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Drug Pre-

New Drug Post-
Clinical Trials Application approval
(NDA) Monitoring

1-2 years

Discovery clinical

3-6 years

O% ‘

6-7 years

Phase 1 | Phase 2 Phase 4

100-500
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Contract Research Organization (CRO)?
or
Sponsor ?
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e Patient/Subjects

* Investigator

e Study Coordinator
 Pharmacist

e PM

e CRA, CTA
e DM

e SSUS

e MM
 RA

e Statisticians
e Auditor

Sponsor
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Clinical Trial Process

Study setup v Monitoring v v v v v
Kick-off SIV Site FPFV LPLV Data Database COV Statistical
meeting activator collected lock analysis/

Archiving
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Online resources

~ CMUH BRPRELER TP /0 - 4R FFRAZ
https://edu.cmuhctc.tw/online-course/2?P=1

SR =WNEC G W Y ) 7 N
http://ocw.aca.ntu.edu.tw/ntu-ocw/ocw/cou/1035206

~ TRREE (A5 mIEs 5 2 EH iR R 4R7)
http://chinese.trree.org/

/N

Face-to-face program

- BENEEYIRITE - BRIRE R 25
https://www.biotech-edu.com/
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May your choices reflect your hopes
not your fears.

-Nelson Mandela
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