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Research on conditions particularly affecting prisoners as a class (for example, vaccine 

trials and other research on hepatitis which is much more prevalent in prisons than elsewhere; 
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and if so, if there are specific study activities which are in the best 

interests of the subject and should continue until the IRB is able to 

review the research study under Subpart C. 

iii. If the participant should continue, one of two options are available: 

1. Keep the participant enrolled in the study and review the 

research under Subpart C. If some of the requirements of 

Subpart C cannot be met or are not applicable (e.g., procedures 

for the selection of subjects within the prison), but it is in the 

best interests of the participant to remain in the study, keep the 

participant enrolled and inform OHRP of the decision along 

with the justification. 

2. Terminate enrollment of the participant from the study and 

keep the participant on the study intervention under an 

alternate mechanism such as compassionate use, off label use, 

etc. 

iv. 




