COMMITTEES EDWARD J. MARKEY 2108 RAYBURN HOUSE OFFICE BUILDING
3 WASHINGTON, DC 20515-2107
NATURAL RESOURCES 77H DiSTRICT, MASSACHUSETTS (202) 225-2836

RANKING DEMOCRAT
DISTRICT OFFICES:

Congress of the Tnited States S S e
%uuse ut Rgptesentatihez 188 CONCZ:D) :i:-:::oSUITE 102
Washington, BE 205152107

(508} 875-2900

http://markey.house.gov

May 10, 2012

Dr. Francis Lin

Director of Food Contact Notifications Review, (HFS-275)
Office of Food Additive Safety

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Re: Food Additive Petition (FAP) No. 2B4791
Dear Dr. Lin:

In your letter dated April 19, 2012, you state that Food Additive Petition No.
2B4791 is not suitable for filing because of a lack of clarity in a letter provided by
Perrigo in which the company states that “BPA was a component of the exterior coating
for the non-product contact surface of the outer cap” used with the plastic bottle that
Perrigo currently uses to package liquid infant formula.

Staff from your office requested further clarity as to which portion of the cap BPA
was currently used and whether this BPA component was on the food contact surface of
the cap. We requested this information from Perrigo and they responded that the BPA
component is not in direct contact with the infant formula and that the BPA is present as
an external base coat that is covered with another BPA-free coating. The purpose of the
BPA component “is to provide scratch and corrosion resistance to the outer cap.” This
should clarify that all infant formula manufacturers have indeed abandoned the use of
BPA in coatings in contact with infant formula.

I therefore request to amend FAP No. 2B 4791 to include the attached May 9, 2012
letter from Perrigo and to limit the petition to amend 21 C.F.R. § 175.300 so that BPA-
based epoxy coating can no longer be used for infant formula.

Sincerely,

Edward J. Markj a
cc: Vanee Komolprasert, Ph.D., P.E.

Consumer Safety Officer, Office of Food Additive Safety
Center for Food Safety and Applied Nutrition
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