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Hearing Clerk (HFA-305) 
Food and Drug Administration 
Room 4-65, 5600 Fishers Lane 
Rockville, MD 20857 

RE: FDA Docket No. 78N-l406 

Dear Sir or Madam: 

May 8, 1979 

The Health Research Group supports, with one exception, the 
FDA's proposed classifications of cardiovascular device~. S~e 44 

, Fed. Reg. 13283-13484 (March 9, 1979). The Bureau of Medical Devices' 
personnel who oversaw the ·classification process and worked with the 
advisory panel are to be commended for their conscientious and 
capable work. 

We decline, however, to support the proposal to classify 
endomyocardial biopsy devices in Class II, performance standards. 
See 44 Fed. Reg. 13390~92 (March 9, 1972) (proposed 21 C.F.R. 
r1f70.4075)o We refer the FDA personnel concerned to the comments 
on this proposal from Dr. Jerome Liebman, Rainbow Babies'. and 
Children's Hospital, 2101 Adelbert Road, Cleveland, OH 44106. Dr. 
Liebman, a former member of the Cardiovascular Device Classification 
Panel, believes that catheterized endomyocardial biopsy devices are 
potentially dangerous and should be placed in Class III, requiring 
premarket testing. 
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Robert B Leflar 
Staff Attorney 
Medical Devices 
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