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Colegn Pak, MD 20040

MEMORANDUM OF MEETING

Date: Juns 3, 2011
Place: Center for Food Safety and Applied Nutrition, FDA, Callegs Park, MD

Parficipants:

Industry
Diane Edquist Dorman - Vice Presidest Public Policy, Nstional Orgasization for Rare
Disorders (NORD)

A

Michael Landa, Acting Center Director, Conter for Food Safety snd Applied Nutritices
(CFSAN) :

Jill Warser, Acting Associsse Commissicaer for Special Medical Programs, Office of Special
Medical Programs

Mary Poos, Deputy Director, Olffice of Nutritios, Labzling, and Dietacy Supplesams
(ONLDS)LCFSAN

Beascn Silverman - Direster, JONLDS/infam Formula end Medical Foods Staff, CFSAN

Spe Ann Andersom - ONLDS/Infast Formuls ard Medical Foods Suff, CFSAN/

Shawne Sugps-Anderson, ONLDS/Infast Formule and Medical Foods Swff, CFSAN

DebuLMs-muDIMnr.OﬁiaofmmeOMDA

James Bons - Office of Crphan Producss Development, OCFDA

Christioe Mueller, M.D, OFfice of Omphan Products Development, OC/FDA

Wlw.mofMmem

Carol Fedorchak, Office of the Center Director, CFSAN

Subject: lmthMmWthlnm&mormnﬂw
Rare Conditices

Dians Edquist Dorman, Vics Presides: Public Policy, Natioml Crpanization for Rare Disorders
(NORD), requested a meeting with CFSAN 10 discuss the development of and sccess to medicsl
mmummmnfmwmmwm.mmwmu
Mmmadwnmmwmwndmmww
FDA cn November 29, 1996, was later withdawn by e Agency, NORD is cozosrmed tha!
there is not » consistent definition of medical foods which may allow for the misisierpectation or
shuse of the cxasting stmiutory delfizion.
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Actions FDA could ke 1o eédress NORD's concems wese discussed. Miches] Landa 10ld
Ms. Deeman thas 'DA would condust s= interaal meeting 1o discuss (e possibilities and that he

would follow up with her
é ’ﬁfm :/‘

The meeting ended cordislly.
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