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October 13, 2010

Thomas R. Frieden, MD, MPH

Director, Centers for Disease Control and Prevention
Administrator, Agency for Toxic Substances and Disease Registry
1600 Clifton Rd

Atlanta, GA 30333

Margaret Hamburg, M.D.

Commissioner, Food and Drug Administration
WO Bldg. 1, Rm. 2217

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Donald Berwick, M.D.

Administrator, Centers for Medicare & Medicaid Services,
7500 Security Boulevard

Baltimore, MD 21244

Dear Drs. Frieden, Hamburg and Berwick:

Forits S eptember 2010 t he S ecretary's A dvisory C ommittee on H eritable D isorders i n
Newborns and Children (SACHDNC) meeting, the SACHDNC requested a p resentation on
the Clinical Laboratory Improvement A dvisory Committee (CLIAC) recommendations for
good laboratory practices in biochemical genetic testing and newborn screening for inherited
metabolic di sorders, which w ere de veloped i n F ebruary, 2010.  In pr eparation f or th is
presentation, the SACHDNC received the enclosed request from Roberta B. Carey, Ph.D.,
Acting Director of t he C enter f or D isease C ontrol a nd P revention’s ( CDC) D ivision of
Laboratory Science and Standards.

The CDC reported to the Committee, at the SACHDNC September 2010 meeting, that while
the C LIAC r ecommendations a re final, t he r ecommendations will not be de veloped into
regulations at this time. Rather, CDC requested input from the SACHDNC for the purpose
of developing a Morbidity and Mortality Weekly Report (MMWR) guideline on the CLIAC
recommendations for a document to be published in 2011.
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The SACHDNC would be glad to assist in the de velopment of a guideline on t he CLIAC
recommendations. In a ddition, the C ommittee offerst he f ollowing ¢ omments. The
SACHDNC supports CLIAC’s efforts to better define and develop best laboratory practices
as they relate to newborn screening, and is particularly interested in supporting C LIAC’s
efforts t owards qua lity i mprovement of ne wborn s creening pr ograms. The CLIAC r eport
and r ecommendations p rovide a ve ry comprehensive doc ument t hat s erves as a us eful
starting point to develop a MMWR publication.

However,t he SACHDNC hass everal ar easo fco ncernab outt hef inal C LIAC
recommendations, including concern that the report and recommendations exceed the scope
of laboratory practice, in particular those recommendations dealing with informed consent.
In a ddition, the Committee cautions f or ¢ areful di fferentiation be tween t he n ewborn
screening and biochemical diagnostic testing requirements.

The SACHDNC also is concerned that there was no c ollaborative process e stablished by
CLIAC to receive input from the SACHDNC in the preparation of the recommendations in
those ar eas w here t he committees’ ch arges o verlap. P lease not e t hat t he a uthorizing
legislation f or th e S ACHDNC c harges th e C ommittee to a dvise th e Secretary o fth e
Department of H ealth and H uman S ervices i n areas r elevant t o he ritable ¢ onditions i n
children, especially childhood and newborn screening. The Committee reviews and reports
regularly on newborn and childhood screening practices, and recommends improvements in
the national newborn and childhood screening programs to the Secretary.

The SACHDNC therefore is concerned that regulations will be developed for the CLIAC
report and recommendations without Committee consultation. The SACHDNC points to the
need for s ubstantial S ACHDNC 1 nvolvement i n t he de velopment of regulations a s t hey
apply to state ne wborn s creening laboratories and programs and where there is overlap in
programmatic charge.

Again, please know that the SACHDNC appreciates the opportunity to being involved in the
manuscript preparation of the MMWR publication and welcomes the opportunity to provide
assistance to you and your agencies in advancing ongoing projects pertaining to genetics in
general and newborn screening specifically.

Sincerely yours,

R. Rodney Howell, M.D.
Chairperson

Enclosure:
August 25. 2010 Letter from Acting Director, Center for Disease Control and Prevention’s
(CDC) Division of Laboratory Science and Standards
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