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 SOP 23
Use of Computerized Records for Research Recruitment
1.0
PURPOSE AND SCOPE

1.1
This SOP specifies the requirements for the use of the Computerized Patient Record System (CPRS) for the recruitment of research subjects.  These requirements are intended to meet applicable Federal and VHA regulations and policies for recruitment of subjects into research studies to ensure the privacy of medical records.
1.2
In the VA, identifying prospective subjects as part of recruitment into a research protocol is not considered part of the activities “preparatory to research” described in the HIPAA Privacy Rule. 
1.3
Protected Health Information (PHI) - PHI as individually identifiable health information, held or maintained by a covered entity or its business associates acting for the covered entity, that is transmitted or maintained in any form or medium (including the individually identifiable health information of non-U.S. citizens). This includes identifiable demographic and other information relating to the past, present, or future physical or mental health or condition of an individual, or the provision or payment of health care to an individual that is created or received by a health care provider, health plan, employer, or health care clearinghouse. For purposes of the Privacy Rule, genetic information is considered to be health information.

1.4
Since recruitment is a part of a research protocol, recruitment cannot occur until after the IRB has approved the protocol. VA does not consider recruitment to be an “activity preparatory to research.”  If PHI is needed for recruiting, then IRB and R&D Committee review and approval must have been obtained, and the IRB must have also approved an appropriate waiver of authorization and waiver of informed consent before PHI may be obtained and used for recruitment.  It does not matter if the PI or his/her agent is obtaining information from his/her own patients’ records or not.  VHA requirements are stricter in this regard than NIH guidance.
1.5
The Ralph H. Johnson VAMC does not permit access to CPRS for recruitment purposes unless the IRB has specifically (i) waived the requirement for an authorization under the HIPAA Privacy Rule relative to use or disclosure of Protected Health Information (PHI) to recruit subjects for the proposed research and (ii) waived the informed consent requirement under the Common Rule to allow use of identifiable private information for recruitment into the research.  The R&D Committee must also approve the research. 
2.0 
RESPONSIBILITIES:

2.1
The Principal Investigator is responsible for:

a.
Obtaining initial IRB and R&D Committee approval for the overall project.  

b.
Once initial IRB and R&D Committee approvals have been obtained, the PI must complete the IRB Request for Waiver of HIPAA Authorization and the Request for Waiver of Informed Consent and submit the requests to the VAMC Privacy Officer via the Research Service for pre-review prior to submission to the IRB. (Note: Waivers of authorization and waivers of informed consent for recruitment purposes may be submitted at initial IRB and R&D review however, both waiver requests should be forwarded to the VAMC Privacy Officer via the Research Service for pre-review prior to IRB and R&D submission).

c.
Once IRB approval for the waiver of HIPAA authorization and waiver of informed consent has been obtained, the PI is responsible for completing the Decision Support System (DSS) request form and submitting the DSS request form to the Research Service for final approval.
2.2
The Privacy Officer of the Ralph H. Johnson VAMC is responsible for reviewing requests for waiver of authorization and informed consent prior to IRB submission to ensure compliance with VA privacy policy.
2.3
The IRB is responsible for reviewing all requests for Waiver of HIPAA Authorization and Waiver of Informed Consent.


3.0
ACCESS TO CPRS FOR RECUITMENT PURPOSES

3.1
CPRS access will not be granted for recruitment purposes only.  
3.2
All contact with potential research subjects must be through the potential research subject’s primary care physician.

3.3
The information requested must be restricted to the minimum necessary.

3.4
Access to the PHI or PII must be strictly limited to those members of the research team whose focus is subject recruitment.


Please note: A medical record can only be accessed for treatment, payment, or health care operations purposes unless prior institutional approval has been granted.
4.0
PROCEDURES FOR REQUESTING IRB WAIVER OF AUTHORIZATION & CONSENT
4.1 
Submission of Request for Waiver of Authorization and Informed Consent:  A request for Waiver of Authorization and a Waiver of Informed Consent must be completed by the researcher and submitted to the VA Privacy Officer via the Research Service Office. The Privacy Officer may approve the request, require modifications to secure approval or disapprove the request.
4.2
The Request for Waiver must contain the following:
a. 
A detailed plan describing how the PHI will be used.

b.
A plan to protect the identifiers from improper use and disclosure;
c. 
A plan to destroy the identifiers as soon as possible, consistent with the purposes of the research, unless there is a compelling health or research justification for retaining the identifiers or the retention is required by law, and
d. 
adequate written assurances that PHI will not be reused or re-disclosed to any other person or entity, except where required by law, for oversight of the research project, or for other research for which the use or disclosure of PHI would be permitted under HIPAA.
4.3
Once the Privacy Officer has reviewed the request and forwarded his/her determination to the Research Service Office, the researcher can submit the request to the IRB for review and approval. 


4.4 
Criteria for IRB approval: To approve a waiver, the IRB must find that disclosure poses a minimal risk to privacy based on the adequacy of plans submitted by the researcher with regard to the matters addressed above, that the research could not be done practicably without the waiver and without access to and use of the PHI. 
4.5
The IRB shall maintain the following documentation about the waiver of authorization:
a.  
A statement identifying the IRB and the date on which the waiver request was approved;
b. 
A description of the PHI for which access has been determined to be necessary;  
c.  
A statement that the IRB determined that the waiver satisfied the criteria for waiver;
d. 
a statement that the waiver has been reviewed and approved under either normal or expedited review procedures following requirements of the Common Rule; and
e. 
The documentation is signed by the IRB chair or his/her designee.
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