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Appendix C: NIH INFORMATION SHEET ON STAFF RESEARCH PARTICIPATION 
(April 2016) 
 
As an NIH employee, contractor, Special Volunteer, Guest Researcher, or trainee, you 
may participate in intramural research studies unless it is prohibited by your Institute or 
Center (IC), or if you are excluded by the criteria of the protocol in which you want to 
enroll.  The inclusion of NIH staff in a particular protocol must also be approved by the 
IRB. You may be motivated by altruism, a commitment to research in your own or 
related fields, or want access to clinical trials of potential direct therapeutic benefit. 
When deciding, you should make an informed decision about participation. This 
information sheet offers some points to consider for NIH staff who are considering 
research participation at NIH. 
 
First, similar to any individual who is considering research participation, you should seek 
adequate information about the study purpose, what is required of you in terms of 
procedures, interventions and time, and the potential risks and benefits of participation.  
For more information, see the NIH Clinical Center’s public website “Are Clinical Studies 
for You?” at http://www.cc.nih.gov/participate/studies.shtml.  
 
When you are thinking about participation in a research study that is being conducted 
by your supervisor, or others with whom you work closely in your laboratory, branch, or 
unit, you should consider some additional factors: 
 

A. Possible bias: Are you confident that you can be unbiased about reporting 
answers, side effects, or other information that could influence the study outcome 
or risk to you? 

 
B. Confidentiality: Has the principal investigator (PI) spoken about what 

information will be collected from you as part of the study? Has the PI discussed 
what information will be available to those within, and outside, the study team? If 
applicable, are you comfortable sharing your medical history (including, for 
example, mental health history or STDs) and your social history (e.g. substance 
use) with study investigators who may be your coworkers, or with the possibility 
of them discovering something about your health during the study (e.g. 
pregnancy status or a new diagnosis)? Although every effort will be made to 
protect your information and keep it private and confidential, your information 
may, depending on the nature of the protocol, become available in medical 
records or to authorized users outside of the study team. Discuss any concerns 
with the PI. 

 
C. Pressure: Do you perceive any pressure or expectations from your supervisor or 

colleagues regarding participation?  Could that pressure influence your decision 
or make it difficult for you to choose whether or not to participate? Remember 
that it is your choice whether or not to participate and that your decision to 
participate or not should not have an effect, either beneficial or adverse, on your 
position at NIH. 
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D. Time and Compensation: Can you take time off from work to complete the 
study requirements or participate solely during non-duty hours? Can you receive 
compensation for your participation in this study? Will your supervisor give you 
permission to participate during work hours? See the NIH Policy Manual 
2300-630-3 Leave Policy for NIH Employees Participating in NIH Medical 
Research Studies. 

 
E. Consent Process: Is the person obtaining your consent for the study your 

supervisor, a subordinate, or co-worker? If so, is there an independent person 
monitoring the consent process? If the study PI is a supervisor and intends to 
obtain consent from you, an independent person (e.g., through Bioethics or the 
NIMH Human Subjects Protections Unit [HSPU], or others as approved by the 
IRB) must monitor the consent process. If the person obtaining consent from you 
is a co-worker then an independent person (e.g., through Bioethics or the NIMH 
HSPU, or others as approved by the IRB) may be required to monitor the 
consent process, as determined by the IRB for the specific study. 

 
If you are thinking of enrolling as a subject at the NIH Clinical Center and you have any 
questions or concerns, please contact the Office of Human Subjects Research 
Protections (OHSRP) at 301-402-3444 and/ or the Patient Representative if you are 
thinking of enrolling as a subject at the NIH Clinical Center on 301-496-2626. If you are 
at a NIH site outside the Clinical Center then please contact local site leadership. 


