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Disclaimer

The views expressed in this talk are my 
own.  They do not represent the position 

or policy of the NIH, DHHS, or U.S. 
government.



Use of Payment in Research

Payment is a common practice in 

research: It is estimated that up to 50% 
of clinical trials offer some payment.

However, commentators raise concerns 

about the ethics of payment for clinical 
trials.



Existing Guidance

 There is minimal guidance on the ethical 
acceptability of payment.

 There also are limited data on the impact 
of payment in clinical research.



US Common Rule

 Investigators must minimize the possibility 
of coercion or undue influence (46.116).



Nuremberg Code

 Subjects should be able to exercise free 
power of choice, without force, fraud, 
deceit, duress, overreaching, or other 
ulterior form of constraint or coercion.



CIOMS (2002)

Subjects may be paid or otherwise 

rewarded for inconvenience and time 
spent.  

Payments should not be so large as to 

induce subjects to consent against their 
better judgment (guideline 7).



Some Forms of Payment

 Money

 Gifts

 Free care

 Travel vouchers

 Gift certificates



5 Types of Payment

 Reimbursement for expenses/costs

 Compensation for burdens, injury

 Appreciation for contribution

 Incentive to enroll or participate.

 Reward as share of profits



REIMBURSEMENT

 Reimbursement payments restore 
subjects’ out of pocket expenses (e.g. 
travel costs).

 Reimbursement payments should be 
based on subjects’ actual expenses.



Effect of Reimbursement

Reimbursement payments remove a 

potential barrier to research enrollment.

To the extent research contributes to the 

social good, participation should not require 
financial sacrifice by subjects.

Reimbursement may be ethically obligatory.



CIOMS Draft Guidance

Participants should not have to pay for 
making a contribution to the social good 
of research, whether in the form of direct 
expenses (for example transportation 
costs) or indirect expenses (for example 
lost earnings), and must therefore be 
reasonably reimbursed for such expenses.



Compensation Payments

 Compensation payments are intended to 
compensate subjects for the time, 
burdens, and injuries incurred as part of 
research participation.

 Compensation payments should be based 
on actual burdens of the research.



Compensation for Injuries

 Compensation should be provided for 
injuries caused by research (versus from 
clinical care provided in research).

 Helsinki: “Appropriate compensation and 
treatment for subjects who are harmed as 
a result of participating in research must 
be ensured” (15).



Compensation for Burdens

There is no simple way to calculate 

compensation levels for burdens and time.

How much should subjects be 

compensated for one day of their time?



3 Ways to Set Compensation

 Market Model

 Opportunity Costs Model

 Wage Payment Model



Wage Payment Model

 Participation in research requires little skill 
but takes time, effort, and endurance 

 Payment should be based on a wage scale 
similar to other unskilled jobs

 Pay a relatively low, standardized hourly 
wage, plus pay for uncomfortable 
procedures.



Advantages of Wage Payment

 Provides valuable standardization across 
studies.

 Adheres to the principle of justice by 
paying similar amounts for similar 
burdens.



Appreciation Payment

Payments beyond costs as a thank you. 

However, contribution is to society rather 

than investigators?

Provides an incentive so should be 

evaluated with incentives.



The Need for Subjects

 Clinical research is designed to develop 
generalizable knowledge of social value.

 Achieving valid scientific results requires 
enrolling a sufficient number of subjects.



Recruitment Considerations

 Enrolling a sufficient number of subjects  
is facilitated by understanding:

 Why people enroll in research?

 What barriers keep people from enrolling?



Reasons to enroll in research

 Hope for therapeutic benefit

 Contribute to family, science or society

 Trust in physician

 Suggestion of friends or family



A Paucity of Subjects

These reasons often not enough to enroll 

a sufficient number of subjects.

In particular, data suggest many trials do 

not enroll enough subjects.

This may be due to a number of barriers.



Barriers to Enrollment

 Out of pocket expenses (e.g. travel costs)

 Burdens and risks of participation

 Work demands and lost wages

 Child care difficulties

 Lack of relationship with researchers

 Burdens of travel to research site



Possible Responses

 Continue with the status quo while trying 
to reduce barriers.

 Conclude research is not a societal priority. 

 Consider participation in research to be an 
obligation.

 Offer incentives.



Use of Incentives

 Payment can be used as an incentive for 
individuals to enroll in research.

 Incentives provide individuals with a 
positive reason to enroll in research by 
offering payment above and beyond 
reimbursement/compensation for costs.



Coercion

Some worry that incentive payments may 

be coercive.

But: coercion involves threatening to 

make someone worse off: “Give me your 
money or I will shoot you.”



Incentives are not Coercive

 Incentives are offers to make someone 
better off, not to make them worse off.

 Hence, incentives are not coercive.



Undue Inducement

 At the same time, the offer of payment 
may lead individuals to make bad 
decisions.

 Undue inducements are offers whose 
attractiveness distorts individuals’ 
judgment so they make bad decisions 
(e.g. kidney sellers in India and Egypt?). 



Data on Undue Inducement

 It is unclear to what extent incentives may 
serve as undue inducements in research.

 There are no data on what forms of 
incentives serve as undue inducements.



Addressing the Concern

Undue inducement is a concern when the 

research may cause significant harm.

Response: make sure the risks of the 

research are not excessive.



Greater Concern

 Payment may lead to less reliable 
subjects.

 For example, it may lead to subjects lying 
about inclusion criteria to enroll or hiding 
side effects to stay in a study.



Deception?

 100 individuals who had participated in at 
least two trials: 32% concealed health 
problems; 28% concealed medications, 
14% pretended to have a condition.

 Concealment was correlated with greater 
interest in monetary rewards.

Devine et al. Clinical trials 2013



Response

 Important to be aware of this possibility.

 Assess extent to which evaluations are 
objective or subjective in a given study.

 For example, do inclusion criteria depend 
on self-report. If so, don’t disclose criteria 
before taking history?



Reward Payments

Research subjects sometimes contribute 

to studies that earn significant money.

Should subjects share in these profits?



Other Worries over Payment

 Detracts from altruistic contributions?

 Threatens valid informed consent: Data 
suggest not a problem

 Advertise payment? FDA: IRBs should 
determine that ads do not emphasize 
payment or the amount

http://www.fda.gov/RegulatoryInformation/Guidances/ucm126428.htm



IRB Role

 Given the potential concerns, the amount 
and schedule of all payments should be 
reviewed and approved by the IRB. 

 An IRB familiar with the culture and norms 
of subjects should determine if the 
payments are acceptable or excessive.



CIOMS Draft Guidance

The research ethics committee must be 
satisfied that there is an adequate 
arrangement for treatment and 
compensation for research-related harms 
and provide oversight that researchers 
report on such harms, how treatment is 
being paid for and compensation is 
provided to participants, and what is being 
offered.



Possible Safeguards

Use installments, rather than lump sums, 

to minimize undue inducement.

Guarantee pro -rated payments to avoid 
compelling subjects to remain in study.



Summary

 Payment may be ethically obligatory in 
some cases and help to complete valuable 
studies.

 Payment is not coercive and undue 
inducement is unlikely.

 However: raises concerns over validity of 
data.


