USV/U4/07 SUN 11:51 FAX 12124521408

SCIENTIFIC ADVISORY COUNCIL
Chairperson

Judith P. Willner, M.D,

Ditector of Clinical Ganatics

Assoc. Prof, of Human Genetics

& Pediatrics

The Mourt Sinal School of Modleine
New York, NY

Robert d. Desnlek, Ph.D., M.D,
Chaimman, Dept. of Human Genatics
Prol, of Padiairics & Genatics

The Mount Sinal Scheo! of Medicina
New York, NY

Merton F. Goldberg, M.D,

Dir. & Psof. of Ophthalmalogy

The Wilmer Ophthaimological Inss,
Johns Hapking U, School of Medfchne
The Jahns Hopkins Hospitaf
Baltmore, MD

Jerome L. Gorski, M.D.

Direzlor, Div. of Pediatric Genetles
Assac, Prof. of Pediglrics &
Human Genatles

C.5. Mott Children's Hospltal

t. of Michigan Medical Center
Ann Arbar, Ml

Molse L. Levy, M.D,

Depts. of Dematokqy & Pediatrics
Baylor Callege of Medicihe

Chfat, Dermatology Sarvice

Taxas Children's Hospilal
Houston, TX

Richard A, Lewis, U.D, M.5,

Pref,, Depls. of Ophthalmology, Medicine,
Petiatrics, & Molecular

and Human Ganetica

Cullen Eyv: Inslilute

Baylor Cofiega of Medicina

Houston, TX

Amy 5. Pailer, M.D

Maad, Div, of Dermatsiogy

Assoc. Prof. of Pediatics & Dematelogy
The Children's Memoarial Hospital
Worthwestarn U. Medical Schoo!
Chicago, IL

Carlok F. Salinaa, D.M.D.

Peet,, Directar of Graniofaclal Ganebias
College of Dantal Medicine

Dept, of Padiatric Dentistry &
Orhadontivs

Medical ¢, of South Carolna
Charleston, SC

Rhonda E. Schnur, MD,

Head, Div. of Ganelica

Assoc, Prof. ol Pedigfrics

Cooper Heallh System/Uniy ol Madizine
end Dentistry of NJ

al Camden

Camden, NJ.

Harvey S. Singer, M.D,

Director of Pediatric Neurology

Prof, of Netralogy & Pediatrics
Juhing Hopldns U. Schoa! of Medicine
Tha Johns Hepking Haspital
Batimors, MD X

Founder and Executive Dirsctor
Susanhe Broas Emmerdch

o

|

/
Incentinentia Pigmenti International Foundation

March 5, 2007

HFA-305
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Rockville, MD 20852

Re: Docket #2(000-0336 and Docket #2006D-0347
To Whom It Mav Concern:

The Incontiner tia Pigmanti International Foundation (IPIF) writes to express our
concern with I'DA’s AGR and IVDMIA Draft Guidance.

IPTF organizes p itienls, physicians, educators, parents, relatives, and volunleers to
combat incontinintia pigmenti, a genetic disease of the skin, hair, teeth and contral
nervous system. Qur mission promotes research and developmenl is dedicated to the
improvement ot trcatment for IP. We beliave that the FDA draft guidance on ASR and
IVDMIA could stifle innovation and restrict vital rescatch on I’ and many other

discascs.

The ASR draft gnidance may not only reduce the effectivencss of genetic tesling on IP,
but it raay also r:duce the number ot gerietic tests legally available in the marketplace,
This step coule potentially decrease health benefits for the American public by
prohibiting the r2search that could expedite genetic test results and may significantly
advance treatment of [P and other diseases.

Similarly, the IV OMIA draft guidance may hinder much of the promising research
gained through laboratory testing. Researchers and physicians may be banned from
integpreting test results that improve their diagnostic capabilities for [P and other
diseages, [urthermore, rescarchers have now identified the gene responsible for I, As
a vesult, diagnos s may be supplemented with molecular testing. But under the FDA's
draft guidance, riclecular testing for many discases like IP' may no longer be possible.

IPLK believes th 2~ we must keep Lhe potential for innovation open and allow new
medical technelc gies to emerge. While we agree that oversight over medical testing is
important and necessary, we respectfully recommend that the FTDA refrain from
implementing “h2 ASR and IVDMIA draft guidance.

We are cager to work together to ensure an environment in which genetic lesling may
generate the jnve ntive treatments and cures of the 21 century.

Sincerely, :

Losanne fope %WW

Susanne Bross Einmerich
Executive Director
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