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Presentation Overview

• Addressing the Problem

• The Problem

• Collaboration

• APEC Roadmap Project

• Deliverables

• Supply Chain Security Toolkit

• Centers of Excellence

www.fda.gov
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Pharmaceutical Supply Chain

• Where are the 

vulnerabilities? 

• What are the 

threats?

Protect the product Protect the patient

Active  and 
inactive 
ingredients
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Building on GxPs & pharmacovigilance

“Filling in the supply chain holes”

Manufacturer

Pharmacy/Dispenser

Patient

Distributor

GMP GDP GPP PharmacovigilanceGIP

GMP=Good Manufacturing Practice, GIP=Good Importer Practices, GDP=Good Distribution Practice, GPP=Good Pharmacy Practice

www.fda.gov
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The FDA asked the IOM to 
assess the global public 
health implications of 
falsified, substandard, and 
counterfeit pharmaceuticals 
to help jumpstart 
international discourse 
about this problem.

Institute of Medicine 
(IOM) Report –
Published in February 
2013



Strategies and 
activities to combat 
substandard and 
falsified medicines
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We must collaborate!!

• Why?  

It’s a global problem, that needs global solutions

• How?

– Share information

– Work regionally, multilaterally

• APEC, WHO, PAHO, others….

www.fda.gov
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• APEC is an international organization with the 
primary goal of facilitating sustainable economic 
growth and prosperity in the Asia Pacific Region.

• APEC provides funding for about 100 projects a year, 
which are open to participation for all 21 APEC 
member economies.

• The Roadmap for Global Medical Product Quality and 
Supply Chain Security was endorsed by the Life 
Science and Innovation Forum’s Regulatory 
Harmonization Steering Committee (RHSC) in 2013. 

www.fda.gov
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Project Overview

• WHAT is the objective of the Roadmap?

– Our Roadmap for Global Medical Product Quality and 
Supply Chain Security covers the entire supply chain and 
life cycle of medical products, from beginning to end (raw 
materials to patients).

• WHO is involved?

– Regulators, industry members, academics, and other 
stakeholders from across the APEC economies, and EU, 
Africa, and other parts of South America. 

– US FDA is the Roadmap champion.

www.fda.gov
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Work Groups

• Track and Trace Systems

• Good Distribution 
Practices

• Good Manufacturing 
Practices

• Good Import/Export 
Practices

• Clinical and Retail 
Pharmacy Practices

• Product Security

• Detection Technologies

• Single Points of Contact

• Internet Sales

• Surveillance and 
Monitoring Systems

www.fda.gov
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Work Products

• “Final Report:  APEC Roadmap to Promote Global 
Medical Product Quality and Supply Chain Security”

• Supply Chain Security Toolkit

• Contains training materials intended to educate regulators, 
industry members, and others on a particular part of the 
supply chain, including items such as best practices, 
guidance documents, 

• Internet site:  
– Interactive PDF that pulls together the work from across the 

various work groups/toolkits into one place on the internet.

– instructional videos, etc

www.fda.gov
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INTERACTIVE SUPPLY CHAIN TOOLKIT

http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf

http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf
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WHO Guidance on Developing a National Plan for 
Substandard and Falsified Medical Products
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Centers of Excellence (CoE)

• The RHSC endorsed two programs for supply 
chain security:

– United States Pharmacopeial Convention (USP)

• Training--- March 2017

– University of Tennessee Health Science Center 
(UTHSC)

• Training---June 2017

• The RHSC endorsed an additional pilot 
program for supply chain security:

– Taylor’s University, Malaysia

• September 2019
www.fda.gov
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Thank You!!!!

Lane Christensen, Ph.D.

U.S. Food and Drug Administration

Lane.Christensen@fda.hhs.gov


