Department of Medicine (DOM) IRB Pre-Review Checklist
Scientific and Quality Review Prior to HRPP/IRB Submission
Study Title: ___________________________________________
Principal Investigator (PI): _______________________________
Division: ______________________________________________
Reviewer: _____________________________________________
PORF Signatory: ________________________________________
Date of Review: ________________________________________
1. Regulatory & Administrative Completeness
	Review Item
	Yes
	No
	N/A

	IRB application is complete and all required sections are populated
	☐
	☐
	☐

	Study team members are accurately listed and consistent across all documents
	☐
	☐
	☐

	All required documents are included (Protocol, Consent Forms, Recruitment Materials, Investigator Brochure if applicable)
	☐
	☐
	☐

	Document version numbers and dates are consistent across all materials
	☐
	☐
	☐

	All research locations are identified
	☐
	☐
	☐

	Funding source(s) or unfunded status is documented
	☐
	☐
	☐

	IRB review category (Exempt, Expedited, Full Board) is identified
	☐
	☐
	☐


2. Training, Compliance & Conflict of Interest
	Review Item
	Yes
	No
	N/A

	All study personnel have current Human Subjects/CITI training
	☐
	☐
	☐

	Good Clinical Practice (GCP) training completed, if applicable
	☐
	☐
	☐

	Financial Conflict of Interest (FCOI) disclosures are current
	☐
	☐
	☐

	Investigators' financial interests related to the project have been disclosed
	☐
	☐
	☐

	Required FCOI training has been completed
	☐
	☐
	☐


3. Scientific & Protocol Review
	Review Item
	Yes
	No
	N/A

	Study objectives and scientific rationale are clearly described
	☐
	☐
	☐

	Study design and endpoints are clearly defined
	☐
	☐
	☐

	Inclusion and exclusion criteria are appropriate and clearly stated
	☐
	☐
	☐

	Study procedures are adequately described
	☐
	☐
	☐

	Protocol appears complete and internally consistent
	☐
	☐
	☐

	Protocol aligns with the IRB application and supporting documents
	☐
	☐
	☐

	Study instruments, assessments, surveys, tests, or questionnaires are included, if applicable
	☐
	☐
	☐


4. Informed Consent and Participant Protection
	Review Item
	Yes
	No
	N/A

	Consent form is consistent with the protocol
	☐
	☐
	☐

	Risks, benefits, and study procedures are clearly described
	☐
	☐
	☐

	Confidentiality and privacy protections are adequately described
	☐
	☐
	☐

	Compensation/payment information is included and accurate
	☐
	☐
	☐

	Required consent elements are present
	☐
	☐
	☐

	Assent form is included when enrolling children or other applicable populations
	☐
	☐
	☐

	Risks related to loss of confidentiality are addressed and mitigation strategies described
	☐
	☐
	☐


5. Recruitment Materials
	Review Item
	Yes
	No
	N/A

	All recruitment materials are included (flyers, letters, emails, scripts, advertisements)
	☐
	☐
	☐

	Recruitment methods are consistent with the protocol and IRB application
	☐
	☐
	☐

	Screening and recruitment procedures are adequately described
	☐
	☐
	☐


6. Privacy, Data Security & Subject Payments
	Review Item
	Yes
	No
	N/A

	Data collection methods are adequately described
	☐
	☐
	☐

	Handling of Protected Health Information (PHI) is addressed, if applicable
	☐
	☐
	☐

	Data storage and security plans are described
	☐
	☐
	☐

	Subject payment procedures are described, if applicable
	☐
	☐
	☐

	Collection and storage of identifiers for participant payments are addressed
	☐
	☐
	☐


7. Resources & Feasibility Review
	Review Item
	Yes
	No
	N/A

	Study team has appropriate expertise and resources to conduct the study
	☐
	☐
	☐

	Required facilities, equipment, and support services have been identified
	☐
	☐
	☐

	Study appears operationally feasible within the division
	☐
	☐
	☐


8. Final Review Determination
	Review Item
	Yes
	No

	Submission package appears complete and ready for IRB submission
	☐
	☐

	All study documents are consistent and aligned
	☐
	☐

	Required revisions have been communicated to the study team
	☐
	☐




Reviewer Comments / Required Revisions




Division Review Outcome
☐ Approved for PORF Signature and IRB Submission
☐ Approved Pending Minor Revisions
☐ Revisions Required Prior to PORF Signature
☐ Not Approved for Submission
Reviewer Certification
I have completed the division-level scientific and quality review and find that the submission has been evaluated in accordance with Department of Medicine and Heersink School of Medicine review requirements.
Reviewer Name: __________________________________________
Signature: ______________________________________________
Date: _________________________________________________

PORF Signatory Certification
I certify that the required division-level review has been completed and that this submission is appropriate for IRB submission.
PORF Signatory: ________________________________________
Signature: ______________________________________________
Date: _________________________________________________
This checklist is intended to support division-level scientific and quality review and does not replace HRPP/IRB review requirements. 

