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Firm Overview

2



Collaborations
More than 65 dedicated attorneys with 
substantial experience developing, negotiating, 
and implementing commercial agreements

Comprehensive Life Sciences Representation
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Privacy and Cybersecurity
Highly skilled practitioners and former agency 
veterans provide comprehensive global advice

Business Advisory
Guidance navigating typical and complex 
challenges as entities grow, by applying proven 
business, transactional, and strategic expertise

Capital Markets
Broad commercial awareness, 
deep technical expertise, and 
seamless execution

Intellectual Property
More than 180 patent attorneys, agents, 
and advisors assist clients in leveraging 
their intellectual property, defend against 
claims of others, and establish a 
competitive position for the future

Employment Law/ Employee Benefits
Thoughtful and practical advice on 
compensation, incentivization, retention of 
executives and employees, and employment 
litigation matters

Corporate Finance
Broad commercial awareness, deep technical expertise, 
and seamless execution

Mergers & Acquisitions
Strategic and tactical advice, project 
management, and team coordination

FDA Regulatory
Advise clients of all sizes, and at all stages of 
development, on critical aspects of FDA regulation 
and healthcare matters



FDA & Regulatory Approaches



Drug Supply Chain and Potential Threats
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Drug Components Finished Dosage Forms Finished Drug Products

Suppliers
Manufacturer, 

Importer, 
Wholesalers

Manufacturer, 
Wholesaler, 
Pharmacies, 

Providers

Patients

• Stolen products re-introduced into the supply chain

• Counterfeit/falsified drugs sold to suppliers 

• Diverted drugs resold 

• Adulterated/misbranded drugs 

• Internet – illegitimate drug sellers

• Fraudulent online pharmacies

• Drugs of unknown origin



What is an illegitimate product?
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An illegitimate product is a product for which credible evidence shows 
that the product:

• is counterfeit, diverted or stolen;

• is intentionally adulterated such that the product would result in 
serious adverse health consequences or death to humans;

• is the subject of a fraudulent transaction; or

• appears otherwise unfit for distribution such that the product 
would be reasonably likely to result in serious adverse health 
consequences or death to humans.



Drug Supply Chain Security Act (DSCSA)
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• Enacted by Congress in November 2013

• Outlines steps to achieve interoperative, electronic tracing of products at the 
package level to identify and trace certain prescription drugs as they are 
distributed in the U.S.

• Enhances ability to help protect consumers from exposure to drugs that may 
be counterfeit, stolen, contaminated, or otherwise harmful

• Improves detection and removal of potentially dangerous drugs from the 
drug supply chain

• Establishes national licensure standards for wholesale drug distributors and 
third-party logistics providers (3PLs)



Key Supply Chain Security Requirements
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• Authorized Trading Partner

• Licensure and Registration

• Annual Reporting

• Product Tracing

• Product Identifiers

• Verification

• Respond to requests for verification of the product identifier

• Verify product identifier of saleable return product

• Determine that product is suspect product

• Investigate and quarantine suspect product

• Submit cleared product notifications

• Quarantine and disposition illegitimate product

• Submit notifications of illegitimate product and product with a high risk of illegitimacy



Counterfeit Drug Cases Opened by FDA’s Office of Criminal 
Investigations
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Impacts on Patient Safety

• Counterfeits

• No/wrong active ingredients 

• Stolen or diverted products

• Improper/unknown storage and handling

• Expired products

• Lost efficacy

• Adulterated products

• Contamination, diluted

• Importation of unapproved or sub-standard products

• Safety and efficacy have not been reviewed by FDA
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Enforcement by Multiple Agencies

• FDA’s Office of Drug Security, Integrity, and Recalls (ODSIR)

• Enhanced and targeted resources to address supply chain threats 

• New and coordinated approaches, policies and enforcement strategies

• FDA’s Office of Criminal Investigations

• Report suspected criminal activity

• FDA’s MedWatch Program

• Report suspect counterfeit medical products or quality issues 

• Department of Justice, Drug Enforcement Administration 

• Federal Trade Commission 

• Guideline on buying health products and services online 

• Operation Pangea – global collaborations

• INTERPOL led global operation targeting internet websites supplying illegal and dangerous 
drugs

11



12



13



14



15


	Slide 1: BCLT Advanced Life Sciences Institute: Anti-Counterfeiting and Patient Safety
	Slide 2: Firm Overview
	Slide 3: Comprehensive Life Sciences Representation
	Slide 4: FDA & Regulatory Approaches
	Slide 5: Drug Supply Chain and Potential Threats
	Slide 6: What is an illegitimate product?
	Slide 7: Drug Supply Chain Security Act (DSCSA)
	Slide 8: Key Supply Chain Security Requirements
	Slide 9: Counterfeit Drug Cases Opened by FDA’s Office of Criminal Investigations
	Slide 10: Impacts on Patient Safety
	Slide 11: Enforcement by Multiple Agencies
	Slide 12
	Slide 13
	Slide 14
	Slide 15



