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Disclaimer

Please note that the views and opinions that will be expressed during this panel are solely 
those of the presenters and do not reflect the official policy, position or views of their 
employers. Information has been gleaned from experiences in various settings as well as 
from open source data; thus, examples that may be discussed during this session are only 
examples and should not be attributed to any of their employers.
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Introducing the panel

Keith Korenchuk, JD, MPH, is partner at Arnold & Porter, Washington DC, USA

Daniel Schafaghi is Global Compliance Operating Officer and Head of Compliance for 
Emerging Markets at Boehringer Ingelheim, Germany

Geert van Gansewinkel is managing partner EMEA and AsiaPac at Polaris, Amsterdam, 
The Netherlands (moderator)
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Agenda for today

Emerging Market Challenges (Keith) 1630 – 1700

ABAC, Third Party Due diligence (Daniel) 17:00 – 17:30

Fair market value (Geert) 17:00 – 17:45
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What is Fair Market Value and why is it relevant?

The concept of Fair Market Value is broad…
o “A price at which buyers and sellers with a reasonable knowledge of pertinent facts and not acting 

under any compulsion are willing to do business” (Merriam-Webster)
o “Payments for research services should be Fair Market Value for legitimate, reasonable, and 

necessary services.” (OIG’s Compliance Program Guidance for Pharmaceutical Manufacturers)
o ““The compensation for the services must be reasonable and reflect the Fair Market Value of the 

services   provided” (International Federation of Pharmaceutical Manufacturers & Associations 
(IFPMA))

o “Any remuneration must be reasonable and reflect the Fair Market Value of the work” (ABPI)

… And has different impact

FMV analysis & 
engagement

ensures

Commercially 
reasonable & viable 
business decisions

Compliance
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The development of systematic anti-corruption laws 
enhances the importance of FMV

North America
 USA Foreign Corrupt 

Practices Act (1977)

Europe
 UK Bribery Act (2010)
 German Act on Fighting 

Corruption in the 
Healthcare Sector (2016)

 France Sapin 2 (2016)

APAC
 Japanese Unfair 

Competition 
Prevention Act (1993)

 UAE Penal Code 
(1987)

South America
 Colombian Anti-

corruption Act (2011)

Africa
 South African 

Prevention and 
Combating of Corrupt 
Activities Act (2004)

NorthNorth
AmericaAmerica

SouthSouth
AmericaAmerica

AfricaAfrica

EuropeEurope

APACAPAC
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Transparency requirements lead to higher scrutiny of 
HCP engagements – information more easily accessible 

North America
 USA (Federal and 

State laws)
 Canada (upcoming 

code)
 Mexico (upcoming)

Europe
 EFPIA
 Local laws and regulations
 Medtech (upcoming)
 Generic (upcoming)

APAC
 Japan (code)
 Australia (code)
 Saudi Arabia 

(upcoming)

South America
 Colombia (upcoming)

Africa
 No report currently

NorthNorth
AmericaAmerica

SouthSouth
AmericaAmerica

AfricaAfrica

EuropeEurope

APACAPAC
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Setting fair market value for HCP engagements should 
address three broad categories of challenges

Methodology should be 
robust and consistent, yet 

flexible
Implementation should be 

practical

Methodology should be 
valid for cross border, i.e. 

globally

Implementing global FMV methodology is challenging
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Best practice Fair Market Value methodology is based on 
four key principles

1. Pay market rate for consultant’s time, not for the value of the service 
Since paying for time, rates should not vary based on type of service

2. Assure methodology supports higher fees for higher expertise
Required to pay “Thought Leader” higher fees

3. Create an effective process for evaluating physician expertise and determining 
“Thought Leader” status (i.e. Local, Regional, National, etc.) 

Required to avoid kickback allegations 

4. Ensure all elements of the fee determination are grounded on objective and 
transparent data analysis

FMV methodology designed to be: 
Flexible, Consistent, Objective and Auditable
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Similarly, a robust HCO engagement FMV methodology 
mitigates risk of disguised discounts or kickbacks

Understand the nature of the engagement.
• Assess business need and vendor selection
• Identify activities to be performed under the agreement

Identify cost components and resource needs.
• Deconstruct project costs or fees by service components or activity
• Perform in-depth research on select components of the engagement to determine 

resource needs (including qualifications)

Assess fees for FMV and reasonableness.
• Conduct a cost build-up analysis (materials, labor, FMV for HCPs, and etc.)
• Determine approximate gross profit margins for the engagement and evaluate 

estimated margin to appropriate benchmarks 

Provide objective program assessment and implementation consideration. 
• Provide feedback on reasonableness of fees and suggested fee revisions
• Provide compliance considerations and recommendations to minimize risk through 

implementation agreement
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Questions for discussion

How to ensure consistency across regions and within a region?

How to handle rate differences across regions?

How to handle pushback when implementing changes?

How to set rates where data is not readily available?

How to enforce usage? I.e. how to ensure methodology is used?

How to handle HCO FMV?

How to build buy-in with the business? 

How to structure KOL tiering, and how to avoid confusing selection and tiering criteria?

How to structure and implementation program?


