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The Honorable Andrew C. von Bschenbach, M.D,
Acting Commissioner L . o
U.S, Food and.Drig Administration
5600 Fishers Lane. = == =
Rockville, Maryland. 208570001

Dear Acting Commissioner von Eschenbach:

For some time, those of us concerned about the health and well-beirtg of Hispanic children (both
in the United States and in Mexico) have cugerly awaited sctiai by the Food arid Drag ~~ ~ ~ *
Administration (FDA) to reduce the acceptable leve] of lead in'candy to ensire that children’s
exposure 1o lead is minimized, gs the Agency committed to do in Spring 2004. 'We have been -
concerned particularly about imported candy From Mexico, Thierefore, 1'am extremely pleased to
see that through its December 2005 draft guidance, the FDA ling proposed that acéeptable levels
of Icad in candy be reduced. from no more than 0.5 pari per rhillion {ppm) 100.1 ppim, while also
‘maintaining the enforcement policy toward the use by industry of lead-based prinfing inkon
candy wrappers. I'want to express my strong support for both of these actions.

However, [ dm deeply disturbed by the fact that, while FDA states it will maintain its .
enforcement policy against industry use of Jead-bazsd printing ink on candy Wrapperts, it sppears
to be gurting its enforcement policy with respect o the acceptable levé! of load in the éindy |
itself. Dropping tho stated acceptabie level from'no more than 0.5 ppri to 0.1'ppm is .

. meaningless {f FDA does not intend to enforce the lower stindard. The public documents on’
enforcement of the new 0.1 ppm standard appear fo indicate just that— FDA is abro gating its
current enforcemient policy without replacing it with anything other than a*fecomendation”
with no teeth, - ' ‘ T '

The notice published in the Federal Register & Decérnber 27,2008, réads, .. FDA is .
rescinding previous guidance provided in a' 1995 1¢itef 1 the industry regarding 4n enforcement
level.” That would nat be disturbing; in and of itself, if the guidance being res¢inded weré being
replaced with new enforcement policy. However, the draft guidanée and supporting documents
make clear that is not the case, ' ‘ ' ' N . -

As the draft guidance entifled “Lead in Candy Likely To Be Constiméd Freguently by Small™
Children: Recominended Maximwm Level and Enforcement Policy” reads, “The 0.1 ppm 7 7
recommended maximum lead level is not an enforcemient guideline. FDA inténds t6 consider *
several factors in bringing enforccment actions regarding lead in candy. .., including the level of -
lead present and (he best available éonsumption datg. ™"~ " v T T U
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The 0.1 ppm level ié further undenmined by ﬂ.xe‘draft'gﬁidan:e'?s clﬁﬁﬁcaﬁ'biz i‘hét"‘FD,A”s

guidance documents, including this guidance, 'do niot establish jegally enforcedble’

responsibilities. Instead guidances describe the Agency’s current thinking on ‘a fopic aﬁ&'éhduld ,
" be viewed only as recormnmendations, unless specific feg’uléub:;x Q{'sta;ﬁtﬁyji requiremnents are
 cited. The use of the word skould in Agency guidances mezns that sbrngt_h'ing'fisisuggéstédf or =

e f .

recominénded, but npt required.”
In addition, ﬂfn supporting d,bcqmdht fp‘r,t‘hle,.gui‘dmc'e takes it ong step funhcr by stating, “The

dmfl guidance also rescinds the 0.5 ppm goideline for considering enfarcement action and does
not announce a new enforcement guideline” o '

Further to the point, the Baltimore Swi (Décéitiber 23, 2005) quotes Michae] Kashtack, “a senior

adviser at the FDA,” as stating “ihe guidance doesn’t inchide enforcomtent because it's too =
difficult fo have a “oné-size-fits-all approach” 10 vatious candias” and that “the agency has met
with Mexican officials and is hopirigto prevent tainted candy from carning éeross the border.”
FDA enforcement policy should not be based 'on “hopet T T o

In sharp contrast, the 1995 enforcernent guidance rp,ad': ,

.. we have the qutharity lo take regalaiant action against any food product that confuins

a poiserous or deleterious substance that may render the product injiriousio
individuals.. We alsg have regulations ihat regicire that ingredicnis used to menufaciure

Jeod besafe, which requires that they be of a suitnble degree of parity for thetr intended

use. Further. our regulations require thai equipinent and utensils used In the produriion

of food be desigriéd and used in'a méanner thai precludes contamination of the food with -

unsafe substances.

The statute clearly anicipates that FDA w

in food products, and that, once such levels ate established and excéoded, the product js
adulteraied and subject to enforcement action. o '

FDA's press roleasc on the new gnidance states that the Agency will “[¢]ontiriue to closely
monitor the lead lévels iit Mexican candy snd other‘domestic and imported candy producis, work
with our Mexican counterpart regulatory agencies; and take appropriats regulatory atdon,.,..”

-

Since FDA has apparently now rescinded the 1995 enforcoment gaidance; [ ask thai you take =~

immediate action to clarify what the Agency means by “appropriate regulafory action.” Further, I

ask that you explain both how FDA will take action against manilacturers, importes, and”
distributors of candy that exceeds 0.1 ppm of lead, Whether domgstic or imported, and how the

Agency will identify the most likely sourées of violations and set enforcement priorities, This

clarification is essential so we can be assured that you intend to protect our nation's children,
particularly Hispanic children and children along the U.S,-Mexico border, fom dangerous lead
exposure,

As part of that efTort, | urge that FDA work in'clésg;paﬂnei's'h,ip with the U.S.fMgici;o Border

S L et 0 o 1

ill st acceptablé levels 6f contaminates, such as léad,

[hoos

Health Commission (USMBHC) to protect thie health of children i both the Unilied Statei and =~

Mexico. I understsnd FDA will participate in a meeting in El'Paso, Texas, on Jahudry 2627, ©
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+ 2006, and urge that the Agency engage in this effort at the highest levels, o assure appropriate

involvement of the Maxican government, health agencies; and other key stakeholders,’ =~

Dr. von Eschenbach, this has been an issuc of great importance to many of Us 5lon the U, S.-
Mexico border for a tumber of yeats. 'In Aughit 3003, for example, the Centérs for Disease oo
Control and Preventica (CDC) reported that tests by the State of California revedled uip to 21,000
Ppm of Jead in imporied candies and stated that, in' Californig children, approximately 15 percent
of cases of elevated blood Jead levels (BLLs) were associated with candy produced in Mexico,

At that time, CDC recommended, “Although household paint and resulting ¢contaminated dust .
and soil are the most common ources of exposure, ‘all sources of lead poisoning should be
identified and remaved.” - Unfortunirely, FDA has a Jong history of failing 1o take action (see,
for example, the serics of award-winning articles in 2004 by the Orange County Regisier) in
matters within its jurisdiction. - '

We know that elevated BLLs can have, as the California Senate Committce on Healthand
Human Services has found, “drarnatic and devastating cffects, particularly on children.”” The =

- Cominiitéé adds, “Tt affects the liver, kidneys, lungs, splsen, muscles, heart; and central nervous'
system, At high levels, lead poisoning can cause kidney problemis, seizures; coma, miscarriages
in pregnant women and low sperm counts in men, and even death. Once sateh, it stays iri the

bloodstream and bones, Even low Jevels of Igad are harmful and arg assotinted with decreased

.
]

 intelligence, impaired béhiavioral development, stunfed growih, and fmpaired hearing *

I urge your immediate attentionto this important matter. It is erueisal for our children that you

immediately make public veal enforeement policies amd ensure appropriaie regulatory action in -

many of our nation’s children and }
already have done; to'protect their children.




