Application to Use Data from a Data Repository

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

	Repository Administrator:       

	Protocol Title:       

	PI e-mail:       


1. Describe the source(s) of data (e.g., research subjects, research or non-research data repositories, publicly available data, VA or non-VA source, etc.).  If applicable, include the location of the repository, the title of the repository, and if it is a Durham VAMC repository, the MIRB number:        

2. Were the data collected for research purposes?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes:
2a. Did the original consent and HIPAA authorization address reuse of data?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
2b. Is the reuse consistent with the original consent and HIPAA authorization under which they were collected?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
2c. If possible, please attach a copy of the original approved informed consent and HIPAA Authorization.   FORMCHECKBOX 
 Not available, please explain:       
Note:  If the proposed use is not consistent with the original consent or if the original consent did not address reuse of data, the IRB must specifically approve the proposed reuse.  Reuse may be approved where:

(a) The subjects must again provide consent and a new HIPAA authorization obtained; or 

(b) The subject's name SSN, scrambled SSN or date of birth are not used plus all criteria are met to waive informed consent and waive HIPAA authorization; or 

(c) The research is exempt from IRB review and the criteria for waiver of HIPAA authorization have been met; or 

(d) The data are de-identified prior to use (including removal of codes that could be used to re-identify data). 

3. Were the data collected for administrative or clinical reasons?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes:

3a. Do the guidelines under which the data were collected allow for storage in a specific data repository and reuse for research purposes?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

3b. Do the administrative policies and procedures for the data repository allow for use of the data for research purposes?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes:
3c.Does the policy/procedure allow for data to be (check all that apply): 

 FORMCHECKBOX 
 identified   FORMCHECKBOX 
 de-identified   FORMCHECKBOX 
 coded 

4. Describe the type of data (identified, coded, or de-identified) and include what protected health information (PHI) will be obtained.  If the data are identified or coded, provide a justification for use of this type of data.  
     
5. Will this project require the use of real SSNs?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
5a. If yes, provide justification for use of real SSNs:        

6. List all locations where the data are to be stored, accessed, or used including servers, desktop personal computers, laptops, non-VA locations, or portable media. NOTE: The subject’s contact information including name, address, SSN, and phone number need to be maintained in a separate file at the VA and be linked with the remainder of the subject’s data only when it is necessary to conduct the research. 
     
7. Will you need to copy data from a secure VA server and transmit or transport data to other locations?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   
7a. If yes, describe how this will be accomplished:       
8. Do you plan to contact, re-contact, or recruit the patients or individuals for further information, or to recruit them for any other research project?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
8a. If yes, describe:       
9. Describe how the privacy of subjects associated with the data and data confidentiality will be maintained:  
     
10. If applicable, describe plans to store data in this repository for future research.  Note that the protocol must describe the repository in which they are to be maintained, its location, and its security measures:  
     
11. If applicable, describe plans to share data with other researchers (VA and non-VA) and include procedures you will use to document/track with whom/when/how the data were shared:   

     
12. Describe plans for data destruction:  
      

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, as well as the approval of the data repository’s administrator (i.e. the investigator who created the database)   A DUA-DTA, if required, will be completed prior to obtaining or releasing repository data.
 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 responsible for the oversight of the repository.  
_________________________________


____________________
Investigator Signature





Date

For IRB Use Only ( FORMCHECKBOX 
 Not applicable)
	1. Will data from 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 yes, skip to question 5.


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

a. A description and policies & procedures for scientific & 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. The IRB approves the proposed reuse of data because:

 FORMCHECKBOX 
 Not applicable (e.g., not human subjects research / exempt from IRB review)
 FORMCHECKBOX 
 Data were collected during the conduct of a previous research protocol and the reuse is consistent with the original informed consent. 

--OR--
The IRB approves reuse where:

 FORMCHECKBOX 
 The subjects must again provide consent and a new HIPAA authorization obtained; or 

 FORMCHECKBOX 
 The subject's name SSN, scrambled SSN or date of birth are not used plus all criteria are met to waive informed consent and waive HIPAA authorization; or 

 FORMCHECKBOX 
 The data are de-identified prior to use. 

	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:

a. A description and policies & procedures for scientific & 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
4. The R&D approves the proposed reuse of data because:

 FORMCHECKBOX 
 Data were collected during the conduct of a previous research protocol and the reuse is consistent with the original informed consent. 

--OR--

The R&D approves reuse where:

 FORMCHECKBOX 
 The subjects must again provide consent and a new HIPAA authorization obtained; or 

 FORMCHECKBOX 
 The subject's name SSN, scrambled SSN or date of birth are not used plus all criteria are met to waive informed consent and waive HIPAA authorization; or 

 FORMCHECKBOX 
 The research is exempt from IRB review and the criteria for waiver of HIPAA authorization have been met; or 

       FORMCHECKBOX 
 The data are de-identified prior to use.


	5. Comments:       


	R&D Reviewer Signature:

	Date:




	Investigator:   STYLEREF "PI Name" 
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