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ScinoPharm has been audited by US FDA for its GMP compliance. DA’ s acceptance letter is
shown on the following page. ScinoPharm’sfirst DA Pre-Approval Inspectionwastriggered when one
of our custromersfiled an ANDA in which they identified ScinoPharm as the supplier of the APl and
referenced the ScinoPharmDMF intheir submission.

Subsequent FDA ingpections will be scheduled as seen gppropriate by the FDA. Such inspec-
tionsmay be part of ther routine GMPinspection or may again beintheform of aPreApporal Ingpection
triggered by a custorn’ sSNDA or ANDA submission.

Theflow chart leading to FDA'singpection of en APl manufecturer isshowninthefollowing diagram.
Theresponghilitiesand therelationship between the API manufacturer and the drug product menufacturer
aredsoillugrated.

Table: Relationship Between Active Phar maceutical | ngredient (AP1) & Finished
Drug Product (FDP) Manufacturers
APl Manufacturer | DA | FDPManufecturer
7 :
Provide API to FDA for pre-clinical Conduct Pre-clinical and/or
and/or clinical studies clinical studies
l 1
[ submit MFto DA L—|Review DMFNDA or ANDA F—— submit NDA/ANDAto DA |
! ! |
| Answer FDA question |<—| Review comments | ,|Answer FDA question |
| ! !
| Receive FDA inspection I-—l FDA inspections I_.l Receive FDA inspection |
! |
| Commercial Sales |'—| FDA approval |<—| Launch the FDA |

The objective of FDA inspectionsisto determinewhether the methodsused in, and thefecili-
ties and manufacturing controls used for, the production of APIsare adequate to assurether qudity and
purity. Therefore, the FDA inspectiontypicaly coversequipment, fadilities, operations, controls(computer,
mechanical or electronic), cleaning procedures, safety, environmenta conditions, QC laboratory fecility
and control procedures, documentation and record keeping, etc. with particular attentionto any DMF that
hasbeen filed.

In order to prepare for inspections by the FDA, other regulatory agencies (including Taiwan and
loca), aswell asthe client's QA/QC professionds, ScinoPharm has developed a comprehensive, com-
pany-wide integrated systemeatic goproach to addressthe following requirements.

* cGMPRegulations and Guidances. * Environmenta Regulations.

* Safety Regulations. * Government and Local Codes.

* Community Requirements. * Responsble CARE Program Obligations.





