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CLINICAL INFORMATICS PHI (reports) for approved research SOP

 Purpose:  Define parameters for providing PHI (reports) for approved research by Clinical Informatics service. 

Description:  Clinical Informatics Service will only provide PHI (reports) for approved research after meeting the requirements listed below:
Utilization/Criteria:  Below is the SOP outlining criteria providing PHI (reports) for approved research.
1. Researcher/Staff member must provide official documentation of IRB and VA Research & Development Committee approval. This documentation must outline what information may be provided and to whom (Data Custodian or PI). Request must be submitted by CI Work Request on SharePoint Site. See below checklist for required documentation.
2. Approval from Chief Clinical Informatics or CPRS Operations Manager prior to obtaining/running report data.

3. The transmission will only be sent (by Chief Clinical Informatics or CPRS Operations Manager) to the Data Custodian or Principal Investigator by PKI (encrypted) Email after Chief Clinical Informatics or CPRS Operations Manager has approved. 
4. If all the above criteria are not met, Clinical Informatics will not provide the requested information.
	Checklist for Research PHI Data Request

	1
	IRB Approval Letter

	2
	Full  IRB application including HRPP memorandum regarding ISO/PO review

	3
	Approved Waiver of HIPAA Authorization

	4
	 Clearly designated and approved data custodian (May be PI)

	5
	ACOS/R Notification Letter


