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and Pharmaceutical Inapection Co-operation Scheme, PIC/S) Kz R P25 4 B B 75 77, 25
(Parenteral Drug Association, PDA)F:[E 22> ICH Q7 FURIEEERIIISRERE - Sk
JFORIE A A S s BT T2 A 5w > 10 ICH Q7 ISR A RIELFRBIER R 2 PIC/S
GMP Part2 (ZE&miE REUEHEE 80 © FEEE) H—HNE - AIERENEE
& T AferidT ICH Q7 WM& | ~ T FEE BAME O B [ RHEERAY & 25 |
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8/10-12 BAE R — A R - 5k

+ allleRERTE
JFUR S B B L B - R ORI SR BE L - T EREE
B BFECIDAHFER ST E REUERF(GMP) - 1 ICH Q7 EL#%
ST I A E R IR 4% GMP Z BK - EERARRRET HZKERE ICH Ry
TER R A R AT -
ARG N BB &R -~ T1EK - R - FIARE - 28/ernd
KEEFRIAEERIN  IVEEIE » Amgen ~ fa4 ~ Ml - oo gE
MR ELE » 2 R ERE £ %M PDA ~ US FDA ~ B sE & &8 E

P

#4{#{#/5 (European Directorate for the Quality of Medicines and
HealthCare, EDQM) ~ S{H4E ~ BHIE - BUOCHEEFMEE B REE AR

1 G H ERZ AT

F—K105F8H8H » BEHf—

7:30 a.m.-7:00 p.m.Registration Open
7:30 a.m.-8:45 a.m.Continental Breakfast
8:45 a.m.-9:15 a.m.Welcome and Opening Remarks/General Objectives and




Expectations

9:15 a.m.-11:20 a.m. Opening Plenary Session

® A General Overview of PIC/S
General Overview of the Inspection Program-Applying Q7/Compliance
Outcome

® (Commonly Identified Non-Compliance Deficiencies Found at (API)
Manufacturing Sites (EDQM Perspective)

® (Commonly Identified Non-Compliance Deficiencies Found at (API)
Manufacturing Sites (U.S. FDA Perspective)

® Background and Introduction to ICH Q7-General Overview
International Regulations/GMP Guidance on APIs and Supply

11:20 a.m.-11:35 a.m.Refreshment Break

11:35 a.m.-12:30 p.m.Regulatory and Industry Challenges

® Regulatory Challenges during Planning/Inspections of (API) Manufacturing
Sites

® Challenges from the API Industry Perspective

®  Panel Discussion.

12:30 p.m.-1:30 p.m. Lunch

1:30 p.m.-3:10 p.m. GMP Principles

®  Section 2: Quality Management

®  Section 15: Complaints and Recalls

® Section 6: Documentation, Records and Data Integrity

®  (Questions and Answers/Discussion

3:10 p.m.-3:25 p.m. Refreshment Break

3:25 p.m.-4:20 p.m. Personnel, Facilities, Equipment and Cleaning

®  Section 3: Personnel

® Section 4: Building and Facilities

®  Section 5: Process Equipment and Cleaning

®  Questions and Answers/Discussion

4:20 p.m.-4:45 p.m.Materials Management and Distribution

®  Section 7: Materials Management

®  Section 10: Storage and Distribution

®  Questions and Answers/Discussion

4:45 p.m.-5:45 p.m. Biotech API

®  Section 18: Specific Additional Guidance for APIs by Cell Culture/Fermentation

®  Section 19: GMPs for APIs Used in Clinical Trials

®  Questions and Answers/Discussion

5:45 p.m.-6:30 p.m. Dinner Break




6:30 p.m.-8:30 p.m. What is Data Integrity?

What 1s Data Integrity?/Case Studies

Laboratory Systems

Manufacturing Systems

Quality Culture and Code of Conduct

® (ase Study 1: Laboratory/Manufacturing Data Integrity

BORI5F8HIH » B

8:00 a.m.-4:00 p.m.Registration Open

8:00 2.m.-9:00 a.m.Continental Breakfast

9:00 a.m.-10:30 a.m.Manufacturing Controls

®  Section 8: Production and In-Process Controls

®  Section 11: Laboratory Controls

®  Section 9: Packaging and Labeling Controls

®  (Questions and Answers/Discussion

10:30 a.m.-10:45 a.m.Refreshment Break

10:45 a.m.-12:15 p.m.Quality System Elements

®  Section 12: Process Validation

®  Section 13: Change Control

®  Section 14: Rejection, Reuse and Reprocessing

®  Questions and Answers/Discussion

12:15 p.m.-1:15 p.m. Lunch

1:15 p.m.-2:45 p.m.Case Studies

® (ase Study 2: Production Documentation-Investigation of Deviations Case
Study 3: API Manufacturer Laboratory

®  (Questions and Answers/Discussion

2:45 p.m.-3:45 p.m. Third Party Relationships

®  Section 16: Contract Manufacturing: How to Select a Contract Manufacturer

® Regulatory Expectations for Contract Manufacturers and the Sponsor

®  Section 17: Agents, Brokers, Traders, Distributors, Re-packers and Re-labelers

®  (Questions and Answers/Discussion

3:45 p.m.-4:00 p.m. Refreshment Break

4:00 p.m.-5:45 p.m.Closing Plenary Session

® Data Integrity and APIs, The Regulatory Perspective

®  Strengthening the Internal Audit Program to Assure Data Integrity, The Industry
Perspective

®  (Questions and Answers/Discussion

5:45 p.m.-6:00 p.m. Closing Remarks
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S ERSOREL Ry “Should” FoREERCCESENTT - BRIEAHMEZE S EUR
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If ICH Q7 say you should do something, | If it doesn’t say you have to do

you probably should do it. something, you probably don’t have to do

it.

If 1t doesn’t prohibit something, it 1s | If ICH Q7 prohibits something, you

probably OK to do it. probably shouldn’t do it.
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