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Con&dera‘ﬁcn of QlNIP Issues

e The ITFG/IPAC RS Collaboratlon plans to brlng several proposals to
"PQRI,and contlnue dlscussmns Wlth the Agency regardmg the new
DCU prOposal ‘ : , \ A

e We hope that through the meetmgs of the OINDP Subcommlttee
Advisory Committee for Pharmaceutical Science, PQRI, and other
- appropriate fora, the work of the ITFG/IPAC RS Collaboratlon will be.
carefully considered

‘o We believe that FDA and industry will be better able to respond to the
needs of patients by expediting the availability of new OINDP. products
~while maintaihin'g appropriate standards of safety, efficacy and quality

e We are grateful for the Agency S consnderatlon of BA/BE and CMC
issues for OINDP

ITFG/IPAC-RS Collaboration ' -16- ’ ' 17 July 2001
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