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" There are no health concerns that are outside the

What are the public health concerns related to these
combination products as a whole and with respect to
their individual components?

<

jurisdiction of any particular Center. For a product

cleared or approved by FDA review, with interCenter
» ' “consultation, manufactured in accordance with good
tissue practices (GTPs) and under the Quality System

regulations (QSRs), and subject to periodic inspections,
safety issues have been addressed. The product |
jurisdiction process for all products recognizes that
review is thorough regardless of Center lead.
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Consistency
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Ing agents

‘Human heart valves
Diapulse
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Conserving Agency Resources:

“Application for Premarket Approval
contains adequate information to protect

public health.

Changing to BLA or to cGMP, repl

Reducing delays from consults may

conserve resources, but collaborations
where no Center owns the review and’
deadlines, will not conserve resources”
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It would be reasonable to consider
the likely direction of the technology
to prevent need for future

duplication of expertise.
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Other Complexities

.f»f""DeIays are already occurring due to

“uncertainty; affects ability to prepare
submissions, agreements with CDRH o

\

clinical requirements; )

Agency consult delays, inconsistent revie
standards, also are occurring. These
complexities, whether directly related to
FDA or not, implicate product availability, a
safety issue that FDA is challenged to

address.
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