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1.1 The OHRP and FDA require documentation that an IRB addresses regulatory criteria/conditions when conducting a review, in accord with 45 CFR 46.117(c), 45 CFR 46.204, 45 CFR 46.205, 45 CFR 46.206, 45 CFR 46.207, 45 CFR 46.305, 45 CFR 46.306, 45 CFR 46.404, 45 CFR 46.405, 45 CFR 46.406, 45 CFR 46.407, and 21 CFR 50.  The following procedure describes the review of research involving Specific Findings, as cited by the Office for Human Research Protections (OHRP) and the Food and Drug Administration (FDA).
a. Principal Investigator (PI) Responsibilities:
i. Identifies in the IRB application the categories of vulnerable or special subjects and whether a medical device, waiver of consent/assent, or a humanitarian use device is involved.  
ii. Refers to appropriate SOPs for guidance on how to incorporate regulatory and institutional policies regarding additional safeguards.
b. Sponsored Research Staff Responsibilities:

i. Confirms whether the protocol requires Specific Findings by the IRB as part of the preliminary screening conducted upon receipt of the initial application.  If the application significantly departs from IRB guidance documents, the application may be referred back to the PI with reference to the relevant guidance document. 
ii. Screens applications requiring Specific Findings to ensure that appropriate reviewers are available to review the proposed research.  Also provides guidance documents or directs reviewers to appropriate resources.
iii. Assure that Specific Findings made by the IRB are documented in the minutes.  
c. Institutional Review Board (IRB) Responsibilities:

i. Reviews and approves or denys proposed research that involves Specific Findings in compliance with applicable federal, state and institutional regulations and policies and in accord with the requirements of 45 CFR 46, and if an investigational drug or device is involved, 21 CFR 312 or 21 CFR 812.
ii. When the primary reviewer moves to approve a study, the motion will include reference to the Specific Finding identified, how it was addressed, and a reference to the applicable regulation.  
iii. Reviewers conducting Expedited review will document the same information on the Primary Reviewer Checklist.
iv. When the applicable federal regulations pertaining to Specific Findings have been clearly documented at Initial Review, the IRB is not required to reiterate the specific findings during subsequent reviews unless changes to the protocol would dictate otherwise.  
1.2 Definitions
· Vulnerable Subjects:  include cognitively impaired persons, children, prisoners, pregnant women, or economically or educationally disadvantaged persons.  
· Special Subjects:  include other categories evaluated by the IRB to require additional consideration for protections (i.e. patients, employees, students).  
· Specific Finding:  any regulation containing the words “must be determined” or “must find” constitutes a “specific finding.”

1.3 Responsibilities
· Institutional Review Board (IRB) Chair
· IRB Members
· Principal Investigator (PI)
· Sponsored Research Staff
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