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a8 (Product Quality ) ~ " lI¥7 * /A PKEL B & | (Innovation * Regulatory
Challenges & Opportunities ) J¢ ' & /B ay B HE #H | (Lifecycle Management )
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GMP ) HEBhH i £2 i GMPHIEE LK - [ BRI A AR AR AR F2 71 B HE R 84
FEREAYMER R HE B ) RO R~ 5 B it T [ P B 4 o S 75 177 &Y 4H 48

( Pharmaceutical Inspection Convention and Pharmaceutical Inspection
Co-operation Scheme (PIC/S) GMP ) ( BJEE GMPFEAE ) -
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AR 20155 PDA/FDAR & AR I & B3 [ RERAE E S B B 5 T
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b B e R B 2 iR 5 2 (Patient - Focused Manufacturing, Quality and
Regulatory Solutions ) » 4HES A A HL &AM B HEAAGE M ~ BHICE - mER
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HEE e T AN EER ARG E Y e N BT R
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7:00~ # 5] - Registration
28R - Welcome Opening Remark
TR
8:15-10:00 fe 1 rp S T s FE B 2 BT AV 8 B RO AR T 2 -
Innovative Manufacturing and Regulatory Solutions for Patient
Care in a Crisis
TR
10:45-12:15 TERR A - FDA BE5E 15w — Regulatory Submissions
Update - FDA Panel Discussion
PHTH B
1. A ICH Q12 &% - Change Management Q12
13:15-14:45 Discussion
2. BN EINIFEE ETES - Effective Corporate Auditing
Programs
3. LS - Supply Chain
PHTH B
15:15.16:45 . 6B 24 - Quality .Systems
2. [BIPE%% )] - International Efforts
3. ZEEELENE - CMO




1. FEA#EL - Inspection Trends
2. WEEFHEH - Quality Risk Management
3. #istERER - Applied Statistics
1700-18:15 4. A¥¥ilt - Biotechnology
5. GMP 1 _mit& iii5 %5 1 2 Bl — GMP Links to
Pharmacovigilance
6. 4H&E A - Combination Products
7. ZIMEZEE T - Management of Outsourced Operations
8. #FIE L H R B4 - Visual Inspection of Parenterals
9H 29 H
F i
7:00-8:00 O T B
1. B EAEAE 5V Sk - Quality Metrics/ Quality Culture
2. BrfEERFEEE - New Inspection Protocol Project (NIPP)
3. ®REE R PDA #rffin S 4 - Drug Shortages & PDA’™ s New
Technical Report
4, ICH Q7 % - ICH Q7 Q&A
8:15-10:00 R - |
Bkl 5E M - Data Integrity
P TH B
1. SEENEEHLE T - USP
10:45-12:15 2. N AEYIELEM Z IREEE - Environmental Issues for
Regulated Biologic Products
3. JEHEEES - Regulatory Trends
P TH B
13:15.14:45 1. %:jf%ﬁ - Fishbowl Diécussions. |
2. HEFESRSYE - Quality Submissions
3. EHEBIRE/BIFRSHTRLAT - Continuous Manufacturing/ PAT
PHTE B
1. FDA/EPA JERIFF G ERBEHYR2 2 - FDA/EPA
15:15-16:45 compliance Environmental Impact

2. &l#r - Innovation
3. {HA&EE A - User Fees




T/ N &

1. BUFEHERY - Process Validation

2. W EEi TA2 - Facilities and Engineering

3. WA EREREEER I - Microbiology/Environmental
17:00-18:15 Monitoring

4, #EHL - Pharmacopeia

5. #EE#H)E - Filtration

6. SHE Z4t - Quality Systems

7. EFEEF - Regulatory Affairs
9 H30H

F i

7:30-8:15 PHTHE B

1. FDA BIZEF AN[E A TS 2 55 - A day in the Life

of FDA/ Industry/ Standing on the other corner

2. AJERZ - Human Factors

3. FEEHEL - Inspection Trends

4. HEEAEYIFlT - Legacy Biotech

5. BEPRAHEEFERE - Clinically Relevant Specifications
8:45-9:10 FRUHERE © B A BEEERAE - Patient Perspective
6:-15.10:45 FREERE ¢ SFERCE R ORA B CDER 4H4%EE4H - Program

Alignment and Reorganization of ORA and CDER
11:00-12:30 FREERS © FDA VAR &M #2% - Compliance Update
12:30 27EA%E - Closing Remarks and Adjournment
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