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Multiple Study Enrollment Policy 
 

Subjects who participate in multiple research studies are not only exposed to the risks of each study but also to any adverse or cumulative effects of multiple enrollment (ex. contraindicated medications, excessive radiation exposure).  Of particular concern are those subjects who may enroll in studies outside of the VAPHS that are not documented in CPRS.  
Prospective subjects should be asked directly whether or not they are participating in any other studies as part of the study’s eligibility screening process. If a prospective subject indicates that he or she is enrolled in one or more other studies, the following information must be obtained:

· What the study is about;

· What procedures the subject undergoes;

· Who conducts the study;

· Where the study is being conducted; and

· Level of risk of the study

If it is determined that the subject is currently participating in a Greater than Minimal Risk study, he or she cannot be enrolled in any other Greater than Minimal Risk studies until a Waiver of Multiple Enrollment has been granted by the IRB (see below). If informed consent was obtained prior to screening, the investigator must withdraw the subject upon learning that he or she is enrolled in another Greater than Minimal Risk study. The IRB recommends that all Greater than Minimal Risk studies add this criterion to the inclusion/exclusion checklists.
Investigators conducting Greater than Minimal Risk studies may request a Waiver of Multiple Enrollment from the IRB in order to enroll a subject participating in another Greater than Minimal Risk trial on a case-by-case basis. Waivers are requested by submitting a memorandum to the IRB Office that includes the following information: 
· MIRB Number(s) (if applicable) and title(s) of the specific studies for which a waiver is requested. 

· Names of Principal Investigator(s). 

· A brief description of the studies including but not limited to: the study objectives, the inclusion/exclusion criteria, risks/benefits, and summary of the research subject procedures.

· Concerns about any overlap between the studies and/or confounding effects on the data. 

· Signatures of the Principal Investigator(s) of each study. 

NOTE: Each Principal Investigator must agree that multiple enrollment poses no increased risk to the subject and will not have a confounding effect on the research in order for the Waiver to be considered by the IRB. 

The IRB Chairperson, or his/her designee will review all requests for waivers of multiple enrollment and make a determination as to whether multiple enrollment poses any increased risk to the prospective research subject. The Chairperson, or his/her designee, has the authority to grant the waiver, deny the waiver, or defer the request to the fully convened IRB. The fully convened IRB may grant the waiver request, grant the waiver request with stipulations, or deny the request. The investigator will be notified of the IRB’s decision in writing.
This policy is effective immediately for all new subjects enrolled on VAPHS IRB protocols. Investigators must document their compliance with this policy in CPRS (see Guidance Regarding Research Study Alerts and Notes for more information).

  

