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The Backstory: 
• Research done at both OHSU and PVAMC 

have, for the last twelve years, required review 
by the IRBs at both institutions. 

• This involves two IRB submissions, and 
differing submission requirements. 
 

• In July 2009, OCTRI decided to hire someone 
to spearhead the initiative to establish a 
mechanism for single review of joint studies. 
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• A Memorandum of Understanding has been 
signed by OHSU and PVAMC (and blessed by 
lawyers and others far and wide…) 

• Forms have been created 
• Procedures have been developed 
• A study has been piloted through the review 

process 

2 ½ Years Later: 
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• Studies that will be (or are) conducted at both 
institutions. 
– VA research is research conducted at the VA, using 

VA resources, or on VA time. 
– Recruiting at the VA is VA research 
– Incidentally enrolling a veteran through a study at 

OHSU (without going through the VA at all) is not 
VA research. 

Which studies are eligible? 
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• New studies – submit for both institutions at 
the time of initial submissions (indicate “VA” 
in eIRB, and submit VA supplemental forms at 
the same time as the rest of the submission). 

• Ongoing Studies 
– Studies currently open at both VA & OHSU – 

submit modification to OHSU to “add” VA, obtain 
jIRB approval, “close” study through VA IRB 

– Studies open at OHSU, adding VA as a site (not 
currently open at VA) – submit a modification to 
add VA. 

When Do I Submit? 
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• A single eIRB submission (but with some 
additional forms) 

• Review by a single IRB (IRB-3), and 
correspondence from only that IRB 

• A quicker turnaround to getting started at 
both institutions (hopefully) 

What you can expect 
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• Additional VA forms (currently in Word 
format) that get uploaded into eIRB 

• Submission of a VA Consent 
• Submission of a VA Authorization 
• Requirements to meet VA policies for the VA 

portion of the research 

How it’s Different from a “Normal” OHSU Submission: 



3181 SW Sam Jackson Park Road , L106-RI  
Portland, OR 97239 
P: 503.494.7887 
www.ohsu.edu/researchintegrity 
 

• VA regulations require that the protocol 
differentiate VA Research from non-VA 
Research – may be in a protocol addendum. 

• Need to differentiate what’s done on VA time 
vs. non-VA time. 

• Follow VA Consent Template – do not simply 
paste in OHSU consent language. 

• You will need to meet VA policies for the VA 
research – guidance and pointers are in VA 
forms. 
 

Some Things to Keep in Mind 
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• Enrolling non-veterans in the VA portion of the 
research (at the VA, using VA resources, on VA time) 
must be justified and approved by the IRB. 

• No cold calls/letters to potential VA participants. 
• Banking of VA specimens must be at the VA, or 

obtain VA Central Office permission. 
• VA is protective of its data – follow VA forms for 

guidance. 
• Must retain research data indefinitely (until we hear 

otherwise). 

 
 

VA Policies  
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• Submit (or have) study in eIRB 
• Go to the VA Research Office website: 

http://www.portland.va.gov/research/ 
• Under Committees/IRB or HRPP, select the 

joint IRB tab 
• READ the guidance(psssst! – this is 

important!) 

So What’s Really Needed? 
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 OHSU PPQ (if new) 
 VA Proposed Project Questionnaire (PPQ) 
 VA abstract with headings prompted in the VA PPQ 
 VA Supplemental Questionnaire (VASQ) 
 VA Scope of Work Forms for each individual working on 

the VA research 
 VA IRQ Appendices, as prompted 
 VA Consent & VA Authorization (separately) 

 
 Follow the guidance on the “Preparing a Combined VA-

OHSU Submission” 

Submit these in addition to eIRB forms 
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VASQ 
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VA Consent 
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Appendix L – Scope of Work 
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• Submit materials in eIRB 
• Study gets a full pre-review by IRB Analysts at both 

institutions – expect communications with them 
requesting changes, corrections, etc. 

• When the material is ready AND there’s room on an 
IRB-3 agenda, it will be reviewed by the IRB. 

• Single set of correspondence which includes changes 
requested for either institution will go to Research 
Team 

What’s the Process? 
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• Can receive approval from the institutions at 
different times – read correspondence 
carefully 

• Review by additional VA Committees (such as 
the PO/ISO/R&DC) will take place 
automatically 

• Once approval by all required bodies in place, 
final approval will be generated and sent out 
via eIRB 
– VA consent will be made available, etc. 

Process, cont’d 
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• We’re still working out the kinks 
• Ask questions up front 
 
• Who to contact: 

– Questions about completing VA forms: 
• Shari Maier, 503-220-8262, x54503, Shari.Maier@va.gov 

– Questions about Agenda Availability/IRB Process: 
• Trish Lindstrom, 503-494-1021, Lindstrp@ohsu.edu 

– Feedback/Questions on VA Forms, Policies: 
• Sola Whitehead, 503-402-2885, Sola.Whitehead@va.gov  

Closing Thoughts 
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Mark your 
calendars! 
 

Next Brown Bag Session is 
Consent Form Writing  with 

Wendy Doggett 
June 28th in MacDonald 

Auditorium 
“A well-written consent form 

significantly increases the 
efficiency of IRB review.” 

 
Visit our website for more 

information:  
www.ohsu.edu/researchintegrity 
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