VA Supplemental Narrative Form

7.  Recruitment and Enrollment

e. Describe the specific steps used to identify and/or contact prospective participants.

1. Will access to PHI be required for recruitment*?   Yes  No


*If yes, please indicate all sources of PHI to be accessed (i.e., CPRS, Vista, Data Repository):


**If yes, then the study will require a HIPAA IRB WAIVER OF AUTHORIZATION FOR RECRUITMENT (this form can be downloaded from the ETSU IRB Website under VA Forms).

IRB approval of waiving the informed consent for recruitment is based on the content of the Recruitment and Enrollment section of the Narrative and the completion of a separate form is not required.

Note:   Copies of the informational brochure, “Volunteering in Research – Here are some things you need to know,” are required to be available in settings where participants may be recruited (e.g., clinical waiting areas), and it is required that a copy of the brochure is given to each prospective participant when that individual is approached to take part in a project (per VHA DIRECTIVE 2008-079).  PIs should contact the R&D office to acquire adequate supplies of the brochure.


15.  Participant Privacy 

Describe how the privacy of participants will be protected.  (Note: privacy is about the person and their rights as opposed to confidentiality, which is about data).  

a) State the location (include building name and room number) where consent will be obtained and where study procedures will be conducted.


16.  Participant Confidentiality

a) How will research data be recorded and maintained?  What safeguards are in place to ensure confidentiality?  (e.g., locking computer, logging off the computer after use, password protected computer access, locked office or storage cabinet)

1. List all data elements that will be collected or maintained electronically (e.g., excel, etc.) or on paper (e.g. names, SSN, meds, labs, etc)?




2. Is VA sensitive research data stored on portable media (all research data that contains information about human subjects and has not been de-identified is considered sensitive research data)?	         

 Yes  No

If yes, then a VA IT Equipment Request form must be completed and approved (found on ETSU IRB website under VA Forms).



3. Will any Protected Health Information be transmitted (e.g., email) or transported outside of VA? 

 Yes  No

If yes, then a VA Data Use and Transfer Agreement form must be completed (found on ETSU IRB website under VA Forms).


b) Who will have access to the research information?

1. Has the staff that will have access to and/or will be working with the data (research information) completed Information Security 201 (one time requirement) and CITI training (annual requirement)?    
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