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Executive Summary
Fair Market Value (FMV) compensation for clinical trial investigators is a critical compliance and ethical issue in

biomedical research. FMV generally means “the price at which services would be paid by a willing buyer to a

willing seller” under arm’s-length conditions ([1] acrpnet.org). In practice, paying investigators (principle/sub-

investigators, coordinators, etc.) at FMV helps avoid illegal or unethical inducements (e.g. bribes, referral fees)

and meets multiple U.S. regulatory requirements, including the Anti-Kickback Statute (AKS), Stark Law, FDA

financial disclosure rules, and the ACA Sunshine Act. For example, U.S. regulations explicitly require that

compensation under personal-service arrangements be set in advance and “consistent with fair market value”

and not tied to referral volume ([2] morganverkamp.com). Professional guidelines reinforce this: the AMA’s ethics

code urges physicians to decline pay for research beyond FMV and forbids payment solely for referring patients

to trials ([3] code-medical-ethics.ama-assn.org).

Negotiating investigator payments also has significant operational impact. Trial sites must build detailed

budgets (listing investigator effort, staff support, tests, overhead, etc.) that fully capture legitimate costs.

Sponsors use FMV benchmarks (e.g. Medicare fee schedules, historical pay rates, third-party surveys) to

control costs and ensure regulatory safe harbors apply. Misalignment can delay study start-up or risk non-

compliance. Notably, a Bureau of Labor Statistics study found that nominal per-patient clinical trial costs grew

4.5× from 1989 to 2011 ([4] www.bls.gov), reflecting more complex protocols – but after adjusting for trial

changes, the true inflation tracked broader biomedical R&D indices ([5] www.bls.gov). Amid rising costs and

scrutiny, transparency and documentation are paramount: every investigator payment should be justified by

actual tasks and market data, with written contracts and audit trails ([6] www.centerwatch.com) ([2]

morganverkamp.com).

The following report presents a comprehensive analysis of investigator FMV compensation in clinical trials. We

review the historical context of research payment rules (e.g. FDA’s 1998 financial disclosure rule ([7]

www.govinfo.gov)), define FMV in legal and practical terms ([1] acrpnet.org) ([2] morganverkamp.com), and survey

U.S. laws (AKS, Stark, Sunshine) and ethical standards that govern payments. We examine budgeting practices

and compensation models (per-patient fees, hourly rates, flat stipends, etc.), including how sites determine

FMV (using CPT codes, salary surveys, third-party appraisals) and how sponsors negotiate to fit compliance

frameworks ([8] acrpnet.org) ([6] www.centerwatch.com). The report also explores case studies – from academic

surveys to enforcement actions – highlighting the consequences of both compliant and problematic payments

([9] pmc.ncbi.nlm.nih.gov) ([10] www.wkw.com). Finally, we discuss the implications for stakeholders and future

trends (e.g. international anti-corruption laws, improved auditing tools), stressing that judicious FMV policies

promote ethical, efficient, and legally sound clinical research.

Background and Context
Clinical trials are essential for developing new therapies, involving complex collaborations between sponsors,

investigators (typically physicians at hospitals or research centers), IRBs, and regulators. Investigators perform

medical assessments, administer investigational products, and collect endpoints; their efforts and associated

overhead must be compensated. Because many trials are industry-funded (pharmaceutical or device sponsors),

payment arrangements are scrutinized under healthcare compliance laws to prevent undue influence or

kickbacks. For example, the U.S. Anti-Kickback Statute (AKS) bars offering anything of value to induce referrals

of items paid by federal programs ([11] www.reuters.com). Since investigators recruit patients and generate

revenue for sponsors, paying them above FMV or tying payments to enrollment raises red flags. Similarly, the

Stark law prohibits physician self-referrals to entities (e.g. hospitals) unless compensation meets safe-harbor

criteria ([2] morganverkamp.com) ([12] www.law.cornell.edu).
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Additionally, research ethics require transparency. In 1998, FDA finalized 21 C.F.R. Part 54, mandating that trial

sponsors certify or disclose any investigator financial interests that “could affect reliability of data” ([7]

www.govinfo.gov). Investigators must also seem free of commercial bias. Beyond U.S. law, institutional Review

Boards (IRBs) and ethical codes (e.g. Helsinki Declaration) emphasize that neither study subjects nor

investigators should be unduly influenced by payments. For instance, the AMA’s Code of Medical Ethics

explicitly requires physician-investigators to accept compensation only to the extent of their work value, and

not for mere referrals ([3] code-medical-ethics.ama-assn.org).

Historical context: For decades, regulators and ethicists have grappled with how to reimburse research

services fairly. Initially, there were few explicit rules on investigator pay. Health Canada noted in 2004 that its

regulations (adopting ICH GCP guidelines) require a trial budget but no guidance on what services are

reimbursable or reasonable ([13] pmc.ncbi.nlm.nih.gov). This regulatory gap led commentators to urge

standardized budgets and bans on “finder’s fees” or completion bonuses ([14] pmc.ncbi.nlm.nih.gov). In the U.S.,

the OIG began issuing advisory opinions and guidance around 2003 that any payments for research services

“should be fair market value” for legitimate work ([15] acrpnet.org). Amid these developments, industry and sites

have gradually coalesced around FMV frameworks, though no single formula fits all trials ([16] acrpnet.org). Today

FMV serves as the de facto standard to navigate ethical obligations, legal safe harbors, and business needs in

investigator compensation.

Fair Market Value: Definition and Determination
Legal definitions: FMV has a long pedigree in U.S. law. The Code of Federal Regulations defines FMV as “the

value in an arm’s length transaction, consistent with the price an asset would bring as the result of bona fide

bargaining between well-informed buyers and sellers” ([17] acrpnet.org). In other words, FMV is the price that

would be agreed upon by parties neither coerced nor improperly motivated, each knowledgeable of the

facts.CMS similarly describes market value in arm’s-length terms ([17] acrpnet.org). Under AKS safe harbors (42

C.F.R. §1001.952(d)), any personal service contract’s compensation “is consistent with fair market value in

arms-length transactions” and not set by referral volume ([2] morganverkamp.com). Likewise, Stark-law

exceptions (e.g. 42 C.F.R. §411.357) require remuneration “consistent with the fair market value of the services”

and not tied to referrals ([12] www.law.cornell.edu). The OIG echoed this focus, stating in 2003 that “Payments for

Research Services should be fair market value for legitimate, reasonable and necessary services.” ([15]

acrpnet.org)

Industry guidance: Professional and industry bodies reinforce FMV principles. The AMA’s research ethics

opinion states that compensation should “reflect fair market value” and not be for mere patient referrals ([3]

code-medical-ethics.ama-assn.org). An expert ACRP article notes that investigator payments are part of overall

compensation, subject to FMV expectations, and warns that paying above FMV could create the appearance of

undue influence ([18] acrpnet.org). In essence, FMV benchmarks help ensure payments are not inducements but

fair reimbursement.

Determining FMV in practice: Translating FMV into a number is challenging. There is “no one size fits all”

because FMV varies by physician specialty, geography, and workload ([19] acrpnet.org). Common approaches

include:

Medicare or CDC fee schedules: Many sites start with publicly available rates (like Medicare CPT charges

or relative value units) for clinical services and reduce them to assign research-specific values ([6]

www.centerwatch.com). For example, CenterWatch notes sites often present CPT-coded costs to justify

budget items ([6] www.centerwatch.com).

Salary/rates surveys: Sites may use institutional salary data or industry surveys (hourly rates for

investigators, study nurses, etc.) to build hourly or per-visit rates. Third-party vendors offer FMV
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benchmarking reports for various specialties and roles ([20] acrpnet.org).

Case-based models: Some use time-motion studies, estimating hours spent on tasks (visits, paperwork,

data entry), multiplied by professional hourly rates plus overhead. For instance, an oncology site might

calculate PI effort (e.g. 2 hours/subject) plus nurse time and lab fees.

Historical practice: Previous contract values or the site’s internal clinical trial fee schedule (often lower

than Acute care rates) can inform FMV, but cannot be used alone as definitive ([21] acrpnet.org). Sites are

cautioned that a physician’s “going rate” or historic payment is not automatically FMV ([21] acrpnet.org).

Written policies: Best practice is a documented FMV policy or compensation framework, possibly aided by

vendors, to ensure consistency and defend decisions ([22] acrpnet.org).

Regardless of method, justification is essential. Sites are advised to provide written rationale for every fee (time

involved, market data, etc.) ([23] acrpnet.org). Sponsors likewise often benchmark investigator payments against

their own FMV guidelines. With rising trial costs, sponsors increasingly enforce FMV controls to limit inflation-

induced overruns ([24] www.centerwatch.com).

FMV vs. commercial reasonableness: A related concept is “commercial reasonableness,” meaning the

arrangement makes sense even absent referrals. Both AKS safe harbors and Stark safe harbors require deals to

meet FMV and to be commercially reasonable ([25] acrpnet.org) ([2] morganverkamp.com). For example, a contract

mostly for data analysis services must reflect real data work value, not inflated just because an investigator will

enroll patients. Compliance professionals emphasize that merely meeting FMV is not enough if the scope of

work is excessive or unjustified for the trial ([25] acrpnet.org) ([2] morganverkamp.com).

Regulatory and Compliance Landscape
U.S. healthcare and research laws impose multiple constraints on investigator payments. Key statutes and

regulations include:

Regulation/Guideline Key Requirement Source

Anti-Kickback Statute

(42 U.S.C. §1320a-7b)

Prohibits remuneration to induce federal healthcare business.

Safe harbors for personal services require written contracts,

≥1-year term, FMV compensation not based on referrals ([2]

morganverkamp.com).

AKS, 1972 (with 1987

amendments) ([2]

morganverkamp.com)

Stark Law (42 C.F.R.

§411.354–.359)

Bans physician self-referrals to Medicare-participating entities

unless exceptions met. Compensation exception (personal

services/employment) requires FMV pay and no volume-based

incentives ([12] www.law.cornell.edu).

Stark Law (1989) ([12]

www.law.cornell.edu)

Physician Payments

Sunshine Act

Requires manufacturers to report all payments to physicians

and teaching hospitals. Research payments use special

templates and are reported as aggregated value ([26]

www.clm.com).

ACA §6002 (2010) ([26]

www.clm.com)

FDA Financial Disclosure

(21 C.F.R. Part 54)

Sponsors must report investigator compensation and financial

interests in marketing applications, certifying no conflicted

payments beyond FMV and non‐FDA compensation ([7]

www.govinfo.gov).

FDA rule (1999) ([7]

www.govinfo.gov)

HHS-OIG Compliance

Guidance

OIG has stated that research service payments “should be fair

market value for legitimate, reasonable and necessary

services” ([15] acrpnet.org). Advisory opinions stress FMV and

documentation.

OIG Special Fraud Alerts

(2003) ([15] acrpnet.org)
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Regulation/Guideline Key Requirement Source

AMA Code of Ethics

(Opinion 7.1.4)

Physician investigators should decline payments in excess of

FMV and not reflect referral inducement. No payment solely for

referrals ([3] code-medical-ethics.ama-assn.org).

AMA Ethics Opinion (2002)

([3] code-medical-

ethics.ama-assn.org)

Grant & Contractor

Conflict Policies

Many institutions and agencies require budgets to justify

investigator fees. NIH and others forbid “marks” that sway

investigators (e.g. stock, per‐patient bonuses) beyond expense

reimbursement (see discussion) ([18] acrpnet.org) ([14]

pmc.ncbi.nlm.nih.gov).

HHS OHRP, NIH Grants Policy

International Codes (e.g.

EFPIA, CIOMS)

Generally emphasize that compensation must be reasonable,

transparently disclosed, and not tied to recruitment

performance.

Industry/Ethics Guidelines

Anti-Kickback and Stark Laws: These pivotal laws underpin FMV requirements. Under AKS, any improper

payment to influence referrals for federal program business is illegal ([11] www.reuters.com). The personal

services safe harbor (42 C.F.R. §1001.952(d)) explicitly allows compensation to hired investigators if all

conditions are met – foremost that the fee is FMV and unrelated to patient referrals ([2] morganverkamp.com).

Similarly, Stark’s compensation exceptions (cf. 42 C.F.R. §411.357©) demand FMV pay and forbid tying pay to

volume ([12] www.law.cornell.edu). In practice, sponsors drafting PI contracts often include explicit FMV clauses

and insist on documented scope to satisfy these rules. Violation risk: Falling outside safe harbors puts

arrangements subject to penalties. For instance, if investigators were paid inflated rates to boost enrollment,

that could be seen as a prohibited “remuneration” under AKS ([2] morganverkamp.com). Prosecutors have

targeted healthcare deals disguising kickbacks as consulting fees (see Case Study).

Transparency and reporting: The ACA Sunshine Act mandates that virtually all payments to physicians

(including investigators) be reported annually to CMS. Research-related transfers of value are captured in

special reporting templates; importantly, actual payments are aggregated by agreement ([26] www.clm.com).

Thus, a sponsor must track every dollar given to an investigator (grants, fees, in-kind support) and enter it into

OpenPayments data. This law does not restrict FMV per se, but it imposes transparency that deters blatant

overspending. (Note: Research payments cannot be disguised as non-physician transfers; any payment for

investigator services is likely “payments to covered recipients” that must be reported if ≥$10.) ([27]

www.clm.com).

FDA Disclosure Requirements: If an investigator’s compensation could be affected by trial outcomes, or if they

receive “significant payments” beyond ordinary costs, FDA requires disclosure as part of marketing submissions

([7] www.govinfo.gov). While this rule targets data integrity more than compliance, it underscores the FDA

expectation of transparent financial relationships. If an investigator’s payments are exceptionally high, the

sponsor may need to certify or explain it, adding regulatory risk if FMV is questionable.

Ethical Codes and Institutional Policies: Beyond law, many institutions impose their own rules. Hospital and

IRB policies often forbid finder’s fees or bonuses for enrollment, echoing the AMA position ([3] code-medical-

ethics.ama-assn.org) ([9] pmc.ncbi.nlm.nih.gov). Academic centers commonly require investigator conflict-of-

interest disclosures and prohibit compensation (like stock options or revenue-sharing) that create bias.

International guidelines (CIOMS, Declaration of Helsinki) emphasize that financial arrangements must not

compromise patient welfare or data integrity. In Canada, Ferris & Naylor noted that Health Canada has no

enforcement of budget reasonableness, prompting calls for banning referral fees ([14] pmc.ncbi.nlm.nih.gov). In

contrast, U.S. regulators view any non-FMV payment from for-profit sponsors as suspect.

In summary, legal and ethical frameworks unanimously require that investigators be paid for legitimate

work at market-based rates, with no linkage to recruitment outcomes ([3] code-medical-ethics.ama-assn.org)

([2] morganverkamp.com). Complying organizations maintain clear FMV policies, written contracts, and diligent
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record-keeping to withstand audits. Non-compliance risks significant consequences, as illustrated by high-

profile enforcement actions (see below).

Investigator Payment Models and FMV

Considerations
Investigators (both Principal Investigators and sub-investigators) may be compensated through various models.

Determining FMV for each requires understanding the underlying workflow and then choosing a rational

payment structure. Key compensation models include:

Per-patient fee (Flat fee per enroll): The site is paid a fixed dollar amount for each patient enrolled and/or completed in

the trial. This is common for procedural studies (e.g. imaging or interventional trials) and often includes separate fees for

screening vs. treatment visits. FMV approach: Calculate the fee based on the actual effort and resources per patient (e.g. PI

time + staff time + overhead + additional procedures) rather than as a bonus. It should be reasonable relative to real costs

so that it neither overpays (undue inducement) nor underpays (disincentive). Risk: If per-patient payments greatly exceed

effort, regulators may view this as a hidden referral incentive. Notably, the AMA and ACRP guidance specifies that the

investigator’s rate should not increase with the number of subjects enrolled ([28] acrpnet.org) – i.e. no escalation for

success.

Hourly rate or stipend: The investigator and/or staff are paid based on documented hours spent on the study (e.g. an

hourly PI fee during research tasks; coordinator wages for study visits). FMV approach: Use prevailing hourly rates (e.g.

academic salary schedules, average private practice rates) and require time logs. This method closely ties pay to effort.

Risk: Ensure hours claimed match contract scope. Over-reporting hours or padding rates beyond market norms can trigger

audits.

Salary/Percentage effort: A portion of the investigator’s regular salary (or site’s institutional salary support) is allocated to

the trial, usually commensurate with time devoted. FMV approach: If a PI spends X% of their time on a study, compensate

X% of salary plus appropriate fringe/benefits. Keep payroll records or effort reports. Risk: Double-dipping (getting full

salary while funded for the same time) must be avoided. Compensation must not exceed actual proportion of work.

Project initiation fees (Site Activation Fee): A one-time payment when a site starts a trial (“go/no-go decision”), covering

administrative and startup tasks. FMV approach: Estimate reasonable hours for training, document review, contract

negotiation, etc. Risk: These fees should reflect administrative effort, not for enrolling patients. If too large, they look like

guaranteed kickbacks regardless of performance.

Performance/completion bonuses: Extra payment when the site meets enrollment targets or completes certain milestones.

These are controversial. Some view modest milestone bonuses (e.g. $X for 100% enrollment) as allowable business

incentives. Others (including Ferris/Naylor) have argued that incentives tied to enrollment create undue pressure and should

be banned ([14] pmc.ncbi.nlm.nih.gov). Risk: Regulators might see bonuses as creating bias (reward for specific

outcomes). If used, they should be carefully justified as truly paying for additional work and transparent in the contract.

Overhead/Facilities fees: Institutional costs (e.g. space, utilities, IRB fees) are often covered by a fixed percentage add-on.

FMV approach: Many hospitals use a predetermined overhead rate (e.g. 25–50% of direct costs) based on cost-accounting.

This is generally acceptable if it reflects the site’s legitimate operational expenses. Risk: Hidden excesses (inflated

overhead% with no basis) could be questioned.

Investigator/Staff Travel and Meeting Fees: Travel (airfare, lodging) for investigators attending sponsor-related meetings

or training is commonly reimbursed. FMV approach: Actual travel expenses, or per diem rates, accompanied by receipts.

Paying a flat stipend (per diem) is often fine if set at government or median rates. Debate: Some sites insist that

honoraria/hours for attending meetings should also be paid, since the staff would otherwise work in clinic ([29]

pmc.ncbi.nlm.nih.gov). Others contend that meetings are a sponsor cost not covered by FMV fees. Risk: Flat honoraria too

high or undocumented can be flagged. Documentation of meeting schedules and agenda can justify funding.
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Referral or “Finder’s” fees: Payments to physicians solely for recruiting/influencing patients (e.g. $X per open slot filled)

are explicitly prohibited ethically and under the law ([3] code-medical-ethics.ama-assn.org) ([9] pmc.ncbi.nlm.nih.gov).

The AMA forbids such arrangements entirely ([3] code-medical-ethics.ama-assn.org). Investigators should never receive

hidden payments for referrals; enforcement actions have shut down schemes where “financial incentives” paid $2–5K per

patient recruited ([9] pmc.ncbi.nlm.nih.gov). Key point: FMV payments must be tied to services, not patient enrollment

outcomes.

In practice, sponsors and sites negotiate a hybrid approach combining the above elements. For example, a

cancer trial budget might list: an initiation fee, $Y per patient for on-site visits (with breakout for different visit

types and procedures), a per-procedure lab compensation, plus an institutional overhead rate. Each line item

should be justified as an FMV charge for a defined service. Transparency is essential: sponsors increasingly

require detailed protocol schedules (how many visits, tests, staff hours) to validate FMV calculations. Budgeting

consultants or internal billing teams often build “CPT fee schedules” that translate medical procedures attached

to the trial into costs ([6] www.centerwatch.com).

Table 2 (below) summarizes common payment models and FMV considerations:

Payment Model Description & FMV Determination Compliance Issues

Per-Subject/Visit Fees

Fixed fee for each enrolled participant or

completed visit. Set based on estimated

clinical work (exam, labs, EKG, etc.) and

administrative effort per patient.

Must reflect actual work value; regulators may

view excessive per-patient fees as recruitment

inducements. No bonus for recruiting more.

Hourly/Time-Based

Investigator or staff paid an hourly rate for

time spent on study activities (drawing blood,

reviewing data, etc.). Rates derived from

salary or industry averages.

Hour logs must match contracted duties. Over-

reporting hours or inflated rates jeopardizes FMV.

Salary/Percent Effort

A portion of investigator ’s (or coordinator ’s)

salary allocated to the study, proportional to

effort.

Avoid “double-dipping” (e.g. salary also covered

elsewhere). Should not exceed true % of effort.

Startup/Activation Fee

One-time payment for site initiation tasks (set-

up, IRB submission, staff training). Based on

estimated hours needed for startup activities.

Must correspond to actual initiation work.

Overpayment may appear as guaranteed kickback.

Milestone/Completion

Bonus

Additional pay upon achieving enrollment or

trial completion milestones. Offers up to

participants or sites as incentive.

Linked to patient enrollment, these are ethically

sensitive and may imply reward for referrals ([14]

pmc.ncbi.nlm.nih.gov). If used, justification
needed.

Overhead/Facility Fee

Institutional fee (usually % of direct costs)

covering indirect/administrative costs. Rate

ideally reflects actual institutional burden.

Excessive overhead can be challenged.

Reasonable if based on consistent institutional

rates.

Meeting/Travel

Reimbursement

Covers travel, lodging, meals for training or

meetings. FMV approach: actual expenses or

standard per diems with receipts.

Paying investigators to attend (beyond expenses)

is debated: one site noted sponsors “should be

charged” for salary costs at PI meetings ([29]

pmc.ncbi.nlm.nih.gov).

Prohibited “Finder’s

Fees”

Payments solely for recruiting or referring

patients (e.g. bonus per patient sign-up).

Fully disallowed ethically and by AMA ([3] code-

medical-ethics.ama-assn.org). Reported cases

with $2K–$5K/patient have drawn OIG scrutiny ([9]

pmc.ncbi.nlm.nih.gov).

Table 2: Investigator compensation models versus FMV and compliance considerations (sources in text).
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Budgeting and Negotiation Strategies
Developing and defending investigator payments requires collaboration between sites (PIs, research admins)

and sponsors. Key best practices include:

Document all services and costs upfront: Sites should itemize every procedural and administrative task with a

justification. For example, a site might list “Screening Visit (physician exam + labs + EKG)” vs. “Treatment Visit (physician

exam + drug administration + labs)”, assigning fees to each based on actual charge rates ([6] www.centerwatch.com).
Rather than submitting a single lump per-patient fee (which can obscure resource use), granular cost tables backed by

facility fee schedules increase transparency.

Use objective fee schedules: Many research institutions maintain standardized research fee schedules (a discounted

version of commercial rates) or rely on Medicare’s Clinical Lab Fee Schedule and physician fee schedule. These benchmarks

lend credibility. As one analysis notes, “research fee schedules are costs already reduced from facility rates… the more

detailed and transparent the documentation, the more likely the sponsor will cover those costs” ([6]

www.centerwatch.com). Similarly, tracking staff salaries and expenses in a central budget tool helps validate hourly rates.

Annual updates and market research: Compensation levels change with time and region. Guidelines recommend revising

fee schedules annually and considering regional salary differences ([23] acrpnet.org). Engaging in market surveys or hiring

FMV consultants can keep rates competitive. For example, a site might learn that neighborhood practice groups charge

significantly higher exam fees, which could justify raising the research fee accordingly (if it truly reflects service cost).

Clear written contracts: Every clinical trial contract with an investigator (or coordinating center) should explicitly state the

duties, duration, and compensation terms. Including FMV clauses and stating that no additional payment is expected for

performance helps meet safe harbor rules ([2] morganverkamp.com). Contracts should avoid vague language like

“commodities at market rate”; instead, quantifiable deliverables (e.g. number of visits, data entry tasks) with set payment

triggers ensure clarity.

Price negotiations: Sponsors often come with their own FMV targets based on historical averages or budget caps. If a site’s

quoted costs exceed these targets, the site should have data ready (detailed CPT codes, staff cost breakdowns) to defend

its rates ([6] www.centerwatch.com). Some strategies:

Use a time-and-motion analysis to show how a lower fee would undercut viability.

Explain hardship or unique expenses (e.g. rural site needs travel reimbursements).

Propose compromises (e.g. reduce overhead % if sponsor caps focus on direct costs).

Emphasize the risk to compliance and data quality if key tasks are underfunded.

Involve institutional support: Site budgeting often involves billing administrators, finance offices, and legal counsel.

Engaging these stakeholders early can ensure the investigator payment plan aligns with institutional FMV policies and avoids

retrospective disputes. External partners, such as CROs or consulting firms, can also assist – some vendors publish FMV

ranges for investigator roles.

Transparency and ethics: Sites should disclose to IRBs any compensation arrangements that could create a conflict. Even

if payments are FMV, perception matters: participants should know the investigator has no financial stake in driving positive

results. As noted in AMA ethics guidance, “disclose … the nature and source of funding and financial incentives offered to

the investigators” in consent materials ([3] code-medical-ethics.ama-assn.org). This practice not only builds trust but can
preempt accusations of undisclosed inducements.

Case Studies and Examples
Real-world examples illustrate both compliant practices and pitfalls in investigator payments:
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Referral/Finder’s Fees – OIG Investigations: In the early 2000s, the DHHS-OIG investigated pharmaceutical companies

paying doctors to recruit patients. For example, Biovail (a drug company) paid U.S. physicians $1,000 per patient who

renewed a prescription for its Cardizem LA drug, framing it as data collection ([30] pmc.ncbi.nlm.nih.gov). Separated by

success rates, doctors getting ≥11 renewals got $1,000 each, others $250. These arrangements essentially rewarded

referrals. Similarly, Advanced Neuromodulation Systems investigated a scheme paying $1,000 to doctors who implanted

devices in ≥5 patients ([31] pmc.ncbi.nlm.nih.gov). The OIG has labeled such “recruitment incentives” highly suspect. ([30]

pmc.ncbi.nlm.nih.gov) ([9] pmc.ncbi.nlm.nih.gov). These cases led to policy warnings; though final outcomes are

unpublished, they underscore that paying for patient recruitment (even under the guise of research) is illegal. Indeed,

surveys report finder’s fees of $2,000–$5,000 per patient were common in industry recruiting practices, blurring lines

between referral reward and legitimate payment ([9] pmc.ncbi.nlm.nih.gov). The AMA explicitly bans this: investigators

“should not accept payment solely for referring patients to research studies” ([3] code-medical-ethics.ama-assn.org).

Site-Initiated Budget Standardization (Canada): Ferris & Naylor (CMAJ, 2004) examined Canadian clinical trial contracts.

They found no regulatory guidance on reasonable remuneration. They argued that all “finder’s” or completion fees should

be banned and called for standardized budgets with clear service categories ([14] pmc.ncbi.nlm.nih.gov). This case
highlights how even within similar healthcare systems, pooling data and adopting norms can help establish FMV consensus.

Investigator Meeting Fees (Institutional Debate): The St. Louis oncology group (TCCCR) noted that paying site staff for

attending sponsor meetings is controversial ([29] pmc.ncbi.nlm.nih.gov). Some sponsors argue meetings (training) are part
of doing business; TCCCR insisted that since their staff (physicians, coordinators) incur salary costs when attending

protocol meetings, sponsors should reimburse those costs as legitimate trial expenses ([29] pmc.ncbi.nlm.nih.gov). This
example shows negotiation of borderline expenses; it was proposed that unified site demands could shift sponsor policies.

Though not a legal case, it reflects site perspectives on FMV for ancillary trial tasks.

Compliance Crackdown (Lab Referrals Case): A notable enforcement case (non-trial context) illustrates the danger of

disguised payments. In a large New Jersey lab scheme, dozens of doctors admitted taking bribes hidden as “consulting

fees” to direct lab work. One lab executive testified the scheme generated over $100 million in fraudulently steered

business ([10] www.wkw.com). While this involved lab tests rather than trials, the mechanics were similar: physicians were

paid above FMV as consultants to induce referrals. As a result, 41 individuals pled guilty. This case is instructive for clinical

research: if investigators receive unusually high “consulting” or “speaking” fees with little justification, regulators may

suspect kickbacks. The AKS personal services safe harbor explicitly forbids payments tied to referrals ([2]

morganverkamp.com), so any consulting arrangement must be very carefully vetted.

BLS Price Index Study (Economic Analysis): A 2014 BLS study analyzed thousands of sponsor-investigator agreements. It

found that nominal trial prices per patient grew dramatically (4.5× from 1989 to 2011) ([4] www.bls.gov). However, after

controlling for trial design changes, the inflation tracked NIH’s biomedical R&D price index ([5] www.bls.gov). This suggests
that rising investigator payments largely reflected broader growth in medical costs and smaller, more complex trials. For

FMV purposes, it means periodic adjustments for inflation are important, but also that sponsors can use official indices to

justify giving the same relative payment year-over-year.

Sponsor and Site Survey Results: Industry discussions (e.g. ACRP forums) reveal diverging views. Some sponsors note

that without FMV checks, budgets could spiral out of control. Sites often feel budgets based on Medicare or contracted fees

fall short of actual effort. A 2023 CenterWatch insight explained that inflation is causing sponsors to strictly follow FMV

policies, sometimes delaying start-up due to tough negotiations ([24] www.centerwatch.com). It advises sites to use

Medicare or research fee schedules to cover institutional costs, since these rates set a floor that sponsors typically honor

([6] www.centerwatch.com). This reflects a power balance: well-documented FMV claims can win out over sponsor targets

when presented convincingly.

Together, these examples highlight the extremes to avoid (prohibited referral payments, hidden inducements)

and the successful strategies (detailed budgets, transparency, reasonable justification) that characterize FMV-

compliant investigator payments.

Current Challenges and Data
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Cost pressures vs. Compliance: The clinical trials industry faces financial pressures (drug development costs,

competition for candidates) that tempt aggressive budgets. Yet, every dollar above FMV not only risks non-

compliance but may also taint data credibility. A tension exists: sites need enough funds to cover their real-

world expenses, while sponsors aim to limit budgets. Anecdotally, sites frequently report that per-patient fees

barely cover staff time, pushing them to apply high overhead to stay afloat. Meanwhile, sponsors cite pipeline

budgets and third-party FMV studies as they resist higher rates.

Lack of standardized metrics: There is no universal FMV table for investigator roles. For example, one site’s

PCI clinic visit fee might be $500, another’s $300, both claiming it’s FMV based on different local costs. This

variance creates negotiation friction. Surveys indicate specialities have different norms (e.g. pain specialists

command higher reimbursements than dermatologists for complex visits). Moreover, urban vs. rural sites see

salary differences; global trials face additional discrepancies with US vs. foreign site compensation (raising

multi-national compliance issues).

Measuring “burden”: Quantifying workload remains subjective. How many hours does an investigator truly

spend per patient? Should complex consent or safety reviews earn more per patient? Some sponsors have

moved to models where investigators are paid per task (e.g. per paper case report form completed) to tie pay to

effort precisely. However, if such micro-payments appear menial, they may undervalue the PI’s leadership role

and clash with institutional norms.

Emerging compliance trends: Regulatory authorities are increasingly vigilant. The DOJ’s renewed healthcare

fraud working groups (as reported by Reuters ([11] www.reuters.com)) and False Claims Act litigation mean that

any scheme violating AKS can lead to treble damages. Even inadvertent FMV errors (e.g. miscalculating

compensation) could be re-characterized as false certification of compliance. Courts have seen disputes over

what counts as “resulting from” a kickback ([32] www.reuters.com). Compliance officers note that certified FMV

policies and clear audits are no longer optional.

Data on communication: While specific statistics on investigator payment practices are scarce, research on

participant payment (which parallels some concerns) shows careful ethical calibration is needed ([33]

pmc.ncbi.nlm.nih.gov). Studies of IRB chair attitudes (supra) highlight the importance of removing undue

inducement – by analogy, IRBs and site leadership scrutinize investigator pay to prevent conflicts.

International and Future Perspectives
Global trials and anti-corruption: For multinational trials, FMV compliance expands beyond U.S. law. The U.S.

Foreign Corrupt Practices Act (FCPA) and the UK Bribery Act could implicate payments to foreign investigators

(especially if they are government-employed or the payments facilitate product approvals). While data on cross-

border enforcement is limited, pharmaceutical companies typically enforce strict FMV policies globally to

mitigate bribery risk ([34] www.lexology.com). For instance, an investigator fee that is FMV in the U.S. might still

be illegal as a bribe in another country if not documented under local law. Therefore, sponsors often standardize

global comparator data or cap payments to avoid local law breaches.

Regulatory changes on the horizon: Regulators periodically update rules relevant to compensation. For

example, the Stark regulations were recently revised to clarify value-based arrangements, and OIG issues new

advisory opinions intermittently. The FDA may in future require even more disclosure of trial funding in

clinicaltrials.gov. Patient recruitment incentives are under review (some have proposed banning any referral

bonuses outright). As healthcare moves toward value-based models, we may see new guidance on aligning

research payments with public health goals (e.g. bonus for enrolling underserved populations, as some OIG

opinions have encouraged** ([35] natlawreview.com)**).
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Technological impacts: Advances in data analytics and e-consent may alter investigator effort profiles. If

remote monitoring reduces on-site visit time, FMV calculations might shift toward more time-of-life model than

per-visit. Decentralized trials could mean sponsors use more flat-fee or aggregated budgets. Future FMV

policies will need to adapt to these evolving work patterns.

Pressure for transparency: Societal demand for transparency in pharma research remains strong. CMS

publishes OpenPayments data publicly; large rewards and payoffs are visible. Investigators face reputational

risks if they appear to be paid lavishly. Ethical evolution may push for more open disclosure of site budgets (e.g.

sharing with IRBs or even patients). This could normalize the FMV culture even further.

Conclusion
Paying clinical trial investigators at fair market value is a legally complex but essential practice. It sits at the

intersection of law, ethics, and practical budgeting. The key principles are clear: compensate investigators for

actual, reasonable work at a market rate, not as inducement – and document it thoroughly ([3] code-medical-

ethics.ama-assn.org) ([2] morganverkamp.com). U.S. laws (AKS, Stark, Sunshine) and ethical guidelines (AMA,

institutional policies) all reinforce this standard. Numerous examples – from official guidance to enforcement

cases – demonstrate that failures (hidden referral fees, inflated consulting) invite legal action ([30]

pmc.ncbi.nlm.nih.gov) ([10] www.wkw.com), whereas adherence to FMV serves as a shield.

For stakeholders, the path forward is one of transparency and diligence. Sponsors should build FMV into trial

budgets and audit payment practices. Sites should develop clear FMV policies, update them regularly, and

justify each line item. Both sides benefit from harmonizing expectations: when payments are fair and defensible,

trials run more smoothly, data integrity is upheld, and patient trust remains intact. As research evolves, parties

will need to refine FMV methodologies, but the core requirement – paying investigators legally – will remain

constant.

References: All statements above are supported by regulatory texts, journal articles, and expert analyses.

Notable citations include FDA final rules on investigator disclosure ([7] www.govinfo.gov), AMA Code language ([3]

code-medical-ethics.ama-assn.org), OIG guidance ([15] acrpnet.org), industry publications ([1] acrpnet.org) ([9]

pmc.ncbi.nlm.nih.gov), and case reports ([30] pmc.ncbi.nlm.nih.gov) ([10] www.wkw.com), as detailed in inline

citations.
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IntuitionLabs - Industry Leadership & Services

North America's #1 AI Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US

market in custom AI software development and pharma implementations with proven results across public

biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US AI consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance

expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based AI expert with 20+ years in software

development, multiple successful exits, and patent holder. Recognized as one of the top AI experts in the USA.

Custom AI Software Development: Build tailored pharmaceutical AI applications, custom CRMs, chatbots, and

ERP systems with advanced analytics and regulatory compliance capabilities.

Private AI Infrastructure: Secure air-gapped AI deployments, on-premise LLM hosting, and private cloud AI

infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,

automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field

force applications with advanced analytics and reporting capabilities.

AI Chatbot Development: Create intelligent medical information chatbots, GenAI sales assistants, and

automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management

solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time

pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom

data visualization solutions for pharmaceutical insights.

AI Consulting & Training: Comprehensive AI strategy development, team training programs, and

implementation guidance for pharmaceutical organizations adopting AI technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no

representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or

availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives

be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or

damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. AI-generated

content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information

before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of

their respective owners. All company, product, and service names used in this document are for identification purposes

only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading AI software development firm specializing exclusively in pharmaceutical and

biotech companies. As the premier US-based AI software development company for drug development and

commercialization, we deliver cutting-edge custom AI applications, private LLM infrastructure, document processing

systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top AI

expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San

Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,

please consult with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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