IRB Tip: Regulations/Program Director’s Role in

 Social and Behavioral Research

guidance for implementing federal and institutional IRB policies 
1. 42 CFR 2.52:  Research Activities
 

(a) Patient identifying information may be disclosed for the purpose of conducting scientific research if the program director makes a determination that the recipient of the patient identifying information:

(1) Is qualified to conduct the research;

(2) Has a research protocol under which the patient identifying information:

(i) Will be maintained in accordance with the security requirements of ? 2.16 of these regulations (or more stringent requirements); and

(ii) Will not be redisclosed except as permitted under paragraph (b) of this section; and

(3) Has provided a satisfactory written statement that a group of three or more individuals who are independent of the research project has reviewed the protocol and determined that:

(i) The rights and welfare of patients will be adequately protected; and

(ii) The risks in disclosing patient identifying information are outweighed by the potential benefits of the research.

(b) A person conducting research may disclose patient identifying information obtained under paragraph (a) of this section only back to the program from which that information was obtained and may not identify any individual patient in any report of that research or otherwise disclose patient identities.

 

2.  42 CFR 2.16:   Security for written records.

(a) Written records which are subject to these regulations must be maintained in a secure room, locked file cabinet, safe or other similar container when not in use; and

(b) Each program shall adopt in writing procedures which regulate and control access to and use of written records which are subject to these regulations.

 

 

3.  Under certain circumstances, a program may allow a researcher to have access to its patients' records.1 In the event, the program director must determine that the researcher is qualified, that the researcher has a protocol under which the security of patient records is assured,2 and that patient-identifying information will not be redisclosed. Additionally, three or more independent evaluators must have reviewed the research protocol and determined that the rights and welfare of the patients concerned will be adequately protected and that the potential benefits of the research outweigh the risks to patient confidentiality. Researchers are barred from redisclosing patient-identifying information except back to the program itself. 

142 CFR § 2.52.
242 CFR § 2.16. 
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