Checklist for Submitting A New Human Subjects Study

Reminder: Always get the most recent of each of these forms from the Research Service Website at http://www.portland.va.gov/Research/piservices/rd_forms.asp#alphabetical
Items in bold are possible separate hard copy materials that need to be submitted (as opposed to checking on how a question is answered.) Starred materials (*) are required.

____PPQ*

____ Question 9 (conflict of interest) answered “yes”?



____Conflict of Interest form attached?

____ Abstract* e-mailed to Research.Grants@va.gov
____Initial Review Questionnaire*

____ Completed?


____ Assurances signed?


____ Vulnerable subjects indicated in question 10?



____ Appendix A attached?


____ Question 12.B (accessing PHI prior to consent) answered “yes”?



____ Waiver for Screening/Recruitment attached?


____ Ads/Recruitment materials used (questions 13A-C)?



____ Ads/recruitment materials attached?


____ Question 14 indicates study will obtain informed consent?



____ Informed consent form and HIPAA authorization attached?


____ Question 14 indicates no informed consent will be obtained?



____ Waiver of Consent/Authorization Process form attached?


OR:
____ Waiver of Consent/Authorization Documentation form attached?


____ Question 17 (payment) answered “yes”?



____ Appendix B attached?

____ Question 19 (investigational drugs) answered “yes”?



____ Appendix C attached?



____ 10-9012 for each drug attached?



____ FDA form 1572?


____ Prescription Authorization form attached?


____ Investigators Brochure/Package Insert for each drug?


____ Question 20 (dietary supplements) answered “yes”?



____ Appendix D attached?



____ 10-9012 attached?


____ Question 21 (investigational devices) answered “yes”?



____ Appendix E attached?



____ Sponsor/Manufacturer Information attached?


____ Question 22 (radiation) answered “yes”?



____ Appendix F attached?


____ Question 23 (human biological specimens) answered “yes”?



____ Appendix G-1 or G-2 attached?



____ ORD waiver needed per appendix G-2?

____ Question 3 indicates multi-site study or question 26 answered “no”?



____ Appendix K-2 attached?


____ Appendix K-1* attached?

____ Question 28 indicates use of audio/videotapes or photos?



____ Appendix H attached?



____ Consent for Picture/Voice attached?


____ Question 37.A or C indicates need for Data Use Agreement or Data Transfer Agreement?



____ DUA /DTA attached?


____ Question 37.C.(6)(a) or (7) indicates disclosure of coded information?


____ Appendix I attached?


____ Question 37.C.(6)(a) or (7) indicates disclosure of deidentified information?



____ Appendix J attached?


____ Question 42.A. indicates “Pathology”?


____ Dr. Nichols signed?


____ All staff identified in question 43 have completed all required education components, including VA privacy web training and CITI?


____ Appendix L* completed, signed and submitted for each person listed in question 43?

____ Protocol*
If the study will also be conducted at OHSU/funding administered by OHSU:

____ OHSU PPQ
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