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Cellular andl Tlssue—Baged Products

I obJect to the FDA S propo&d deﬁmtlon of m1n1mallv_mamnulated because

o the term minimallv is vague and open to subjective, ever changing def|n|t|ons,
¢ the term manipulated is also sagne and open to subjective interpretation;

. these proposed terms should be eliminated as they add nothing to the proposed rule and have
nothing to do with donor suitabiity.
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| object to the FDA’s proposed definition o‘f‘hoinologous use because:

) ’homologous is vague and open to subjective interpretation;
" the term “use’ ’ infringes on the practice of medicine. How a doctor decides to use a d devi
not affect how it is regulated. N
o+ theentire term should be eliminated;

e RN T

_thereis tbrea’g&@g pPUbKC oen... with these tissues towarrant this type of term being used or
distinction haine made;

. ; nnplementa is term and |t§ sabseguent regulation may restrict availability as tissue -

banks try to.c mply with new FDA Tu

I use allograft bone tissue in my practice and do net wish its supply tn e curtailed _through excessive and .
unnecessary governmentregulanon'? 1 see no added benefit to having these definitions in the proposed rule.

My patlents benefit from my use of allograft bone to treat a wide variety of conditions, some of which have no
‘man- made matenal labeled alternatwe —

Thank you for the opportumty to comment on thls proposed rule — \

Slncerely,
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