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FULL BOARD RESEARCH SUBMISSION CHECKLIST

1. Submit a brief online application via DASH Research IRB
2. Attach separate Full Board Protocol
3. Attach Investigator(s) Responsibilities/Signatures form

Attach additional document(s), applicable to your study/project:
1. Advertisement/recruitment material
2. All consent form documents
3. Translator’s Declaration, if using non-English consent form(s)
4. Data collection form(s)/CRFs
5. Device marketing approval letter from the FDA/sponsor (e.g., 510(k) approval)
6. Device risk determination (significant vs non-significant risk) from FDA/sponsor
7. Diaries
8. Drug, biologic, or device labeling, package inserts, and/or manufacturer’s instructions
9. Eligibility checklist
10. Focus group script(s)
11. Investigator’s brochure
12. Letters to physicians
13. Patient brochures/instructions
14. Retention material
15. Sponsor or Master protocol
16. Survey(s)/questionnaire(s)
17. Telephone screening script(s)
18. If your study is federally funded, attach a copy of your statement of work or procedures section of your federal grant application
19. If industry sponsored, review IRB Fees page
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