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Non-Exempt Initial Submission Checklist
Version: 8/11/2026
Purpose
An IRB submission requires different materials for review depending on the study procedures, population, review pathway (exempt vs. non-exempt) and other details. This checklist is a tool to help researchers identify the materials that need to be completed and submitted for non-exempt review including expedited or full board review. 
Instructions: 
· Use this checklist to identify the materials needed for expedited and full board research. 
· If you are unsure which type of application to submit, review our Initial Review - Getting Started page and our Exempt Self-Assessment Tool.
· If you are submitting an Exempt Determination Application, use the Exempt Submission Checklist instead.  
· Submit all protocol materials through the Research Administration Portal (RAP). 
Required Materials (these items are always required):
· Initial Review Application 
· Research Plan (note: grant applications or excerpts from a grant will not be accepted as a Research Plan). See our Research Plan Template and our Research Plan Guidance for more information.
Appendices (required when applicable): 
· Appendix A – Drugs & Other Substances (required if the study specifies the use of an approved drug or biologic, uses an unapproved drug or biologic, or uses a food or dietary supplement to diagnose, cure, treat, or mitigate a disease or condition)
· Appendix B - Investigational Device (required if the study evaluates the safety or effectiveness of a device or uses a humanitarian use device (HUD))
· Appendix C - Ionizing Radiation (required if the research involves ionizing radiation that is solely for the purpose of the research or affects standard of care ionizing radiation participants will receive)
· Appendix D - HIPAA (required if accessing, using or disclosing individually identifiable Protected Health Information for research purposes). See our HIPAA webpage for more information. 
· Appendix E - Research Involving Genetic Information / Tests (required when research involves genetic tests and/or information). See our Genetic Research webpage for more information.


Supplemental Materials (required when applicable):  
· Human Subject Conflict of Interest (COI) Form (only submit for those individuals with a potential conflict identified on the form)
· For funded or sponsored research: 
· Funding and Sponsorship Form
· A copy of the grant proposal that describes the human subjects activities (you may need to get this from the EPCS record)
· Recruitment Materials: Emails, letters, scripts, flyers, posters, brochures, etc. (required if used)
· Screening materials or scripts (required if used)
· Informed Consent Materials (required unless consent waiver is requested with justification). See the informed consent webpage, informed consent template, and informed consent guidance. 
· Assent Materials (required if including children or adults who lack capacity to consent to research unless assent waiver is requested with justification). See the children in research webpage, the assent templates (for ages 7-11 and for ages 12-17) and the Assent Guidance. 
· Debriefing Materials / Script (required if the study involves deception)
· Debriefing Approval from Participant Pool HS Coordinator (required if recruiting subjects from one of the UO Participant Pools)
· HIPAA Authorization (if HIPAA applies and a HIPAA waiver has not been requested)
· Data Collection Materials (questionnaires, surveys, data collection forms, focus group/interview scripts, etc.) – required if used
· Data Safety Monitoring Plan (only needed for greater than minimal risk studies if the details are not in the Research Plan or when funder requires one)
· Data Safety Monitoring Board/Committee information (required for phase III trials funded by NIH, large multi-site trials when required by the funder and greater than minimal risk research if required by IRB)
· Permissions, support letters, and other approval documentation as applicable. Visit the Permissions and Approvals guidance page for more information.
· Clearance or approval documentation from applicable UO Environmental Health and Safety oversight/inspection (required when using or handling human biospecimens)
· For NIH funded studies: Data Management and Sharing Plan if required by grant
Collaboration Materials (required when applicable): 
If working with collaborators external to the UO, the materials you submit will depend on their institutional affiliation. See the Collaborations and Reliance Agreements webpage including the Collaborations Flowchart. 
· If the external researcher is not affiliated with an institution with a Federal-Wide Assurance (FWA):  
· External Research Personnel Spreadsheet
· Individual Investigator Agreements (IIAs)
· Documentation of CITI or alternative ethics training
· If the external researcher is affiliated with an institution with a Federal-Wide Assurance (FWA), and UO will be the single IRB of record (sIRB):
· Reliance Request Form – UO Reviewing 
· Relying Site Survey (required for each participating site)
· If the external researcher is affiliated with an institution with a Federal-Wide Assurance (FWA), and the other institution will be the single IRB of record (sIRB):
· Reliance Request Form – UO Relying 
· If external researcher is affiliated with an institution with a Federal-Wide Assurance (FWA), and each institution will do their own review:
· Approval letter from other institution(s)
Items Investigators Should Develop as Part of Conducting Ethical Research:
These items generally do not need to be submitted to RCS with the application but should be maintained by the research team as part of the research records.
· Data Use Agreement(s)
· Some permissions, support letters, and other approval documentation as applicable. Visit the Permissions and Approvals guidance page for more information.
· Release Form for Translators and Transcribers	
Suggestions and Tips:
· Contact Research Compliance Services (RCS) at ResearchCompliance@uoregon.edu or 541-346-2510 with questions.
· For assistance with terminology, see our Definitions for Human Subjects Research webpage. 
· Additional information and resources are available on the RCS website: Human Subjects Applications, Forms and Guidance. 
· RAP specific guidance can also be found in our RAP Guidance Library, including Attachments - Instructions on where to attach study materials.
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