
Appendix U

Waiver for Prisoner Subjects
CDC PRAMS requests that the CDC IRB waive the applicability of certain provisions of the HHS regulations for protection of human research subjects since the PRAMS project is an HHS conducted and supported epidemiologic research involving prisoners as subjects. We specifically request that a waiver be granted of 45 CFR 46.305(a)(1) and 46.306 (a)(2) for the PRAMS protocol.   

The justification for the waiver is as follows:

1) PRAMS is an epidemiologic study conducted to describe the prevalence of health outcomes/behaviors by identifying all cases, or to study potential risk factor associations for a disease or behavior; and 

2) PRAMS fulfilled its duties under 45 CFR 46.305(a) (2)–(7) since the CDC IRB previously approved the research and determined that it presents no more than minimal risk to subjects. Prisoners included in the study will be at no more inconvenience than other subjects. The PRAMS protocol includes prisoners as subjects only incidentally and does not specifically target prisoners for research. 

PRAMS meets the criteria for waiver of the applicability of 45 CFR 45.305(a)(1) and 46.306(a)(2) and the CDC IRB approved to waive certain provisions of subpart C of 45 CFR 46. 
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