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CMOõs

-- Economic Conditions Favorable to    

CMOõs

- CMO growth expected  to be 

>15% yearly over next 5 years



CMOõs

-- FDA Inspections

- Clinical

- Commercial

- Ca FDB Inspections

- Client Inspections



Clinical Inspections

- Not required at Sponsors

-- Optional for clinical -only CMO

-- Voluntary inspection program

--òFor Causeó



Regulatory Expectations

Type V DMF for Filling

Type II BBMF for manufacturing

FDB License

-ó



Systems Based Inspections

Vs.

Pre Approval Inspections
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