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Overcoming Regulatory Challenges in
Physician Services Agreements
Danielle M. Drissel
202.637.8891
danielle.drissel@hoganlovells.com
July 24, 2013

Key Laws Governing Physician Service
Relationships
• Anti-kickback laws prohibit “remuneration” in return
for referrals, purchases, orders, or
recommendations
• Physician self-referral laws (e.g., Stark Law) prohibit
physicians from referring patients for certain
services to entities with which they have financial
relationships
• False claims laws prohibit submission (or causing
the submission) of false or fraudulent claims to
governmental payors
www.hoganlovells.com
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Other Laws Implicated by Physician Service
Arrangements
• Federal Physician Payment Sunshine Act requires
the disclosure of payments and transfers of value
from certain manufacturers to physicians and
teaching hospitals
• State Restrictions and Disclosure Laws limit and/or
require the disclosure of economic benefits that
manufacturers may give to physicians and certain
health care providers

www.hoganlovells.com
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Anti-kickback Statute vs. Stark
AKS

Stark

Anyone

Only physicians

Any covered item or service

Only designated health services

Any federal health care program

Only referral of Medicare
beneficiaries

Knowing and willful violations

Strict liability

Criminal and civil liability

Only civil liability

Even if no exception applies, not
a violation without improper
intent

Violation unless conduct falls within
an exception
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Federal Anti-Kickback Statute (AKS)
• Prohibits any person (individuals and corporations)
from:
–
–
–
–

Knowing and willful
Payment or receipt (also offer or solicitation)
Of any “remuneration” (meaning anything of value)
To induce someone to refer a patient or to purchase,
order, or recommend
– Any item or service paid for by a federal health care
program (e.g., Medicare or Medicaid)

• Simply stated, you can’t give or receive something
of value in return for the purchase, order or
recommendation of reimbursable item or service
www.hoganlovells.com
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AKS Legal Principles
• The statute may be violated if one purpose of the
remuneration is to induce prescriptions or purchases of
items or services, even if there are legitimate purposes
as well.
• To be considered an inducement, the remuneration
need only be intended to influence the judgment of the
recipient; no direct quid pro quo is required.
• The fact that a type of arrangement is common in the
industry does not constitute a defense
• Conduct does not violate AKS if it conforms to a
statutory exception or safe harbor.
www.hoganlovells.com
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AKS Exceptions and Safe Harbors
• By statute and regulation certain payments and
business practices do not violate the AKS even
though they may otherwise implicate the prohibition.
• Must have strict adherence to all elements for
protection, but failure to conform does not make
conduct illegal.
• Safe harbors include:
– Discounts
– Rental of equipment
– Personal Services
www.hoganlovells.com

- Rental of space
- Practitioner recruitment
- Remuneration to employees
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AKS Personal Services Safe Harbor
• Written, signed agreement with term of a year or more
• Agreement must specify all the services covered
– If any services to be provided on a sporadic or part-time basis, the
agreement must specify exactly the schedule, precise length, and the
exact charge for the intervals

• Aggregate compensation must:
– be set in advance
– be consistent with fair market value
– not take into account volume/value of referrals or other business
generated

• Services must be:
– be reasonably necessary to accomplish a commercially reasonable
business purpose
– inconsistent with federal or state law
www.hoganlovells.com
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AKS Employee Safe Harbor
• Remuneration by an employer
• To an employee, as defined in IRS Code, in a bona
fide employment relationship
• Employment must be for furnishing of any item or
service for which payment may be made under a
federal health care program

www.hoganlovells.com
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AKS Penalties
• Criminal Enforcement
– Up to 5 years in prison and $500,000 in fines
– Exclusion from federal health care programs
• Civil/Administrative Enforcement
– Exclusion from federal health care programs
– Civil monetary penalties
•

$10,000 per item/service plus 3x amount of kickback

– False Claims Act liability
•
•

www.hoganlovells.com

Affordable Care Act eliminates need to prove connection between a
kickback and submission of a false claim
Claims “resulting from” a kickback violation are “false or fraudulent”
acts under the FCA
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Stark Law
• Prohibits a physician from:
–
–
–
–

Making a Referral
Of a Medicare Patient
To an Entity that Furnishes “Designated Health Services”
If the Physician has a Financial Relationship with the
Entity
– Unless an Exception Applies

• There is an obligation to pay back any Medicare
reimbursement for a prohibited service

www.hoganlovells.com
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Stark Designated Health Services
•
•
•
•
•
•
•
•
•
•
•

Clinical laboratory services
Physical therapy services
Occupational therapy services
Radiology services
Radiation therapy services and supplies
Durable medical equipment and supplies
Parenteral and enteral nutrients, equip., supplies
Prosthetics, orthotics and supplies
Home health services
Outpatient prescription drugs
Inpatient and outpatient hospital services

www.hoganlovells.com
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Stark Law Principles: First Question
• Are you dealing with Medicare covered services?
– If no, then Stark does not apply (but be sure to check state
self-referral laws)
– If yes, proceed to next question

www.hoganlovells.com
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Stark Law Principles: Second Question
• Are you dealing with an entity that furnished a Stark
“designated health service”?
– If no, Stark does not apply
– If yes, proceed to next question
– Note: pharmaceutical and medical device manufacturers
generally are not covered by Stark, except those that are
DHS providers (e.g., clinical laboratories or DMEPOS
suppliers)

www.hoganlovells.com
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Stark Law Principles: Third Question
• Will the arrangement create a financial relationship
with a physician or a physician’s immediate family,
meaning an ownership interest or direct or indirect
compensation?
– If no, Stark does not apply
– If yes, proceed to next (final) question

www.hoganlovells.com
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Stark Law Principles: Fourth Question
• Does an exception apply?
– If no, Stark law prohibits referrals
– If yes, referrals are permitted
Note: Exceptions exist for many different categories and exceptions for
ownership interests are much more limited. Requirements for
compliance are specific and must be followed for the exception to apply.
A few examples follow.

www.hoganlovells.com
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Stark Personal Services Exception
• Written, signed agreement with a term of a year or more
• Agreement must specify all the services to be furnished by
the physician (or immediate family member)
• Compensation must:
– be set in advance
– not exceed fair market value
– not take into account volume/value of referrals or other business
generated between the parties

• Services must be:
– reasonable and necessary to accomplish a legitimate business
purpose
– not inconsistent with federal or state law

www.hoganlovells.com
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Fair Market Value Exception
• Written, signed agreement with compensation that
does not change for a year or more
• Agreement must specify items and services to be
provided and compensation to be paid
• Compensation must:
– be set in advance
– be consistent with fair market value
– not take into account volume/value of referrals or other
business generated by the referring physician

• Arrangement must be:
– commercially reasonable and further a legitimate business
purpose
– not inconsistent with federal or state law (including AKS)
www.hoganlovells.com
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Indirect Compensation Exception
• Written, signed agreement
• Agreement must specify the services to be
provided (unless it is a bona fide employment
relationship)
• Compensation must:
– be fair market value
– not take into account volume/value of referrals or
other business generated by the referring physician
for the entity furnishing DHS

• Arrangement must not violate AKS or any
federal or state law governing billing or claim
submission
www.hoganlovells.com
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Stark Bona Fide Employment Exception
• Payments by an employer
• To a physician (or immediate family member) who is a bona
fide employee or leased employee of employer
• Employment must be for identifiable services
• Compensation must:
– be consistent with fair market value
– not take into account volume/value of referrals or other
business generated by the referring physician
– be commercially reasonable even if no referrals were
made to the employer

www.hoganlovells.com
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Stark Nonmonetary Compensation Exception
• Applies to items or services (not including
cash/cash equivalents) with an aggregate value of
no more than $300 per year (adjusted annually for
inflation-$380 for 2013)
• Compensation must
– Not take into account to volume/value of referrals or other
business generated by the referring physician
– Not solicited by the physician or his/her practice

• Arrangement must not violate the AKS or any
federal or state law governing billing or claim
submission
www.hoganlovells.com
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Stark Penalties
• Strict liability statute
• Civil/Administrative Enforcement
– Exclusion from federal health care programs
– Repayment of any prohibited claims paid
– Civil monetary penalty ($15,000 per item/service plus
$100,000 for each arrangement considered to be a
circumvention scheme)

• No criminal penalties (but the criminal prohibitions in
AKS may also be implicated)

www.hoganlovells.com
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Federal False Claims Act (FCA)
• Prohibits any person (individuals and corporations) from:
– Knowingly
– Presenting or causing to be presented
– a false or fraudulent claim
– to the federal for payment or approval
• Also prohibits any person from:
– Knowingly
– Making using or causing to be made or used
– a false record or statement
– material to a false or fraudulent claim
– to the federal government
www.hoganlovells.com
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FCA Legal Principles
• “Knowingly” means
– actual knowledge
– deliberate ignorance of the truth or falsity of information
– reckless disregard of the truth or falsity of information

• Government does not need to show a specific intent
to defraud.

www.hoganlovells.com
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FCA Claims based on Stark and AKS Violations
• There is liability under FCA for failing to repay
claims made in violation of Stark
• In recent development, the Affordable Care Act
establishes that a claim is false for FCA purposes if
the context that involves an AKS violation
• Because most FCA suits settle, there is limited case
law on this issue
– Manufacturers have settled FCA claims stemming from
alleged kickbacks in the form of non bona fide service
arrangements

www.hoganlovells.com
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FCA Penalties
• Civil Penalties
– $5,500 to $11,000 for each false claim filed
– 3x the amount of damages the Government
sustains
• Enforcement Authorities
– U.S. Department of Justice
– HHS Office of Inspector General
– Private qui tam plaintiffs
www.hoganlovells.com
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Federal Physician Payments (“Sunshine”) Act
Applicable manufacturers must report payments and
other transfers of value to covered recipients made
after August 1, 2013, unless an exception applies.
• Sunshine does not determine the legality of conduct
but does permits scrutiny of whether disclosed
payments are permissible under AKS, Stark and
other restrictions

www.hoganlovells.com
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Sunshine Act Applicable Manufacturers
• Companies operating in the US that make a covered
product. Also other companies under common ownership
with the manufacturer that support the manufacture,
marketing, promotion, sales or distribution of a covered
product.
• Covered product: any drug, device, biological or supply paid
for by Medicare, Medicaid or S-CHIP
– Includes IDEs and monograph drugs
– limited exceptions for OTC drugs, Class I devices, raw
materials and food

www.hoganlovells.com
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Sunshine Act Covered Recipients
• Teaching Hospitals identified on CMS provided list
• Physicians licensed in the US
– Includes MDs, Dos, dentists, podiatrists, optometrists and
chiropractors
– Excludes medical residents but includes fellows
– Reporting exception for compensation in a bona fide
employment relationship as defined by IRS Code
• No blanket exception for board members, medical
directors, recruits or retirees
• Payments involving third parties may also be reportable.
www.hoganlovells.com
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Sunshine Act Indirect Payments
• Payment/transfer of value to a covered recipient
through a third party are still reportable if
Manufacturer requires, instructs, directs or
otherwise causes the third party to pay the covered
recipient
– Applies to payments to any entity if the manufacturer has
specified a physician to perform the work
– Applies to grants to professional societies designated to
compensate or benefit physicians
– Applies so long as manufacturer learns the identify of the
covered recipient within two quarters after the reporting
period ends.
www.hoganlovells.com
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Sunshine Act Third Party “Special Rule”
• Payment/transfer of value from an applicable manufacturer
to a third party is reportable as if it was a payment/transfer of
value to the covered recipient if the payment is
– “At the request of”: Covered recipient directs the
applicable manufacturer to provide the payment/transfer
of value to a specific 3d party rather than receiving it
personally
• e.g., consultant asks that payment be donated to a
particular charity
– “Designated on behalf of”: Covered recipient does not
receive payment/transfer of value but applicable
manufacturer provides payment/transfer of value to a 3d
party in the name of the covered recipient
• e.g., payment to a charity in the name of a covered
recipient who waived payment
www.hoganlovells.com
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Sunshine Act Reporting Requirements
• Manufacturers report direct and indirect payments
and transfers of value, including under Special Rule
• Limited exceptions, including for certain de minimus
items and payments, certain meals at large scale
events, patient education items, and compensation
to bona fide employees.
• No general exception for service arrangements.
• Special rules apply to certain payments related to
speaking at CME and research

www.hoganlovells.com
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Sunshine Act Research
• If a transfer of value relates to research and is
subject to a written agreement or protocol, then
report separately from other payments
– Aggregate all payments/transfers of value for the research
as one reported transaction
•
•

Must include value of patient care services and investigational
product provided
Can include payments for research writing, if described in same
agreement/protocol as clinical study activities

– Required data for research are: payment recipient,
Principal Investigator(s) & total payment as well as study
name & associated products, if applicable
– Research on new product is eligible for publication delay
of up to 4 years
www.hoganlovells.com
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Sunshine Act Continuing Education
• Payments and transfers of value to a physician for
speaking at continuing education programs
accredited/certified by listed entities are not reportable
as to the physician if the manufacturer:
– Does not pay the speaker directly AND
– Does not select the speaker or provide a distinct and
identifiable list of individuals as potential speakers

www.hoganlovells.com
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Sunshine Act Data Reported
With the exception of research, the data reported for all
payments and transfers of value must include:
• Name and address of covered recipient
• Physician identifiers (i.e., NPI, license, specialty)
• Amount of payment/transfer of value
• Date, form and nature of payment/transfer of value
– Manufacturers have flexibility to select nature of payment and
aggregate small payments

• Related product(s) information, up to five products
Manufacturers’ reported data will be posted on a public
website after a covered recipient review period
www.hoganlovells.com
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Sunshine Act Review Period
• Covered recipients are notified by CMS if the
agency receives data about them
• Covered recipients have a 45-day window to review
and dispute data about them
• Any disputes are referred to the manufacturer for
resolution (not CMS)
• Manufacturers can submit confirmed/corrected data
– If the dispute is resolved within 15 days of review period
ending, then the confirmed/corrected data is published
– Otherwise, the manufacturer’s data is published but
marked as disputed
www.hoganlovells.com
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Sunshine Act Penalties
• HHS, CMS, and OIG may audit records that pertain
to compliance with requirement for timely, accurate
and complete submissions
• Manufacturers face civil monetary penalties for each
failure to report timely, accurate, complete
information
• Physicians and other covered recipients do not face
liability under Sunshine Act; however, reported data
could disclose potential violations of other laws

www.hoganlovells.com
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State Restrictions on Service Arrangements
• Six states require pharmaceutical and/or device
manufacturers to conform service arrangements with
physicians to the PhRMA and/or AdvaMed Code or similar
standards.
– CA, CT, MA, NV, VT, MN (pharma only)
• Vermont prohibits payments to physicians for participation in
research unless it is a clinical trial or other research project
of significant interest/value to scientists or HCPs (i.e., no
market research)
• In each state, the restriction applies to the manufacturer and
does not impose any obligation on physicians

www.hoganlovells.com
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State Disclosure Law Applicable to Physicians
• Colorado requires physicians and certain other health care
professionals to disclose certain service arrangements
where the compensation exceeds an annual aggregate
threshold of $5,000
– Contracts requiring disclosure include independent
contractor and consulting relationships between
healthcare professionals and pharmaceutical and medical
device manufacturers
– Required disclosures are due when renewing or applying
for certification, registration, or a new active license to
practice
– Reports are disclosed on a public website
www.hoganlovells.com
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State Disclosure Laws Applicable to
Manufacturers
• Four states require pharmaceutical and/or device
manufacturers to disclose economic benefits provided to
physicians and other healthcare providers
– MA, VT, DC (pharma only), WV (pharma only)
– Generally, reports must includes compensation and
reimbursement under service arrangements
•
•

Most states have a research exception
Only Vermont requires reporting of all research payments

– Reports in MA and VT made available to the public
• In each of these states, the law applies to the manufacturer
and does not impose any obligation on the physician

www.hoganlovells.com
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Summary of US Regulatory Framework
• AKS and Stark impose restrictions on many
physician service arrangements, including that
compensation not exceed fair market value
• Enforcement of AKS and Stark may include FCA
suits, which can be brought by the government OR
private plaintiffs
• Some state laws impose AKS- or Stark-like
restrictions; a few states impose additional
restrictions on manufacturers’ arrangements with
physicians
www.hoganlovells.com
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Summary of US Regulatory Framework
• Some states required reporting of compensation
from manufacturers under physician service
arrangements; generally these reports were not
made public
• Under federal Sunshine Act, now payments from
manufacturers under physician service
arrangements will be public
• All parties should be ready for scrutiny and ready to
defend the reasonableness of their compensation
arrangements
www.hoganlovells.com
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Fair Market Value:
Ensuring Compliance in the
Medical Device Industry
Ann S. Brandt, Ph.D.
HealthCare Appraisers, Inc.
(561) 330-3488
ABrandt@hcfmv.com

Healthcare Professional Compensation:
A Global Issue
• New regulations, focusing on requirements for transparent interactions
between life sciences companies, physicians and other types of healthcare
providers are being implemented by governments and industry
associations throughout the world.
• Country specific transparency laws (e.g., U.S., France, Slovakia)
• Organizational codes of ethics (Eucomed, AdvaMed, PhRMA, IFPMA, EFPIA,
etc.)

• Implementation of anti-corruption laws that include significant penalties
for non-compliance, even when the violations occur outside of the
country’s geographic boundaries (e.g., the U.K. Bribery Act, the U.S
Foreign Corrupt Practices Act (“FCPA”).
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The Healthcare Valuation
Risk Continuum
More Risk
• No formal valuation
process
• Payment rates are
based upon:

• Market surveys
• Physician “demands”

Less Risk
• Use of independent
•
•
•
•
•

credentialed appraiser
Strict compliance with
FMV definition
Formal documentation
process
Use of accepted
valuation approaches
Application market data
is free from bias
Logical, defensible,
reproducible conclusions
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Definition of FMV
• International Glossary of Business Valuation Terms
The term “fair market value” is generally defined as the price, expressed
in terms of cash equivalents, at which property would change hands
between a hypothetical willing and able buyer and a hypothetical willing
and able seller, acting at arm’s length in an open and unrestricted
market, when neither is under compulsion to buy or sell and when both
have reasonable knowledge of the relevant facts.
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Definition of FMV
• Healthcare Definition (Generally consistent between CMS
and Anti-Kick Back Statute)
The term “fair market value” is defined as the value in arm’s-length
transactions, consistent with the general market value. In the context of
the Agreement, “general market value” means the compensation that
would be included in a service agreement as the result of bona fide
bargaining between well informed parties to the agreement who are not
otherwise in a position to generate business for the other party.
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Commercial Reasonableness
• The term “commercially reasonable” is defined as an arrangement that
would make commercial sense if entered into by a reasonable entity of
similar type and size and a reasonable physician of similar scope and
specialty, even if there were no potential business referrals between
the parties.

• This definition is based on guidance provided by CMS in the preamble
to the Stark II Phase II regulations at 69 Fed. Reg. 16093 (March 26,
2004).
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Valuing Service Arrangements
• Valuation Fundamentals:
• Define the services provided under the arrangement;
• Identify the market factors affecting the economics of the services and
the arrangements; and
• Identify data sources:
• Surveys
• Other available data sources

• Valuation Approaches:
• Cost Approach
• Market Approach
• Income Approach
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HCPs Versus KOLs
• HCPs = Healthcare Provider/
Professional

• Can include physicians, nurses,
technicians, pharmacists, academic
researchers, administrators, etc.)

• Range in expertise and experience
from local-level provider to
international-level expert

• Valuation is based on specialty / job
class and determined level (i.e., tier).

• Valuation can be applied to all HCPs
within the specialty / job class (e.g.,
all nephrologists)

• KOLs = Key Opinion Leaders
• Generally does not include nurses,
technicians, most types of administrators

• Requires a level of experience and/or
expertise that is (i) greater than an
international level HCP or is (ii)
extremely rare or unique

• Valuation is based on specialty, the
unique expertise/experience of the
individual KOL, and the responsibilities of
the position they will be engaged to
perform

• Valuation is specific to the individual
55

Assessing the FMV of Compensation
within the Life Sciences Industry
• Compensation earned by a physician in his or her specialty practice may
not be directly comparable to the compensation associated with providing
services to medical device, biotechnology, or pharmaceutical companies.

• The determination of FMV compensation should be based on an objective
and consistent methodology based on:

• The individual HCP’s/KOL’s experience and expertise;
• The specific requirements of the company, product group or
department engaging the HCP/KOL;

• The HCP’s/KOL’s clinical specialty;
• The specific services contemplated under the arrangement; and
• The time requirements of the position.
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General Types of Arrangements with
HCPs/KOLs
•

Speaking engagements (e.g., training, promotional presentations,
etc.)

•

Educational programs

•

Surgical demonstrations

•

Participation on advisory boards

•

Consulting (e.g., product direction, design, regulatory approval
process, guideline development, etc.)

•

Clinical trials (e.g., principal investigator, etc.)

•

Licensure / royalty arrangements
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Determining the FMV of HCP Compensation:
Stratification Models
• Stratification models are used to classify HCPs into homogeneous groups (i.e.,
tiers) based on level of expertise and experience.

• The HCP’s CV is the typical source for information.
• U. S.- based HCPs are classified using a four (4) tier stratification model:
•
•
•
•

International level (Tier I)

National level (Tier II)
Regional level (Tier III)
Local level (Tier IV)

• Non- U.S. HCP stratification models generally include fewer than 4 tiers
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Determining the FMV of HCP Compensation:
Stratification Model – Classification Criteria
• Stratification model classification criteria (the “Attributes”) are dependent
on the specific expertise/experience requirements of the company,
product group, department engaging the HCP.

• Samples of generally included Attributes include:
•
•
•
•
•

Academic degrees and/or specialized training;
Number of clinical fellowships and/or other types of certifications;
Years post residency or fellowship;
Number of Board certification(s);
Number of professional leadership positions held in professional societies,
associations or organizations;

• Participation on editorial boards;
• Number of invited presentations at medical associations and/or major

industry conferences at local, regional, national and international levels;
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Determining the FMV of HCP Compensation:
Stratification Model – Classification Criteria
• Number of peer reviewed publications;
• Highest academic positions held (e.g., full professor, associate professor,
etc.);

• Number of clinical trial research projects involved in as a principal or coprincipal investigator

• Samples of Attributes specific to the requirements of the HCP role
include:
• Years of experience in writing guidelines;
• Experience in working with the FDA;
• Experience in research design for clinical outcomes analyses.
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Determining the FMV of HCP Compensation:
Stratification Model

• Sources of HCP information
• Each Attribute should be structured so that it can be answered on the basis of
information provided in the HCP’s curriculum vitae (“CV”).

• Not all CVs are created equally

• Other sources of HCP information
• Web-based sources, e.g., LinkedIn, licensing boards, etc.
• Structured data sheet

• Determining the value/weight of each Attribute
• Pressure testing the Model
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Determining the FMV of HCP Compensation:
Requirements and Responsibilities of the Position
•

The specific requirements of the position (promotional presentations,
educational presentations, research, consultations, advisory services, etc.).

•

Level of leadership associated with duties (e.g., provide surgical training to
other surgeons, lead an advisory board, etc.).

•

The complexity of duties and responsibilities (e.g., guide a product through
the regulatory approval process, etc.).

•

Required deliverables (e.g., white papers, training guides, etc.).

•

Number of hours per month/year the HCP is to be engaged.

62

Determining the FMV of HCP Compensation:
Benchmarking Compensation: The Surveys
•
•
•
•
•
•
•
•
•
•
•
•

Medical Group Management Association (“MGMA”), Physician Compensation and Production
Survey;
Sullivan, Cotter and Associates, Inc., Physician Compensation and Productivity Survey Report;
Hospital & Healthcare Compensation Service, Physician Salary Survey Report;
Hospital & Healthcare Compensation Service, Hospital Salary & Benefits Report;
American Medical Group Association (“AMGA”), Medical Group Compensation and Financial Survey;
Towers Watson Data Services (formerly Watson Wyatt), Survey Report on Health Care Clinical &
Professional Personnel Compensation;
MGMA Academic Practice Compensation and Production Survey for Faculty and Management;
Report on Medical School Faculty Salaries; Association of American Medical Colleges;
The Medical Director Survey: Integrated Healthcare Strategies (formerly Clark Consulting –
Healthcare Group);
Cejka Search and The American College of Physician Executives, Physician Executive Compensation
Survey;
MGMA Medical Directorship and On-Call Compensation Survey; and
Economic Research Institute, All Health Care Salary Survey.
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Determining the FMV of HCP Compensation
U.S. – Based HCPs: General Guidelines
• Develop stratification model including Attributes and weighting structure.
• Using data from multiple surveys, identify compensation for each identified HCP
clinical specialty.

• Consider each survey in terms of survey-specific characteristics (e.g., hospital-based
providers only versus private-practice providers) and sample size.

• Consider survey compensation across multiple years to normalize anomalies.
• Adjust for benefits (i.e., with recognition that the identified HCPs will be
independent contractors), and determine the upper end of the compensation
range.

• Determine hourly compensation range for professional services within each
stratification tier.

• Determine hourly compensation for travel and other similar non-professional
activities.
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Determining the FMV of HCP Compensation
Non-U.S. Based HCPs: Issues to Consider
• HCP CVs tend to be less detailed/complete than U.S. counterparts;
• Educational and training differences in each country;
• Number of required stratification tiers may vary in different countries (e.g.,
in less developed countries there may not be a need for more than 2 tiers, while in
more developed countries, 4 tiers may be more appropriate);

• HCP compensation systems vary widely … employed, private practice,
hybrid;

• Wide differences in compensation between rural HCPs and those providing
services within large cities … especially true in less developed countries;

• Available compensation data may be biased and outdated;
• Available data may only be reported for one statistical interval, e.g., the
median;

• Lack of compensation data (surveys) by clinical specialty.
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Potential Valuation Pitfalls
•

Use of “opportunity cost”

•

Reliance upon “good faith negotiations” or meeting the
compensation demands of the physicians

•

Reliance upon “tainted” market values
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“Tainted” Market Data
•

Generally, any market data used to establish FMV must be
“arm’s-length.”

•

Federal regulations dictate that “tainted” data must not be
used to establish FMV.

•

Therefore, surveying other pharmaceutical companies to
find out what they are paying HCPs, may not be a sound
basis for establishing FMV.
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In Summary
• Increased government scrutiny in the U.S. and throughout
the world provides many reasons to ensure that
compensation arrangements with HCP’s are FMV compliant.

• Governments have not provided guidance as to how to
compute FMV; however, the methodology used should be
reliable, comprehensive and reproducible.
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