Application to Establish a Research Data Repository

Instructions:  Complete this application if your protocol will establish a research data repository.
	Principal Investigator:  
	Date:       

	Repository Administrator:       

	Protocol Title:       

	PI e-mail:       


	General Questions

	1. Purpose of data repository (e.g., re-contact database, data warehouse, facilitate future research protocols, etc.):        

	1. Type of research repository:     FORMCHECKBOX 
 Data         FORMCHECKBOX 
 Both data & human specimens
 FORMCHECKBOX 
 Human biological specimens  (list type of specimen(s):       )

	2. If human biological specimens are to be collected, where will the specimens be stored?    FORMCHECKBOX 
 N/A
     

	3. Collected data and/or specimens will be (check all that apply):  
 FORMCHECKBOX 
 De-identified (anonymous, no code)      FORMCHECKBOX 
 Identified       FORMCHECKBOX 
 Coded  

	4. If data and/or specimens are identifiable and/or coded:   FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Participants will sign an IRB-approved informed consent and a HIPAA authorization.

 FORMCHECKBOX 
 We request that informed consent and HIPAA authorization be waived.


	Requirements (VHA Handbook 1200.12)
	Comments

	1. Are the principal investigator (PI) and research repository administrator identified by name?  One individual may assume both roles.   An investigator under a WOC or IPA appointment may not serve as the sole administrator of a VA data repository.
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	2. Is the research data repository physically located within the space owned or leased by the Durham VAMC?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	3. Has the research repository administrator provided standard operating procedures (SOPs) that address the following items?

	a. The administrative structure of the research data repository (e.g., roles of the repository administrator, information technology specialist, data repository specialist, etc.)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	b. Requiring and maintaining copies of protocols and IRB and R&D Committee approvals for studies accessing the repository
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	c. Maintaining records (e.g., who is responsible for maintaining records and how the records will be maintained)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	d. Establishing a Scientific Oversight Committee and an Ethics Oversight Committee (one committee that performs both functions may be created)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	e. Identifying and managing conflict of interest (e.g., COI of the investigator, research repository administrator, or any other key personnel)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	f. Reviewing requests to access data 
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	g. Releasing data from the research data repository 
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	h. Drafting and finalizing access agreements (i.e., combined Data Use or Data Transfer Agreement [DUA-DTA])
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	i. Tracking data flow (e.g., contributions and withdrawals of data and/or specimens from the repository)
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	j. Re-using data, including who may approve the reuse
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	k. Verifying approval of the research by the IRB(s) if the request is for identifiable data, and R&D Committee(s) of record for the investigator(s) who is requesting the data
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	l. Ensuring data in the repository are stored and secured according to VA requirements
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	m. Destruction or transfer of data due to the research data repository’s termination
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	n. Ensuring the privacy of subjects and the confidentiality of the data in the research data repository
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	o. Disclosure to subjects and conditions under which disclosure is or is not allowed
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     

	p. Reporting all privacy and security incidents as required by the Durham VAMC
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	     


Assurances:

 FORMCHECKBOX 
 The Research Office has Research Scopes of Practice for all research team members with a Durham VAMC appointment (VA paid, WOC, or IPA) and that all Durham VAMC appointees work within their research scope of practice and/or hospital privileges.

 FORMCHECKBOX 
 I will consult the Privacy Officer if I receive a request for information from a non-VA investigator.  
 FORMCHECKBOX 
 No research involving data repositories will be initiated without first obtaining IRB and R&D Approval of individual research projects, and that the repository’s administrator (i.e. the investigator who created the database) must then approve or disapprove.
 FORMCHECKBOX 
 If I leave VA, all research records, data, and data in repositories must remain at VA and under VA control and that the data may not be copied or removed unless all requirements for use of VA data by non-VA investigators are met.  

 FORMCHECKBOX 
 I will terminate the research data repository only under the direction of the IRB or R&D Committee.  
_________________________________


____________________
Investigator Signature





Date

For IRB Use Only ( FORMCHECKBOX 
 Not applicable)
	1. Will the repository be used for research, defined as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge?”     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    


	2. If this project is research, does it involve human subjects?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

The project involves human subjects if either statement is true:

· Information will be gathered about living individuals through intervention or interaction.

· Any information gathered is private and identifiable.


	3. If this project is human subjects research, is it exempt from IRB review?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If exempt, skip to question 5.


	4. The research data repository’s written SOPs address the following subjects:

a. A description and policies and procedures for scientific and ethics oversight committees:          FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

b. The physical location of the research data repository:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

c. Who is responsible for maintaining records and how records will be maintained:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

d. Reporting requirements:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

e. Whether the data will be identifiable, coded, or de-identified:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

f. Policies and procedures for reviewing requests to access data and releasing data from the repository:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

g. Mechanisms for verifying approval of the research by the IRB and/or R&DC of record for the recipient investigator:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

h. Administrative activities, such as training and supervising employees:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

i. Conflict of interest:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

j. Tracking of data:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

k. Reuse of data including who may approve the reuse:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

l. Disclosure to subjects and conditions under which disclosure is or is not allowed:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

m. Destruction of data due to the repository’s termination:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

n. Access agreements (i.e., Combined DUA-DTA):   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

o. Security and oversight:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	5. Recommend Action:

 FORMCHECKBOX 
 IRB exempt (not human subjects research; defer to R&DC for review and approval)
 FORMCHECKBOX 
 Approve without modifications
 FORMCHECKBOX 
 Approve with minor modifications (contingent approval):  Describe in Comments section.
 FORMCHECKBOX 
 Defer (Defer pending receipt of additional information):  Describe in Comments section.
 FORMCHECKBOX 
 Table (Requires substantive changes):  Describe in Comments section.
 FORMCHECKBOX 
 Disapprove.  Describe in Comments section.

	6. Comments:  

	IRB Reviewer Signature:                                                                   Date:  


For R&D Use Only ( FORMCHECKBOX 
 Not applicable)
	1. Concur with the IRB’s assessment:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Not applicable
2. If no, why?: 
3. The research data repository’s written SOPs address the following subjects:

1. A description and policies & procedures for scientific & ethics oversight committees:
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

2. The physical location of the research data repository:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

3. Who is responsible for maintaining records and how records will be maintained:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

4. Reporting requirements:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

5. Whether the data will be identifiable, coded, or de-identified:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

6. Policies and procedures for reviewing requests to access data and releasing data from the repository:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

7. Mechanisms for verifying approval of the research by the IRB and/or R&DC of record for the recipient investigator:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

8. Administrative activities, such as training and supervising employees:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

9. Conflict of interest:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

10. Tracking of data:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

11. Reuse of data including who may approve the reuse:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

12. Disclosure to subjects and conditions under which disclosure is or is not allowed:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

13. Destruction of data due to the repository’s termination:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

14. Access agreements (i.e., Combined DUA-DTA):   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

15. Security and oversight:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	4. Recommend Action:

 FORMCHECKBOX 
 Approve without modifications
 FORMCHECKBOX 
 Approve with minor modifications (contingent approval):  Describe in Comments section.
 FORMCHECKBOX 
 Defer (Defer pending receipt of additional information):  Describe in Comments section.
 FORMCHECKBOX 
 Table (Requires substantive changes):  Describe in Comments section.
 FORMCHECKBOX 
 Disapprove.  Describe in Comments section.

	5. Comments:  


	R&D Reviewer Signature:                                                                   Date:  
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