei-i' To Be Cnnsumeca'?~'requent1~~ bj~ Small Children: 
Reeonzrnenca'edV1aa:inauntLeve¬ andTr jt»eentent l'olicl~. The Toxics in Packaging 
Clearinghouse would like to advise the 1,DAQf state laws prohibiting the Ltse of lead in 
the manufacture and distribution of packaging, including candy wrappers, and request 

, that FDA include a reference to these state laws in its Guidance J'or Industrv, Section TI C." . 

A total of nineteen US states have Toxics in Packaging legislation that prohibits the 
° intentional use of heavy metals, including lead, in pack-,aging or packaging components, 

such as candy wrappers . The Toxics in Packaging Clearinghouse, on behalf of its nine 
member states (California, Connecticut, Iowa, Maine Minnesota, -New Hampshire, New 
Jersey, New York, and Rhode Island), request that FDA include the following in its 
guidance, Section 1I.C : 

I;='ae use of'letrd or lead-based inks in or on packaging, including can(ly wrappers, 
is prohibited by state Toxies in 1 °ackagir~g legdslciliorz, Which has been enacled in 

` nineteen US states . The ,state lciv~s also prohibit the use rafc.adrrviutrr, raercury and 
hexavulerat ehrotniursc in packcr,, ing. 

For your further information, below is a brief samrrcary of the Model legislation that is ' 
the basis for state laws . Copies of the Model legislation and a fact Sheet are also 
enclosed . The Toxics in Packaging Clearinghouse (TPCH) coordinates implementation 
of the legislation on behalf of member states, and serves as a single point of contact for 
organizations and companies seeking further information and clarificatiOns . 
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The Toxics in Packaging le~,islatAon : 
e prohibits the intentional use of any amount of the lead, mercury, cadmium or 

hexavalent chromium any packaging or individual packaging components; 
+ limits the surn of the concentrations of the incidental presence of the specified metals 

to below 100 ppm in any package or individual packaging component, 
provides for limited exemptions as specified; 

" requires self certification by the affected company (kept in company files) ; and 
o requires the affected company to produce a Certificate ofComp'ciance upon request. 
These requirements apply to any and a31 packaging and packaging components offered 
for sale or far promotional purposes by the manufacturer or distributor ,;including 
importers) in states with ̀ I"oxics in Packaging legislation. Member states have included in 
their law;; the ability to levy substantial monetary penalties for non-compliance . 

Thank you for taking into consideration the request of TPCH member states to include a 
reference to state Toxic in Packaging legislation in ihellinal FDA Guidance for Industry 
pertaining to lead in candy and associated ~wappers . 

If you have any questions or comments, please contact ine at (518) 402 8'794 or 
prnMtLit qwgw.dec-state .nyous , or Patricia Dillon, T1?CH Program Manager at (802) 254 
8911 or ~.nfo(a-)toxicsinvacka2irig.ort,,,- 

Sincerely, 

f 

/,"7 
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i Packaging Legislation 

Summary 



Model Legislation 

Section 1 . (Title) 

Section 2. The legislature finds and declares that : 

a . The management of solid waste can pose a wide range of hazards to public health and safety 
and to the environment 

b . Packaging comprises a significant percentage of the overall solid waste strea;n ; 

c. The presence of heavy metals in packaging is a part of the total concern in light of their likely 
presence 4n emissions or ash when packaging +s incinerated, or in ieachate when packaging is 
landfilled ; 

d . Lead, mercury, cadmium and hexavalent chromium, on the basis of available scientific and 
medical evidence, are of particular concern ; 

e . It is desirable, as a first step in reducing the toxicity of packaging waste, to eliminate the 
addition of these heavy metals to packaging ; and 

f. The intent of this Act is to achieve this reduction in toxicity without impeding or discouraging the 
expanded use of recycled materials in the production of packaging and its components . 

Section 3. Definitions : 

"Package" means: any container, produced either domestically or in a foreign coUntry, providing a 
means of marketing, protecting or handling a product and shall include a unity package, an 
intermediate package or a shipping container as defined in American Society of Testing and 
Materials (ASTM) specification D 996 . "Package" shall also mean and include such unsealed 
receptacles as carrying cases, crates, cups, pails, rigid foil and other trays, wrappers and 
wrapping films, bags and tubs . 

"Distributor" means: any person, firm or corporation who takes title to goods, produced either 
domestically or in a foreign country, purchab ed for resale or promotional purposes . 

"Packaging Component" means: any individual assembled part of a package which is produced 
either domestically or in a foreign country, such as, but not limited to, any interior or exterior 
blocking, bracing, cushioning, weatherproofing, exterior strapping, coatings, closures, inks and 
labels . Tin-plated steel that meets the American Society for Testing and Materials (ASTM) 
specification A 623 shall be considered as a single package component . E iectra-galvanized 
coated steel and hot dipped coated galvanized steel that meets the American Society for Testing 
and Materials (ASTM) specifications A653, A924, AFi79 and A5J1 shall be treated in the same 
manner as tin-plated steel . 

"Manufacturing" means: Physical or chemical modification of (a) maferiadlks) to produce packaging 
or packaging components . 



"Manufacturer" means: Any person, firm, association, partnership, or corporation producing (a) 
package(s) or packaging component(s) as defined in this Act . 

"Supplier" means; Any person, firm, association, partnership, or corporation who sells, offers for 
sale, or offers for promotional purposes packages or packaging components which shall be used 
by any other person, firm, association, partnership, or corporation to package (a) product(s) . 

"Intentional Introduction" means: The act of deliberately utilizing a regulated metal in the 
formation of a package or packaging component where ifs continued presence is desired in the 
final package or packaging component to provide a specific characteristic, appearance, or quality . 

The use of a regulated metal as a processing agent or intermediate to impart certain chemical or 
physical changes during manufacturing, whereupon the incidental retention of a residue of said 
metal in the final package or packaging component is neither desired nor deliberate, is not 
considered intentional introduction far the purposes of this Act where said final package or 
packaging component is in compliance with subsection c of Section 4 of this Act . 

The use of recycled materials as feedsfiock for the manufacture of new packaging materials, 
where some portion of the recycled materials may contain amounts of the regulated metals, isnot 
considered intentional introduction for the purposes of this Act where the new package or 
packaging component is in compliance with subsection c of Section 4 of this Act . 

"Incidental Presence" means: The presence of a regulated metal as an unintended or undesired 
ingredient of a package or packaging component . 

Section 4, Prohibition/Schedule for Removal of Incidental Amounts ; 

a . As soon as feasible but not later than two years after the adoption of this Act, no package or 
packaging component shall be offered far sale or for promotional purposes by its manufacturer ar, 
distributor in the state of ; which includes, in the package itself or in any 
packaging component, inks, dyes, pigments, adhesives, stabilizers or any other additives, any 
lead, cadmium, mercury or hex.avalenfi chromium which has been intentionally introduced as an 
element during manufacturing or distribution as opposed to the incidental presence of any of 
these elements . 

b . As soon as feasible, but not later than two years after the adoption of this Act ; no product shall 
be offered for sale or for promotional purposes by its manufacturer or distributor irl the state of 

in a package which includes, in the package itself or in any of its packaging 
components, inks, dyes, pigments, adhesives, stabilizers or any other additives, ally lead, 
cadmium, mercury or hexavalent chromium which has been intentionally introduced as an 
element during manufacturing or distribution as opposed to the incidental presence of any of 
these elements, 

c . The sum of the concentration levels of lead, cadmium, mercury= and hexavalent chromium 
present in any package or packaging component shall not exceed the following : 

600 parts per million by weight (O.U6°io) effective two (2) years after adoption of this statute; 

250 parts per million by weight (0.025%) effective three (3) years after adoption of this statute; 
and 



.~., . ~, 

Section 5. Exemptions: 

All packages and packaging components shall be subject to this Act except the following .- 



to the same package manufactured i 
subsection c of Section 4 ; and provic 
an January 1, 2010 ; and 

f1 . Standards - a plan, to be proposE 
designee, shall include each of the f( 

i . a means of identifying +n a perman 
regulated metals for which an exemF 

ii . a method of regulatory and financi 
reusable entities manufactured and ~ 
persons after use, but are returned t 

iii . a system of inventory and record 
removed from, service ; 

iv . a means of transforming returned 
for manufacturing or into manufactur 
laws or regulations governing such r 
enter the commercial or municipal w 

v. a system of annually reporting to t 
system and changes in designees, 

g . A glass or ceramic package or pal 
prepared according to ASTN! C1606 
Leaching Procedures of US EPA Te 
for Evaluating Solid Waste, does not 
chromium and 5,0 pprn for lead . Mer 

Section 6e Certificate of Complian+ 

As soon as feasible, but not later the 
Compliance stating that a package c 
requirements of this Act shall be fur-
provided, however, that where comp 
subsection 5, the Certificate shall sta 
The Certificate of Compliance shall k 
supplying company . The purchaser,, 
package or packaging component is 
on file by the manufacturer or suppiii 
Compliance, or copies thereof, shall 
request and to members of the pubii 

If the manufacturer or supplier of the 
new package or packaging comporaE 
new Certificate of Compliance for th( 

Section 7. Enforcement : 

[Each state to add its own enforcemi 

compfiance with the contaminant levels set forth in 
)d that an exemption under this subparagraph shall expire 

i by the manufacturer seeking the exemption of his 
lowing elements: 

nt and visible manner those reusable entities containing 
ion as sought : - 

I acaoluntabilEty so that a specified percentage of such 
stributsd to other parsons are not discarded by those 
the manufacturer or his/her designe% 

ainteriance to account for reusable entities placed in, and 

ant ;ties that are no longer reusable into recycled materials 
ig wastes which are subject to existing Federal and/or State 
anufacturing wastes to ensure that these wastes do not 
ste strvarn ; and 

e [appropriate State administrative agency] changes to the 

,,aging component which has a vitrified label when sample ;s 
?4 and tested in accordance with the'Toxicity Characteristic 
Method and publication SW BAka, 3rd edition, Test Methods 
3xcfeed 1 .0 ppm for cadmium, 5.0 ppm far hexavaient 
ury shall not be exempted by this provision . 

two years after the adoption of this Act, a Certificate of 
packaging component is in compliance with the 
shed by its manufacturer or supplier to its purchaser 
arace is a&ieved under the exemption(s) provided in 
a the specific basis upon which the exemption is claimed, 
) signed by an authorized official of the manufacturing or 
iall retain the Certificate of Compliance ior as long as the 
n use . A copy of the Certificate of Compliance shall be kept 
~ of the package or packaging component . Certificates of 
e furrtished to the [state administrative agency) upon its 
in accordance with section 9 . 

Dackaye or packaging component reformulates or creates a 
it, the manufacturer or supplier shall prcv~~de an amended or 
reformulated or new package or packaging component, 



, 

Section 8 . State Review : 

[The state administrative agency] shall, in consultation with the Toxics in Packaging 
Clearinghouse (TPCH), review the effectiveness of this Act within five years of its adoption and 
every 5 years thereafter. The agency shall provide a report based upon that review to the 
Governor and Legislature, The report may contain recommendations to add other toxic 
substances contained in packaging to the list set forth in this Actin order 8a further reduce the 
toxicity of packaging waste, and a description of the nature of the substitutes used in lieu of lead, 
mercury, cadmium, and hexavalent chromium . 

[The State administrative agency] shall, in consUitation with the TRCH, review the extension of 
any exemption as it is provided for in Section 5 of this /act. This review shall commence nn later 
than January 1, two years prior to the expiration of the exemption . A report based upon that 
review shall be provided to the Governor and Legislature by January 1 of the year prior to the 
expiration of the exemption . 

As revised, December,?938 and October 2004 . 


