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RE: CFR 900.12 (B)(8)(D
To WHOM ITMAY CONCERN: =
[ WOULD LIKE TO OBJECT STRONGLY AGAINST THE PROPOSED POSSIBLE REGULATION CFR 900.12 (B)(8)(D.

MANY VERY GOOD MAMMOGRAPHY MACHINES THAT OTHERWISE COMPLY WITH ALL FDA REGULATIONS WOULD BE
REQUIRED TO GO OUT OF USE IF THIS REQUIREMENT BECOMES RULE. . o

DOING NOTHING BUT EXCELLENT MAMMOGRAPHY AND THEY AGREE “THIS REQUIREMENT "OF FINE ADJUSTMENT
COMPRESSION CONTROLS OPERABLE FROM BOTH SIDES OF THE PATIENT IS NOT NECES SARY TO PRODUCE CONSISTENTLY o

GOOD MAMMOGRAMS.

___FURTHERMORE, THE COST OF THIS REQUIREMENT IS PROHIBITIVE. TO REPLAC /GOOD MACHINES IN THE
NEIGHBORHOOD OF $60 000-$90,000 FOR SUCH A REQUIREMENT THA S SCIENTIFIC o

INCREASE IN REIMBURSEMENT.

PLEASE CONSIDER THESE THOUGHTS IN DRAFTING THE FINAL REGULATIONS.

SINCERELY,

FORMER CHAIRMAN MAMMOGRAPHY COMMITTEE
FLORIDA RADIOLOGICAL SOCIETY 1991-1995
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