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APEC RHSC Meeting Agenda 
February 1-2, 2013

Jakarta, Indonesia

Day 1: Friday,  February 1

09:00 – 09:15

Welcome and Introductions

09:15 – 09:20

Adoption of the Agenda and PWA Discussions on February 3
09:20 – 09:25

Expectations for the Meeting

09:25 – 09:40

Adoption of Singapore Minutes and Review of Action Items
09:40 – 09:50

Review of Current Membership  

· (Revisit under Discussion of Regulatory Network)
09:55 – 10:10

General APEC Update 
· Leaders Statement

· Indonesia’s priorities

· LSIF PG Meeting

· Funding criteria and cycles

10:10 – 10:20

AHC Organizational Update
· Update on AHC Secretariat
· Clarification of AHC Funding Cycle

10:20 – 10:40

Break
10:40 – 11:00

GCP Inspection Roadmap: 
· Review of Concept Note Funding Request
· Survey

11:00 – 11:45

Operationalizing the New Governance Structure:
· Update on Regulatory Network: 

· Confirmation of Model, Representation, Roles, Operation
· Points of Contact and Introductory Message
· Update from Industry Coalitions

· Proposed Schedule for Future RHSC Meetings

· Pre-meeting Caucuses and Post-meeting Roadmap Discussions

11:45 – 12:15

Partnerships Update

· Update 
· Responding Effectively to Requests to Participate in APEC Related Events

· Nomination of new RHSC representative to ICH

12:15 – 12:30

Communications and Outreach:
· RHSC Website

· Potential Hosting of Next RHSC Awareness Workshop

· APEC RHSC Profile and Standard Presentation Materials

12:30 – 13:30

Lunch Break

13:30 – 14:00

Communications and Outreach: Continued

14:00 – 15:30

Roles and Procedures:

· Review Revised Operating Procedures

· Review Revised Roadmap Template

· Review Project Management Templates (New)
15:30 – 15:45

Break

15:45 – 16:15

GCP Inspection Concept Note:
· Review and endorsement (if needed)

16:15 – 17:30

Training:*
· “Training Best Practices”, Technology and Partnerships: Defining a More Effective Approach
· Update on RAPS Global Advisory Council (GAC)
· IFPMA/DIA Asia Regulatory Forum 2013
17:30 – 18:00

RHSC Executive Session (if needed)  
OR 

Special Sessions:

· Report out from APEC Project Quality Workshop: Applying for APEC Funds
· Reporting  Requirements

· Future Funding Models and Plans

*  Sarah Adams of ICH Secretariat to Skype in

Day 2: Saturday, February 2

09:00 – 09:10

Updating of Roadmaps
09:10 – 9:30

AHC Update: 2012 Review and 2013 Plans
09:30 – 10:30

Review Concept Notes/Roadmaps/Projects**
10:30 – 10:45

Break

10:45 – 12:15

Review Concept Notes/Roadmaps/Projects – continued**
12:30 – 13:30

Lunch Break

13:30 – 15:30

Review Concept Notes/Roadmaps/Projects – continued**
15:30 – 15:45

Break

15:45 – 16:45

Review Concept Notes/Roadmaps/Projects – continued**

16:45 – 17:15

Any Other Business

17:15 – 18:00

Review of Action Items , Recommendations to LSIF and Next Steps/Meeting
18:00


Adjourn
**Proposed order of discussion for Concept Notes, Roadmaps and Projects (Day 2):
9:30 – 10:30

Multi-regional Clinical Trial Roadmap:

· Center of Excellence Concept Note
· MRCT Workshop
10:45 – 11:45

Global Supply Chain Integrity Roadmap:
· Oversight Committee

· Gap Analysis

· SPOC Workshop

· MYP Reporting Requirements

11:45 - 
12:30

Biotechnological Products Roadmap – for endorsement
13:30 – 14:10

Cellular Therapies Roadmap 
14:10 – 14:50

Pharmacovigilance Roadmap:

· Roadmap
· Survey

· International Pharmacovigilance  Workshop
14:50 – 15:30

Good Review Practices Roadmap:
· Advanced GRevP Workshop and Survey
· Roadmap and Next Steps

15:45 – 16:25

Combination Products:
· APEC-AHWP Workshop
· Roadmap and Survey
16:25 – 16:45

Others
