	VA Transition (to Single IRB Review) Questionnaire (VATQ)

VA Portland Health Care System (VAPORHCS) Research Service Office
tel: 503 273-5125 |  fax: 503 273-5351
	[image: ]
OHSU Research Integrity Office 
tel: 503 494-7887 |  fax: 503 346-6808

	This form should be used when the study is already approved by both the VAPORHCS IRB as well as an OHSU IRB, and the investigator now wants to move to a single review by OHSU IRB-3. Please complete & upload a Word version of this form and separately upload the signed signature page. (Note: OHSU and/or VA IRB analysts may ask for additional clarifications beyond what is specified here.)
· All hyperlinks in this document can be activated by pressing “CTRL” + mouse-click.



[bookmark: Text1][bookmark: _GoBack][bookmark: Text285]OHSU eIRB #:      		VAPORHCS IRB ID #:      
Full Title of Study:      	
Principal Investigator (at OHSU):      

Principal Investigator
1.  Is the Principal Investigator at OHSU the same as the PI at the VAPORHCS? 
YES  |_| (skip to 3)		NO  |_|	

[bookmark: Text286]2. If NO to 1, list the PI at the VAPORHCS:      
2.a Will the PI at the VAPORHCS continue to serve in that role? 
[bookmark: Check297]|_| YES
[bookmark: Check298]|_| NO - (The PI at OHSU will also be the PI at the VAPORHCS)
[bookmark: Check299][bookmark: Text297]|_| Other:      

Study Structure
3. Select one of the following to describe the structure of this study:
[bookmark: Check292]|_| “Parallel Study”: The study is conducted independently at both sites, and then data is combined for analysis (i.e., individuals are enrolled at each site, participate only at their home institution, and the study is conducted at both sites in a “parallel” fashion).
[bookmark: Check293]|_| “Hybrid Study”: Due to the expertise and/or available equipment/services, individuals are enrolled at one (or both) institution(s), then walked to the other institution for some (or all) research interventions. Individuals sign consent forms at both institutions.
[bookmark: Check294]|_| “Single Site”: All research activities take place at one institution. However, the funding is administered by the other institution, requiring IRB review at that institution despite the fact that no research activities are conducted there.
[bookmark: Check295][bookmark: Text294]|_| Other. Explain:      



Study Status
4. Please identify the status of the study at both sites:
	VAPORHCS
	OHSU

	[bookmark: Check285]|_| Active, but not yet enrolling
	|_| Active, but not yet enrolling

	[bookmark: Check286]|_| Active, new subjects are being enrolled
	|_| Active, new subjects are being enrolled

	[bookmark: Check287]|_| Closed to enrollment, subjects in follow-up
	|_| Closed to enrollment, subjects in follow-up

	[bookmark: Check288]|_| Closed to enrollment, data analysis only
	|_| Closed to enrollment, data analysis only



[bookmark: Text298]5. How many participants have already been consented at the VAPORHCS?      
[bookmark: Text288]5.a Of those included in question 5, how many have been enrolled/treated at the VAPORHCS?      

[bookmark: Text289]6. How many more participants do you hope to enroll at the VAPORHCS?      

7.  Will the change to having OHSU provide IRB approval for the VAPORHCS change the total number of approved participants currently identified for participation at OHSU in the eIRQ? YES  |_|		NO  |_|	
[bookmark: Text290]7.a If YES to 7, explain how:       



Joint Study Considerations
8.  Because this study will be conducted at both OHSU and VAPORHCS (and possibly other sites), this study is considered to be a multi-site study. All multi-site studies must, under VA regulation, have a coordinating center that is responsible for the management of all study data. Identify the coordinating center for this study:
[bookmark: Check227]|_| VAPORHCS – Complete VA IRQ Appendix M 
(a prior Appendix M completed for the VAPORHCS IRB is acceptable)
[bookmark: Check228]|_| OHSU
[bookmark: Check229][bookmark: Text261]|_| Other (Identify):      

9. Is the protocol identical, word for word, at both the VAPORHCS and OHSU? 
YES  |_| (skip to 10)		NO  |_|	
9.a If NO to 9, merge the two protocols to create a single document and resolve all differences .  Contact the IRB analyst if any of the differences were due to requirements from the two IRBs. Upload the revised protocol with this submission. List and explain, as needed, all differences that were present in the protocols prior to this submission:      

10. VA regulations require that the protocol (or addendum to the protocol) have a section specifically titled “VA Research” which describes the components of the study which will be conducted at the VAPORHCS, and a section titled “Non-VA Research” describing the components conducted at OHSU (and, if applicable, elsewhere). The goal of these sections is to clearly differentiate what is VA research and what is not VA research. For “parallel” studies per question 3, the protocol or addendum must clearly state that all procedures identified in the protocol will take place at both OHSU and the VAPORHCS, and thus all components described in the protocol are VA research.
Identify the page(s) of the protocol that cover the following, or indicate that the information is in an attached protocol addendum:
[bookmark: Text262]VA Research:      
[bookmark: Text263]Non-VA Research:      

 

VA Subject Information
11.  VA sources of subjects (check all that apply): 
[bookmark: Check308]|_|N/A – no more participants will be enrolled for participation in the VA portion of the research (skip to 12)

|_| VA inpatients	
|_| VA outpatients	
|_| Vancouver Campus
|_| Vancouver Nursing Home
|_| Salem CBOC
|_| Bend CBOC
|_| Metro East CBOC
|_| Metro West CBOC
|_| Metro South Annex Clinic
[bookmark: Check296]|_| The Dalles Outreach Clinic
|_| North Coast CBOC
|_| Lincoln County Outreach Clinic
|_| Active Duty Military Personnel1
[bookmark: Check306]|_| VA employees	
	|_| on their VA time2
[bookmark: Check307]	|_| participation will be related to their job duties
[bookmark: Check303]	|_| participation will be approved by the supervisor
[bookmark: Check304]	|_| on their personal, non-work time

Source of specimens
[bookmark: Check305]|_| Receiving specimens/data from a research repository. If selected, submit VA IRQ Appendix G-2, and  identify title, location and ID # (if applicable) of repository:      

1  When the research involves active duty U.S. military personnel, additional safeguard provisions are required. Please see the VAPORHCS IRQ for guidance.
2 When VA employees are participating during their work time, participation should be related to major job duties and supervisor approval is needed. If possible, provide documentation that the supervisor approves participation. In addition, IRB Analysts will contact the union to determine if union approval is needed.
Also note: VA studies may not involve fetuses/human fetal tissue, nor may research involving children or prisoners be conducted by VA investigators while on official VA duty time or at VA approved off-site facilities unless, situation dependent, a waiver has been granted by the Chief Research and Development Officer or approval from the VA facility director is secured.




VA Recruitment Procedures
[bookmark: Text17]12. Please explain in detail the process for identification, referral and/or recruitment of participants to be enrolled through the Portland or Vancouver VAMC.  Clearly indicate whether any of the activities are planned to occur prior to consent.  If applicable, include details on how you intend to use the VA computer systems (i.e., CPRS, pharmacy database, etc), including which system will be used and which information will be collected:      
|_| N/A – no more participants will be enrolled for participation in the VA portion of the research 
(skip to 13)

13.  Will any identifiable information be accessed and/or used prior to informed consent when identifying potential participants to be enrolled through the VAPORHCS?    
|_| N/A – no more participants will be enrolled for participation in the VA portion of the research 
(skip to 14)
[bookmark: Check300]|_| N/A – Waiver of Informed Consent Process will be requested
[bookmark: Check301]|_| YES
[bookmark: Check302]|_| NO	    
If YES, please complete a VA Application for a Waiver of Authorization and Informed Consent Process for Screening/Recruitment Purposes (forms previously completed for the VAPORHCS IRB are acceptable, as long as they remain accurate).

14.  Does this study require contacting potential VA participants by letter or phone for recruitment?	
|_| N/A – no more participants will be enrolled for participation in the VA portion of the research 
(skip to 15)
YES |_|	NO |_| 
[bookmark: Text18]14.a  If YES, please carefully review the VAPORHCS Policy on Recruiting Participants for Research Studies and explain in detail here how contact will occur. If phone calls/letters will be used, attach a copy of each phone script/letter. (Templates are available for the Phone Script and the Recruitment Letter)  Explanation of how contact will occur:      




Differentiating Usual Care from Research
“Usual care” is medical or other treatment or services that a research subject would receive at the VAPORHCS, even if they did not participate in the research study.
15. Does this study involve any “usual care,” such as particular procedures or an arm of the study for those already enrolled or those to be enrolled in the future?  
[bookmark: Check290]|_| N/A – does not apply to the VA portion of the research, as all procedures have been completed for VAPORHCS participants. (skip to 16)
YES |_|     NO |_|
15.a If YES to 15, indicate the individual or entity (e.g., the appropriate research personnel vs. the subject’s health care provider) responsible for relevant aspects of the:
 - Research:      
[bookmark: Text259]- Usual care:      
15.b If YES to 15, indicate in a separate attachment how the subject will be/is able to identify which activity (e.g. treatment or service) is research, and which is usual care, and also how the subject will know who (the researcher or the health care provider) is responsible for the following six items:
1. Explaining potential risks and benefits of the treatment or service to the subject;
2. Providing the treatment or service;
3. Monitoring the treatment or service (as applicable);
4. Defining whether the adverse events result from usual care or research, as applicable;
5. Alerting the subject if there is a problem with the treatment or service (e.g., a newly discovered risk, a product recall, etc.);
6. Documenting the subject’s clinical course while receiving the treatment or service, as applicable.

Investigational Drugs
An investigational drug is a drug or biologic agent that is studied in a clinical investigation. This includes approved drugs to be studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial. Concurrent medications, comparators, or rescue medications used in the investigational trial that are not the drug(s) being studied are not investigational drugs, unless they are not commercially approved or not available through commercial channels. Prescription drugs, over-the-counter drugs, nutritional supplements, herbal preparations, and legend items (items requiring a prescription) used for diagnosis or treatment are considered drugs.

16. Does this study include any investigational drug(s), as defined above?
YES |_|       NO |_| (skip to 17)
16.a If YES, will the transition to review by the OHSU IRB change where the dispensing of drugs will occur? YES |_|       NO |_|
[bookmark: Text293]If YES, explain:      
Note: If all study drugs are to be dispensed at OHSU, even for VA patients, contact the VA Research Pharmacy at x55543 to establish a Memorandum of Understanding. Note that signed consent forms for all VA subjects enrolled will need to be provided to the VA Research Pharmacy.
16.b Will investigational drugs be dispensed through VA Research Pharmacy? YES |_|       NO |_|
 If YES to 16.b, complete and upload the Prescription Authorization Form(s) previously reviewed and approved by the VAPORHCS IRB. In addition, submit the investigator’s brochure(s) any correspondence with the FDA regarding the study that is not already present in the eIRB entry. (Forms previously completed for the VAPORHCS IRB are acceptable.)


Investigational Devices  
17. Does this study include the use of an investigational device?   YES |_|	    NO |_| (skip to 18)
[bookmark: Check291]|_| N/A – does not apply to the VA portion of the research, as all use of investigational device(s) have been completed for VAPORHCS participants. (skip to 18)

[bookmark: Text278]17.a Where will the device be stored?      
[bookmark: Text279]17.b How will the device be secured?      
[bookmark: Text280]17.c Who will have access to the device?      
[bookmark: Text281]17.d Who will be accountable for the device?      
[bookmark: Text282]17.e How will the dispensing of the device be tracked?      
[bookmark: Text283]17.f How will records pertaining to the device be maintained, and where will those records be maintained?      

Privacy and Confidentiality
18. Select which of the following 18 HIPAA identifiers (including dates of study visits) are or will be accessed, collected as data and/or disclosed during the course of this study: 
	[bookmark: Check124]|_|  Names

	[bookmark: Check125]|_|  All geographical subdivisions smaller than a State (i.e., street address, city, county, precinct, zip code, etc) 

	[bookmark: Check126]|_|  All elements of dates (except year) for dates directly related to an individual (including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates indicative of such age.  Note that such ages and elements may be aggregated into a single category of age 90 or older.)

	[bookmark: Check127]|_|  Telephone numbers
	[bookmark: Check134]|_|  Certificate/license numbers

	[bookmark: Check128]|_|  Fax numbers
	[bookmark: Check135]|_|  Vehicle identifiers/serial numbers, incl. license plate numbers

	[bookmark: Check129]|_|  Electronic mail addresses*
	[bookmark: Check136]|_|  Device identifiers and serial numbers

	[bookmark: Check130]|_|  Social security numbers
	[bookmark: Check137]|_|  Web Universal Resource Locators (URLs)

	[bookmark: Check131]|_|  Medical record numbers
	[bookmark: Check138]|_|  Internet Protocol (IP) address numbers

	[bookmark: Check132]|_|  Health plan beneficiary numbers
	[bookmark: Check139]|_|  Biometric identifiers, including finger and voice prints

	[bookmark: Check133]|_|  Account numbers
	[bookmark: Check140]|_|  Full face photographic images and any comparable images

	[bookmark: Check141][bookmark: Text231]|_|  Any other unique identifying number, characteristic, or code.  Identify:       

	[bookmark: Check165]|_| None of the above


*E-mails to patients/participants/research team members cannot contain information that would be considered “VA sensitive,” such as PHI or references to a health concern, unless the e-mail is encrypted. Please consult with the VAPORHCS Privacy Officer if there are questions regarding this requirement.



19. Indicate the source(s) from which you are or will be obtaining health information:  	
	|_|	|_|
	Physician/clinic records
	|_|
	VISTA Computer Hospital/medical records (in & out patients)

	|_|
	Lab, pathology and/or radiology results
	|_|
	Mental Health records 

	|_|
	Biological specimen(s) obtained from the subject(s).  
	|_|
	Data previously collected for research purposes

	|_|
	Interviews/Questionnaires
	|_|
	Billing records

	|_|
	CHIPs Database 
	|_|
	Data or Specimen Repository

	[bookmark: Check36]|_|
	[bookmark: Text79]Other (specify here):       

	[bookmark: Check166]|_|
	None of the above


If question 18 and 19 are both answered “None of the above”, skip to question 21.

[bookmark: Text238]20. The combination of identifiers (per question 18) and health information (per question 19) is known as protected health information (PHI).  Justify why the elements of PHI that you have indicated in the questions above are the minimum necessary to conduct the research and can’t be further reduced:       

21.  PHI Sharing: Indicate if PHI may be disclosed during the course of the research study to any of the following.
	[bookmark: Check27]|_|   Coordinating Center
	[bookmark: Check29]|_|   Consultants
	[bookmark: Check28]|_|   Statistician(s)

	[bookmark: Check31]|_|   Data, Tissue, Specimen Repository(ies)
	[bookmark: Check30]|_|   VHA Researchers not included as study personnel
	[bookmark: Check49][bookmark: Text83]|_|   Non-VHA Researchers (specify):       

	[bookmark: Check47]|_|   Sponsor
	[bookmark: Check48]|_|   Data Monitoring Committee
	[bookmark: Check32]|_|   Publication(s)

	[bookmark: Check34]|_|   Other Research Laboratory(ies)
	|_|   None (PHI will not be shared)


NOTE:  If these individuals are not noted as research team members and/or are not VA employees, you must obtain permission for this from the patient in the text of the informed consent document/authorization.

[bookmark: Text234]21.a  State specifically which elements of PHI (health information + any of the 18 HIPAA identifiers) are or will be disclosed to the individuals identified in question 21. (Note: dates of study visits are HIPAA identifiers):       
[bookmark: Text235]21.b State specifically when the sharing of PHI elements will occur:      
[bookmark: Text236]21.c State specifically who will receive elements of PHI and why:      




22. Studies which include identifiable data/information that are or will be disclosed, stored or shared outside of the VAPORHCS (except with the study sponsor) must include language regarding the transfer of ownership of the data in the protocol, informed consent form and HIPAA authorization.  No data may be shared, stored or disclosed outside the VAPORHCS prior to a properly worded informed consent form and HIPAA authorization being signed by a participant.  If there is a Waiver of Informed Consent (either a waiver of documentation or a waiver of the informed consent process), identifiable data are not allowed outside of the VAPORHCS.  
(1) |_|  – Language has been included in the protocol, informed consent form and HIPAA authorization regarding the transfer of ownership of VA sensitive data to all entities and/or individuals.
(2) |_|  – There is a Waiver of Informed Consent (for documentation or process), so identifiable data are not shared (except with the study sponsor, if indicated in question 21 above).  
[bookmark: Check282](3) |_| N/A – no identifiable health information/research data is disclosed outside the research team (i.e., it will never leave the VAPORHCS in any form).

23. If any identifiable research data/information are or will be transferred outside of the VAPORHCS:
Have you obtained a copy of the spreadsheet to track such disclosures from the research office website? [Note: you must retain a complete record (either original or copy if electronic) of the disclosed information at the VAPORHCS. The method of transfer is covered in the next question]. 
YES |_|     NO |_|       N/A (not disclosing identifiable data outside VAPORHCS, skip to 25) |_|

23.a. Describe the type of health information/research data/forms that are used and stored outside the VAPORHCS (for example consent forms, case report forms, lab results, etc.):       

24. How are the data/forms transferred from one location to another during the course of this study? 
	Electronic Data Transfer
	Hard Copy Data

	|_|  E-mail with PKI encryption
	|_|  FedEx/UPS (with tracking)

	|_|  Encrypted CD/DVD
	|_|  Hand-carried by Research Staff (but never taken home)

	|_| VA-issued Thumb drive (FIPS compliant)
	|_|  Other:      

	|_| Other:      
	[bookmark: Check284]|_| N/A – no data transferred to a different location





25. Identify the institution and location where any electronic data are or will be stored (including any 5databases with electronic data). For VA data stored on the VAPORHCS network, if it has not done so already, a folder will be created for this study by the VA Research Office. Please either provide the folder name previously supplied by the VA research office, or explain 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.). For the OHSU “location” prompt, please be as specific as possible, including network and server names if possible.
	|_|   VAPORHCS network folder
[bookmark: Text284]VAPORHCS Network Folder Name:      

	|_| OHSU secured network
Location at OHSU:      

	|_|   other institution:       
Location:      

	[bookmark: Check283]Separate from a user’s account login, are/will the file(s) in which electronic data are stored be password protected?  YES |_|     NO  |_|

	[bookmark: Check235]|_| In a database. If selected, identify the following.
Name of database:      
[bookmark: Text264]Where the database resides:      


(NOTE: Keeping data on a computer desktop and/or hard drive does NOT equate to storing the data on a server.  Protected Health Information must not be transmitted via e-mail 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.) 

26. For hardcopy data:
	A. Identify the building and room # in which hard copy information are/will be stored:      
	B. Also identify all of the following security measures that apply:
	|_|   locked office
	|_|   locked file cabinet
	|_|   other (specify):       




Use of Social Security Numbers
27. Indicate what form of social security numbers (SSNs) this study uses other than to enter progress notes in CPRS and/or write them on consent and/or authorization forms:
[bookmark: Check223]a. |_| Real social security numbers
[bookmark: Check224]b. |_| Scrambled social security numbers
[bookmark: Check225]c. |_| Last four digits of social security numbers
[bookmark: Check226]d. |_| None of the above
27.1 If you selected 27. a, b or c, please explain the security measures that are or will be used to protect instances of the social security numbers embedded in the study. (Do not include instances where the SSN is written on the consent form or HIPAA authorization.)      
27.2 Is the use of Social Security numbers as identified above required to meet the specific aims of the research project? YES |_|	NO |_|	
27.3 Is the use of Social Security numbers as identified above required to enter information into the subject’s health records? YES |_|	NO |_|	


Special Instructions 
· Any VA IRQ Appendices that apply to the study as it will be conducted once approved by the OHSU IRB should be submitted as stand-alone documents in eIRB. Forms previously completed for the VAPORHCS IRB are acceptable. This may include any of the following: 
· VA IRQ Appendix A - if vulnerable populations are recruited
· VA IRQ Appendix B - if participants are paid
· VA IRQ Appendix D and VA Form 10-9012 - if the study involves a drug, nutritional supplement, etc.
· VA IRQ Appendix F - if the study involves radiation
· VA IRQ Appendix G-1 or G-2 - if the study involves human biological specimens
· VA IRQ Appendix N - to help clearly distinguish between VA activities and OHSU activities/research on the study
· Consent Forms: Upload the VA consent form that you propose to use for future enrollment of participants in the VA portion of the research. Note that the VA consent form should only make reference to procedures performed outside the VAPORHCS in passing and indicate that there will be a separate consent form with detailed information about the activities which will occur at that site.  If enrollment is closed, upload the most recent VA IRB-approved consent forms. If the VA portion of the research does not have a consent form, please upload the VA IRB-approved waiver form(s).
· Investigator Assurances: Please upload the signed assurances page from the VA IRB-approved IRQ.
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