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Scott:
My initial comments:

—A. We must aftack the premise that compounded drugs fall under the FDCA; they do not.

»~Tha CPGs are unenforceable and flawsd. FDA has agreed to reissue; they haven't {(we can document this it
necessary).

~—— B. components of FDA approved products as a2 CPG factor is inappropriate and more restrictive than former
Congressional law. FDA can't be more restrictive than Congress.
— Anticipatory compounding language as described in the CPG IS More restrictive than former Congressional law
and therefore inappropriate.
—— Section C can not be violations of FDCA if thev are not violations of state |aw, and
criteria of the exemption (i.. ordinary practice selling at retall},
~— The entire GMP discussion (C.5) is irrelevant.,
Thare is good congressional committee report language around what ‘copy of commercially available product”
means (we can provide this if necessary). The commities wishad to give defe

mear _ i rence o the prescriber on what a
significant difference” was. We hald that the presence of a prescription is dacumentation of medical need. The
-~ M

—prescriber determines if 2 medication that is significantly different is needed.

if your pharmacy meets the

Depending Tiow your counsel wants 1o respond, we can provide detalled comments on why the CPG factors in
both CPGs are inappropriate.

Let me know if [ can help further. Terry's contact info follows.
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