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 Track I: Detection Technologies, Internet Sales and Good Import and Export Practices
24-28 August 2015
Arctic Room 3
Waterfront Hotel
Cebu, the Philippines

Day 1 (Monday, August 24)
Training Program: Detection Technologies
08:30–08:50      Welcome and Introductory Comments
08:50–09:05      Goals of Training Program, Summary of APEC LSIF Activities to Combat SSFFC Medical Products and Summary of September 2011 APEC Drug Detection Technology Workshop
09:05–10:05     Presentation on Analytical Drug Detection Technology Devices: Question and Answer Session
10:05–10:20      Tea and Coffee Break
10:20–11:20     Anticounterfeiting Technologies for Product and Packaging and Analytical Drug Detection
11:20–11:50     An Application of Rapid Detection Technologies in a National Regulatory Laboratory Setting (Presentation by Skype)
11:50–12:00      Combating Illegal Drug Internet Website, Using Detection Tech-
nologies and pharmacy to Protect Patients and hot detection technologies links with other RHSC Work Strems
12:00–12:15      Overview of Draft APEC Drug Detection Technology Tool Kit
12:15–01:15      Lunch
01:15–02:30      Interactive Session #1 - Discussion of Proposed APEC Drug
Detection Technology Toolkit
02:30–02:45      Tea and Coffee Break
02:45–03:45      Interactive Session #1 - Reporting of Discussion Groups on Proposed APEC Drug Detection Technology Tool Kit
03:45–05:00     Panel Discussion: The Use of Detection Technologies in APEC Economies: Case Studies and Best Practices
05:00–05:15      Closing Comments Day 1
05:15            Day 1 Adjourns

Day 2 (Tuesday, August 25)
Training Program: Detection Technologies – Continued
08:30–08:40      Summary of Day 1
08:40–10:20      Panel Discussion: Effectively Using Drug Detection Technologies
(boarder control, drug samples, mobile laboratories, etc.)
10:20–10:50      Tea and Coffee Break
10:50–12:15      Interactive Session #2 - Discussion of Implementation of APEC Drug Detection Technology Toolkit
12:15–13:30      Lunch
13:30–14:45    Interactive Session #2 - Reporting of Discussion Groups on Implementation of APEC Drug Detection Technology Tool Kit:
Moderators report on discussion and the workshop participants
have open discussion
14:45–15:00      Tea and Coffee Break
15:00–15:20      USP and Field-Based Detection Technologies
15:20–16:20      Concluding Session: Next Steps in the Implementation of the APEC Drug Detection Technology Tool Kit and Ensuring a Holistic Strategy for Improving Drug Quality
16:20–16:30      Closing Comments

Day 3 (Wednesday, August 26)
Training Program: Internet Sales
08:30–08:50      Introductory Comments and Overview of Internet Sales Working Group
08:50–09:20      Global Safe Internet Pharmacy Activities and Alliance for Safe Online Pharmacies Activities
09:20–10:00      Summary of APEC Survey Internet Sales on Medical Products
10:00–10:15      Tea and Coffee Break
10:15–11:45      Panel Discussion: Safe Internet Sales Public Awareness in APEC Economies - Case Studies and Best Practices
11:45–12:00      Overview of Draft APEC Toolkit to Combat Illegal Internet Drug Sales
12:00–13:00      Lunch
13:00–14:30      Interactive Discussion #1 - Proposed APEC Toolkit to Combat Illegal Internet Drug Sales
14:30–14:45      Tea and Coffee Break
15:00–16:00      Interactive Discussion #1 - Reporting of Discussion Groups on Proposed APEC Toolkit to Combat Illegal Internet Drug Sales
16:00–16:30      Effective Regulator, Customs and Law Enforcement Coordination to Remove Rogue Internet Sites and Lessons Learned
16:30–16:45      Pharmacy as a Safe Web Domain for Internet Drug Sales
16:45–17:00      Effective Example - The European Falsified Medicines Directive and the Use of a EU Common Logo
17:00–17:15      Closing Comments Day 1

Day 4 (Thursday, August 27) 
Training Program: Internet Sales - Continued 
08:30–08:40      Welcome and Summary of Day 1
08:30–09:50      Unexpected Allies – Cross-Industry Partnership to Shut Down Illegal Internet Sales
09:50–10:00      Goals of Interactive Discussion #2
10:00–10:15      Tea and Coffee Break
10:15–12:00      Interactive Discussion #2 - Discussion on
1) Effective Regulator, Customs and Law Enforcement Coordination to Remove Rogue Internet Sites
2) Cooperation with Third Party Providers to Remove Rogue Internet Sites
12:00–13:00      Lunch
13:00–14:15      Interactive Discussion #2 - Reporting of Discussion Groups on Discussion on
1) Effective Regulator, Customs and Law Enforcement Coordination to Remove Rogue Internet Sites;
2) Cooperation with Third Party Providers to Remove Rogue Internet Sites
14:15–15:00      Next Steps in Implementing Safe Internet Sales Tool Kit and Future Internet Sales Working Group Activities
Open Discussion
15:00–15:15      Concluding Comments
15:15            Workshop Concludes



Day 5 (Friday, August 28) 
Training Program: Good Import and Export Practices
09:15–09:45      Good Import/Export Workgroup
09:45–10:15      Introduction to Import/Export
10:15–10:45      Summary of Import/Export gap assessment
10:45–11:15      International trade of Spurious, substandard, falsified, falsely-label-
ed, and counterfeit (SSFFC) medicinal products
11:15–12:00      National Single Window
12:00–13:00      Break
13:00–14:00      Toolkit:
- Good Import/Export practice for industry
- Recommendations for health and customs agencies
14:00–15:00      Workshop
- The distribution map
- How did it enter the country?
























Track II: Good Manufacturing Practices, Track and Trace and Good Import and Export Practices
24-28 August 2015
SIDRA/RIGA Room
Waterfront Hotel
Cebu, the Philippines
Day 1 (Monday, August 24)
Training Program: Good Manufacturing Practices
09:00–09:30      Introduction
09:30–10:40      Supply Chain Qualification and Verification
10:40–11:00      Tea and Coffee Break
11:00–11:40      Checking of Incoming Goods
11:40–12:30      Yields and Reconciliations
12:30–14:30      Lunch
14:30–15:30      Batch Release Processes
15:30–16:00      Rejected and Returned Materials
16:00–16:30      Tea and Coffee Break
16:30–17:10      Repackaging and Relabeling
17:10–18:00      Panel Discussion 1

Day 2 (Tuesday, August 25)
Training Program: Good Manufacturing Practices – Continued
09:00–09:45      Outsourcing
09:45–10:30      Show and Shadow Factories
10:30–11:00      Tea and Coffee Break
11:00–12:30      Best practices for Regulators for the Supervision of Manufacturers
12:30–14:30      Lunch
14:30–15:20      Panel Discussion 2
15:20–15:30      Wrap up and Summary

Day 3 (Wednesday, August 26)
Training Program: Good Import and Export Practices
09:15–09:45      Good Import/Export Workgroup
09:45–10:15      Introduction to Import/Export
10:15–10:45      Summary of Import/Export gap assessment
10:45–11:15      International trade of Spurious, substandard, falsified, falsely-label-
ed, and counterfeit (SSFFC) medicinal products
11:15–12:00      National Single Window
12:00–13:00      Break
13:00–14:00      Toolkit:
- Good Import/Export practice for industry
- Recommendations for health and customs agencies
14:00–15:00      Workshop
- The distribution map
- How did it enter the country?

Day 4 (Thursday, August 27) 
Training Program: Track and Trace
08:00–08:10      Welcome Address
08:10–08:30      Opening Session
Presentation of the Track and Trace Working Group : Objective;
Methodology; Recommendation
08:30–10:30      Introductory Session – How to get started?
- 1st Recommendation: define clear objectives to be
achieved
. presentation of the Recommendation
. illustration by a regulatory authority
- 2nd Recommendation: collaborate with stakeholders
. presentation of the Recommendation
. illustration by a regulatory authority
10:30–11:00      Break
11:00–12:30      Intermediate Session - How to choose the right traceability model?
- What is traceability
- Traceability process approaches
- Traceability data repository choreography models
- How to choose the appropriate traceability system/Traceability matrix
12:30–14:00      Lunch
14:00–16:00      Continuation
- Small Breakout Groups: Presentation of the different
traceability models according to the objectives to be achieved including examples of some of the regulatory model adopted in APEC and around the world
16:00–16:30      Break
16:30–17:00      Closing Day 1: Wrap-up
Day 5 (Friday, August 28) 
Training Program: Track and Trace – Continued 
08:00–08:10      Opening Day 2
08:10–10:00      Advanced Session : How to drive implementation of the traceability requirements:
- 3rd Recommendation: recommend the use global data standards (GDS)
. presentation of the Recommendation
- IDENTIFY and CAPTURE
Small Breakout Groups: introduction to topic
10:00–10:30      Break
10:30–12:30      IDENTIFY and CAPTURE Continuation
12:30–13:30      Lunch
13:30–14:30      SHARE
. Industry to present the effort to develop different interface for each country (incl. leverage example of other sectors: phone/bank + leverage the example of data sharing of MD)
14:30–15:00      Break
15:00–15:45      Wrap-up Session
- Small Breakout Groups: lessons learned (incl, next steps) and recap. of the Recommendations
15:45–16:00      Closing for the Workshop



49

附件2、APEC RHSC Meeting Agenda
     APEC RHSC Meeting Agenda         REVISED DRAFT 8/19/15
       Waterfront Hotel - Cebu, Philippines

Day 1: Thursday, August 27, 2015

10:00 - 10:25		Welcome and Introductions
				Adoption of the Agenda 
				Expectations for the Meeting
				Review of Membership  

10:25 – 10:35		General APEC Update: Remarks by Advisor to LSIF

10:35 – 10:45		Review of 2015 APEC Funding Criteria and Cycles: APEC Secretariat 
				(Pruthipong Poonthrigobol)

10:45 – 11:00		RHSC Website Update and Discussion: RHSC Secretariat

11:00 – 11:20		AHC Report: AHC 

11:20 – 11:40		Coffee Break 

11:40 – 12:00		RHSC Representatives’ Reports:
· ICH
· IPRF
· IMDRF
· Confirm Future APEC RHSC Rotations

12:00 – 12:10		Roles and Procedures: Discuss Any Proposed New Changes  

12:10 – 12:30 		APEC LSIF Blood Supply Chain Project Update: Maureen Goodenow

12:30 – 14:00		Lunch Break

14:00 – 14:30		Update on WHO Activities

14:30 – 15:30		Multi-regional Clinical Trial and Good Clinical Practices Inspection Roadmaps
· Update on Merged Roadmap
· Update on the launch of CoRE Duke/NUS (Center of Regulatory Excellence)
· Update on MRCT/GCP Pilot Program II (Singapore Duke/NUS Dec 2015)
· Update on MRCT Pilot Program in China (CFDA and Peking University)

15:30 – 16:00 		Pharmacovigilance Roadmap Update

16:00 – 16:15		Coffee Break

16:15 – 17:00 		Biotechnological Products Roadmap
· July 2015 Biotherapeutics Workshop Outcomes and CoE Recommendations/Next Steps
· Presentation by Dr. Graham Jones/Northeastern University

17:00 – 17:30		Cellular Therapies Roadmap

17:30 – 18:00		Good Review Practices Roadmap and Good Submission Practices Concept 
				Note

Day 2: Friday, August 28, 2015

10:00 – 10:30		 Review 2015 Workshop Plans/AHC Requests 

10:30 – 1115		 Presentation of CoE Operating Model (Version April 23, 2015)

11:00 - 11:15		Coffee Break

11:15 – 12:45		Open Discussion on CoE – Comments on Operating Model 

12:45 – 14:15		Lunch Break

14:15 – 15:15		Review RHSC Strategic Framework: Regulatory Convergence for 
				Medical Products by 2020
- Need for Updating/Revisions?
- Relationship to CoE Operating Model
- Review Timeframes 

15:15 – 15:45		Review Current Priority Work Areas and Roadmaps
- Sunsetting of PWAs
- Merging of PWAs
- Possible New PWAs

15:45 - 16:00		Coffee Break

16:00 – 17:30		CoE and Strategic Framework
 
17:30 – 18:00		Wrap-up Day 2 Discussions

Day 3: Saturday, August 29, 2015

09:30 – 12:30		Global Supply Chain Integrity Roadmap 
· Roadmap Update
· Cebu 2015 Workshops Update
· ABAC Track & Trace Project Update: Dr. Geraldine Lisalda-Bonnet, GS1
· University of Tennessee Health Sciences Center Presentation
· Spectral Library Discussion: Dr. Cindy Buhse, US FDA

12:30 – 14:00		Lunch Break

14:00 – 15:30		Open Discussion – CoE and Strategic Framework  Continued (if needed)

15:30 – 15:45		Coffee Break

15:45 – 16:45		CoE – Path Forward

16:45 – 17:15		Any other Business 

17:15 – 17:30		Action Items

17:30			Adjourn


附件3、本署代表APEC參加IMDRF會議成果報告
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附件5、	Life Sciences Innovation Forum (LSIF) Special Session Agenda
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附件6、	5th APEC HIGH‐LEVEL MEETING ON HEALTH & THE ECONOMY Agenda
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