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Once approval has been granted through OHSU IRB-3 to conduct the study at both OHSU and VAPORHCS, please use these directions at the time of continuing review.
Please upload the following documents into eIRB with this Continuing Review submission:

· VA abstract with updated “findings to date” section

· Current protocol for reference unless modifications are being made with this CR event

· VA Conflict of Interest forms for the PI and each Co-PI, study Chair and/or co-investigator/sub-investigator working on this research at the VAPORHCS or on VAPORHCS time
On the eIRB Continuing Review Questionnaire, please take the following additional actions:

1. On the “Continuing Review Form Ethnic/Race Categories Total” page, in questions 5.5, 5.5.2 and 5.5.3, include the VA participants enrolled.
2. On question 5.5.4, please include text that specifically addresses the following:

a. Number of VA participants enrolled since either the initial review or the last continuing review (whichever is most recent).  

b. Total number of VA participants enrolled to date.

c. Number of VA participants withdrawn since the last review (and the reason(s) for withdrawal).

d. Total number of VA participants withdrawn to date.

e. Total number of VA participants enrolled to date in the following categories: fetuses, minors, pregnant women, prisoners, subjects that lack decision-making capacity.

f. A brief summary of the study findings to date. 

3. Provide the following statement in question 5.5.4, that serves as a PI assurance:

“By submitting this continuing review, the PI is providing an assurance that all VA subjects entered onto the master list of subjects for the study completed the informed consent process and, unless the IRB approved a waiver of documentation, signed an informed consent document prior to undergoing any study interactions or interventions.”
4. After the assurance indicated in #3 above, indicate in 5.5.4 the storage location for VA study records and data. If it has not changed from the information that was provided in the VASQ, you must still indicate the specific location. If it has changed, please so state and indicate where the records will now be stored for both hard copy and electronic records.

5. Finally, in 5.5.4, provide a list of the current VA personnel working on this study. 
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