
 
October 23, 2013  
 
The Honorable Kathleen Sebelius 
Secretary 
Department of Health and Human Services 
200 Independence Ave. SW 
Washington, DC 20201 
  
Howard K. Koh, M.D., M.P.H. 
Assistant Secretary for Health  
Department of Health and Human Services 
200 Independence Ave. SW 
Washington, DC 20201 
 
RE: Revised Guidance by the Office for Human Research Protections on Compensation 

of Human Subjects  
 
Dear Secretary Sebelius and Assistant Secretary Koh: 
 
Public Citizen, a consumer advocacy organization with more than 300,000 members and 
supporters nationwide, is writing to express serious concern about the revised guidance issued in 
final form by the Office for Human Research Protections (OHRP) on September 23, 2013, 
regarding financial compensation of human subjects for their participation in research. The 
revised OHRP guidance represents a complete and unacceptable reversal of a fundamental 
component of the agency’s prior written policy position regarding compensation of human 
subjects, a reversal that all but guarantees the weakening of human subjects protections. 
Moreover, OHRP implemented this significant change in policy without first providing an 
opportunity for public review and comment on a draft guidance document proposing this change. 
 
We therefore urge you to direct OHRP to: (a) immediately rescind the revised guidance on 
compensation of human subjects, and (b) issue draft guidance for public review and comment if 
the agency wishes to pursue this significant change in policy.  
 
Overview of the change in OHRP guidance 
 
The policy in question is found in OHRP’s guidance entitled “Informed Consent Frequently 
Asked Questions”1 in the response to question 7, which asks:  
 

When does compensating subjects undermine informed consent or parental permission? 

                                                
1 Office for Human Research Protections. Informed consent frequently asked questions. 
http://www.hhs.gov/ohrp/policy/consentfaqsmar2011.pdf. Accessed October 17, 2013. 

http://www.hhs.gov/ohrp/policy/consentfaqsmar2011.pdf
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The answer to the question is framed within the context of the Department of Health and Human 
Services (HHS) regulations for the protection of human subjects at 45 C.F.R. 46.116, which 
states, in part, the following: 
 

An investigator shall seek such consent only under circumstances that provide the 
prospective subject or the representative sufficient opportunity to consider whether or not 
to participate and that minimize the possibility of coercion or undue influence. 

 
The answer to question 7, prior to the implemented change on September 23, included the 
following paragraph: 
 

Paying research subjects in exchange for their participation is a common and, in general, 
acceptable practice. However, difficult questions must be addressed by the [institutional 
review board (IRB)]. For example, how much money should research subjects receive, 
and for what should subjects receive payment -- their time, inconvenience, discomfort, or 
some other consideration -- IRBs must be sensitive to whether any aspect of the proposed 
remuneration will be an undue influence, thus interfering with the potential subjects’ 
ability to give voluntary informed consent. In no case should remuneration be viewed 
as a way of offsetting risks; that is, it should not be considered a benefit to be 
weighed against study risks. The level of remuneration should not be so high as to 
cause a prospective subject to accept risks that he or she would not accept in the 
absence of the remuneration. [Emphasis added] 

 
In the revised guidance document issued by OHRP on September 23, OHRP deleted the last two 
sentences marked in bold above. OHRP’s explanation for these changes was as follows:2  
 

Human subjects often are provided payment for their time, inconvenience, and out-of-
pocket expenses. Remuneration for risk, however, has been a source of controversy 
because it is challenging to assign a reasonable level of payment and because it is 
difficult to assess what constitutes undue influence. In reality, however, many subjects 
would not participate in research involving risk absent some level of remuneration… 
 
The first sentence has been struck because this [frequently asked question] focuses on 
potential undue influence in the consent process (45 CFR 46.116) rather than on IRB 
considerations under 45 CFR 46.111. However, OHRP continues to assert that IRBs 
should not consider remuneration as a way of offsetting risks.  
 
With regard to the second sentence, several members of the research ethics community 
have brought to our attention the implication of these sentences, which is that in most 
cases any level of remuneration based on research risks could be considered 
unacceptable. This implication is not consistent with OHRP’s interpretation of 45 CFR 
46.116. In deciding whether to participate in research, subjects should have the 

                                                
2 Office for Human Research Protections. Listserv message sent to OHRP-L@LIST.NIH.GOV. Subject: OHRP revises 
its response to the question “When does compensating subjects undermine informed consent or parental 
permission?” September 23, 2013.  

mailto:OHRP-L@LIST.NIH.GOV
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opportunity to assess when risks and benefits (including remuneration) are balanced in 
light of their individual circumstances. Thus, the second sentence referenced above has 
been struck from the response… 
 
In sum, this FAQ has been changed to clarify that remuneration to subjects may include 
compensation for risks associated with their participation in research and that 
compensation may be an acceptable motive for some individuals agreeing to participate 
in research.  
 

Concerns regarding the content of, and process for making, changes to OHRP’s policy  
 
Although deletion of the sentence, “The level of remuneration should not be so high as to cause a 
prospective subject to accept risks that he or she would not accept in the absence of the 
remuneration,” may seem like a minor change in OHRP policy, this change and the 
accompanying explanation represent a fundamental shift in agency policy on this important issue 
regarding informed consent for human subjects research. The prior guidance clearly advised that 
it was not acceptable for remuneration to be so high as to cause prospective subjects to accept 
research risks that they would not accept in the absence of the remuneration. The new guidance 
effectively reverses this policy and now permits, if not encourages, remuneration to be so high as 
to cause prospective subjects to accept research risks that the subject would not accept in the 
absence of the remuneration.  
 
Such a fundamental and far-reaching change in an important federal policy and in a federal 
agency’s interpretation of regulations should only be made after providing an opportunity for 
public review and comment on the proposed change. However, in this case, OHRP overturned its 
previous policy apparently in response to private comments submitted to the agency by several 
unnamed “members of the research ethics community” — who undoubtedly support OHRP’s 
new policy on subject remuneration — without providing an opportunity for review and 
comment by other members of the public who may hold opposing viewpoints.  There are likely 
many others who, like us, would have opposed this significant policy reversal if OHRP had 
provided an opportunity for the public to comment before deciding whether to implement such a 
change.  
 
The new policy clearly weakens human subjects protections. The levels of subject remuneration 
permitted under the revised policy are more likely to create circumstances that will increase — 
not minimize, as required by HHS regulations — the possibility of undue influence when 
investigators seek informed consent of subjects. We are also particularly concerned that the new 
policy will promote circumstances that lead to exploitation of subjects who are likely to be 
vulnerable to coercion or undue influence because of their socioeconomic status. This change in 
OHRP guidance is part of a pattern over the past several years in which OHRP has taken actions 
— either through guidance or in its compliance oversight activities — that chip away at the 
crucial protections for human subjects. 
 
Finally, we note that there appears to be internal conflict in OHRP’s thinking regarding whether 
payment to subjects can be viewed as a way of offsetting risk. On one hand, OHRP states that 
with respect to IRB considerations regarding the review and approval of research, “[i]n no case 
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should remuneration be viewed as a way of offsetting risks; that is, it should not be considered a 
benefit to be weighed against study risks.” On the other hand, the agency indicates that in the 
context of informed consent, remuneration can be considered a benefit that offsets risks. 
 
Conclusions and requested actions 
 
In summary, there is little doubt that OHRP’s recently announced change in its guidance 
regarding financial compensation of human subjects was a substantive change in the agency’s 
policy and interpretation of the HHS regulations for the protection of human subjects. This 
change should only have been implemented after providing an opportunity for public review and 
comment on a draft guidance document proposing this change. We therefore urge you to direct 
OHRP to: (a) immediately rescind the revised guidance on compensation of human subjects, and 
(b) issue draft guidance for public review and comment if the agency wishes to pursue this 
significant change in policy. Furthermore, in seeking public comment, OHRP should be required 
to provide a much more detailed and robust rationale for changing its policy on this matter.   
 
Thank you for your prompt attention to this important issue. 
 
Sincerely,  
 
Michael A. Carome, M.D. 
Director 
Public Citizen’s Health Research Group 
 
 
Sidney M. Wolfe, M.D. 
Founder and Senior Adviser 
Public Citizen’s Health Research Group 
 
 
cc: Dr. Jerry Menikoff, Director, OHRP 


