REPOSITORY INITIAL REVIEW QUESTIONNAIRE (IRQ)


VA Portland Health Care System ( Institutional Review Board ( 503-273-5125 phone ( 503-273-5351 fax
Repository (Data and/or Human Biological Specimens)

Initial Review Questionnaire (IRQ)


	Repository Director:
	     
	ID #:
	     


	Contact Name & Phone #:
	     
	Date:
	     

	Email:
	     

	Repository Title:
	     


Checklist: 
 FORMCHECKBOX 

This completed and signed Repository IRQ
 FORMCHECKBOX 

Repository Standard Operating Procedures (SOP) (See Sample SOP for guidance) 
 FORMCHECKBOX 
 A Conflict of Interest in Research Form for any of the following individuals: PI, Co-PI, study chair, local site PI (if different from main PI) and each co-investigator or sub-investigator who is involved in the repository at the VAPORHCS.
 FORMCHECKBOX 
 Scope of Work forms for each person listed as study staff on the Study Personnel Table. 

Please provide the following information: 
1. The repository will contain the following: 
       FORMCHECKBOX 
 Data only
       FORMCHECKBOX 
 Human biological specimens (HBS) only
       FORMCHECKBOX 
 Data and HBS 
2. For data repositories, the data in the repository will be (select all that apply):
       FORMCHECKBOX 
 N/A – repository is for HBS only (skip to 3) 

 FORMCHECKBOX 
 De-identified 

 FORMCHECKBOX 
 Verified Statistically (i.e. risk that information could be used to identity an individual is very small); OR

 FORMCHECKBOX 
 Verified by Removal of 18 HIPAA identifiers and study code/ID
 FORMCHECKBOX 
 Coded (e.g., direct identifiers removed, study code/ID included, etc.)
 FORMCHECKBOX 
 All Repository staff have key to code; OR
 FORMCHECKBOX 
 Repository PI and/or staff, who are also on the contributing study team, have key to code and are able to link code to subjects; OR

 FORMCHECKBOX 
 Contributing study team, who are NOT also members of the repository staff, are the only ones with the linking code (i.e. the repository will never have the linking code)
 FORMCHECKBOX 
 Identifiable (e.g., names, addresses, dates, etc.)
 FORMCHECKBOX 
 Other: Explain      
If more than one method is selected in 2, please explain:      
2.1. If the data are coded, list who has access to the code:      
3. For HBS repositories, the specimens in the repository will be (select all that apply):
       FORMCHECKBOX 
 N/A – repository is for data only (skip to 4) 

 FORMCHECKBOX 
 De-identified 

 FORMCHECKBOX 
 Verified Statistically (i.e. risk that information could be used to identity an individual is very small); OR

 FORMCHECKBOX 
 Verified by Removal of 18 HIPAA identifiers and study code/ID

 FORMCHECKBOX 
 Coded (e.g., direct identifiers removed, study code/ID included, etc.)
 FORMCHECKBOX 
 All Repository staff have key to code; OR
 FORMCHECKBOX 
 Repository PI and/or staff, who are also on the contributing study team, have key to code and are able to link code to subjects; OR

 FORMCHECKBOX 
 Contributing study team, who are NOT also members of the repository staff, are the only ones with the linking code (i.e. the repository will never have the linking code)
 FORMCHECKBOX 
 Identifiable (e.g., names, addresses, dates, etc.)
 FORMCHECKBOX 
 Other: Explain      
If more than one method is selected in 3, please explain:      
3.1. If the specimens are coded, list who has access to the code:      
4.  For data repositories, the data are (select all that apply):

 FORMCHECKBOX 
 Electronic

 FORMCHECKBOX 
 Hard copy

 FORMCHECKBOX 
 N/A – this is just a biorepository, and there are only samples
5.  List any studies that are already planning to: 
a) Contribute HBS and/or data to the repository      ; and/or 
b) Receive HBS and/or data from the repository      
NOTE: A Data Use Agreement between the Repository Director and Data Recipient(s) is required prior to releasing any repository data. Links to the following DUA templates provided below:

· DUA to Share Data within VAPORHCS
· DUA to Share Data between VA Facilities
· DUA to Share Data with a Non-VA Entity
6.  List who will have direct access to the data/samples within the repository:      
7.  Explain where the samples will be maintained (e.g., building, room number, freezer, etc.):      

 FORMCHECKBOX 
 N/A – not a biorepository
8. Identify the institution and location where any electronic information (for either the data repository or information about the specimens) will be stored (including any databases with electronic data). Select all that apply.


For VA data stored on the VAPORHCS network, a folder must be created for this repository by the VA Research Administration Office, to which your current data must be moved and where all future data must be stored. If such a folder has not already been created for this repository, please indicate below what name you would like the network folder to have, using the naming convention “PI Last Name XXX”, where XXX indicates your brief method of identifying the study (i.e., study acronym, study ID number, etc.). 

	
 FORMCHECKBOX 
   VAPORHCS network folder
 FORMCHECKBOX 
   Folder already exists

Folder Name:      
For new folders, VAPORHCS Network Folder Name:      
For the OHSU or Other location prompts, please be as specific as possible, including network and server names, if possible.

	 FORMCHECKBOX 
 OHSU secured network

Location at OHSU:      


	 FORMCHECKBOX 
   Other institution:       
Location at other institution:      


	 FORMCHECKBOX 
 In a database. If selected, identify the following.

Name of database:      
Where the database resides:      


If separate from a user’s account login, will the file(s) in which electronic data are stored be password protected?  FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO        FORMCHECKBOX 
 N/A – no electronic files maintained for this study
NOTE: Keeping records/data on a computer desktop and/or hard drive does NOT equate to storing the records/data on a server.  Protected Health Information must not be transmitted via email unless data and accompanying passwords or other mechanisms are properly secured. Microsoft Outlook is not a secure form of data transmission, unless information is encrypted.
9. How are data transferred from one location to another?   FORMCHECKBOX 
 N/A – data are not transferred

	Electronic Data Transfer
	Hard Copy Data

	 FORMCHECKBOX 
  Encrypted CD/DVD
	 FORMCHECKBOX 
  FedEx/UPS (with tracking)

	 FORMCHECKBOX 
  E-mail with PKI encryption
	 FORMCHECKBOX 
  Hand-carried by Research Staff (but never taken home)

	 FORMCHECKBOX 
 VA-issued Thumb drive (FIPS compliant)
	 FORMCHECKBOX 
  Other:      

	 FORMCHECKBOX 
 Other:      
	


10. For hardcopy data and records (including ICFs, etc):

a) Identify the building and room # in which hard copy information will be stored:      
b) Also identify all of the following security measures that apply:

	 FORMCHECKBOX 
   locked office
	 FORMCHECKBOX 
   locked file cabinet
	 FORMCHECKBOX 
   other (specify):       


11. Use of Social Security Numbers:

Other than using social security numbers to write progress notes in CPRS and writing social security numbers on consent forms or authorization forms, which of the following will this repository use (check all that apply)?

	 FORMCHECKBOX 
 Real (whole) Social Security Numbers
	 FORMCHECKBOX 
 Last Four Social Security Numbers

	 FORMCHECKBOX 
 Scrambled Social Security Numbers
	 FORMCHECKBOX 
 None of the above


12.  Repository Director and Study Staff
A. List all individuals meeting the following criteria:

· All who work onsite at the VAPORHCS and/or 
· Need access to CPRS patient records and/or 
· Directly interact with VAPORHCS participants and/or 

· See identifiable data of participants enrolled by VAPORHCS investigators. 

	Legal Name
	Study Role
	Will have access to HBS in the repository: 
	Will have access to data in repository:

	     
	Repository Director
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 



NOTE: Each of the individuals above must:
· Complete all personnel forms and training required for an appointment through Research Service (see “Research Appointment Requirements”); 
· Have a VA-paid or Without Compensation appointment at VAPORHCS;
· Be up to date on all applicable VAPORHCS education requirements (for research and for use of VA computers, as needed) listed at http://www.portland.va.gov/Research/training/index.asp. Please direct any questions related to CITI education or other required training to Jennie Boster, extension 57040. 

Repository Director Assurances

1. I will initiate this repository, and any proposed changes, only after receiving written approval from the IRB.

2. I take responsibility for maintaining all required committee approvals for this repository and will submit all required information according to required timelines.

3. I will promptly report any changes in Repository Director or research staff and will obtain written IRB approval prior to implementing those staff changes. If I know I will be absent more than one month, I will notify the IRB at least two months prior and provide a mechanism to assure that the safety and treatment of human subjects will not be compromised.

4. I will obtain from all potential contributing investigators documentation of the required committee approval(s) for their study and a copy of signed informed consent form (ICF) from each participant if the data and/or specimen(s) to be contributed are to be identifiable in some manner. 

5. I will track and maintain information regarding any data and/or specimen(s) received as outlined in the IRB-approved Repository Standard Operating Procedures (SOP).

6. I will obtain from all potential recipient investigators documentation of the required committee approval(s) for their study and determine the adequacy of their request for releasing the data and/or specimens.

7. I will initiate and obtain a Data Use Agreement (DUA) with the recipient investigator prior to releasing any repository data and/or specimens to them, per current VA policy.
8. I will track information for all data and/or specimen(s) released to a recipient investigator as outlined in the IRB-approved Repository SOP. 

9. I am aware of how and to whom to report a suspected or confirmed loss of VA information and I take responsibility for the security of the information and who has access to it.

10. I will submit all unanticipated serious adverse events, unanticipated problems involving risk, all apparent serious or continuing non-compliance, research information security incidences and moderate or major protocol deviations within the reporting timeframe (generally five (5) days of notification, or within 24 hours for major deviations indicating harm.)

11. I will be responsible for the ethical conduct of this repository and for protecting the rights and welfare of the participants whose data and/or specimens are stored by this repository. 

12. I affirm that all responses provided to the IRB are true and that this repository will be conducted according to the information provided here.

My signature below indicates I have reviewed for accuracy and completeness all information submitted in and with this form. It also indicates my assurance that the repository has been and will be maintained and managed as described in the SOP for the repository.
Keep a copy of this form for your records.
___________________________________________________    
___________


Repository Director







Date


Keep a copy of this completed, signed form for your records.
Revised 5/25/16
Revised 8/03/16

