CARDIG-Jerusalem / AQU
Research vs QI-Audit Determination Form

Instructions for Use
1. Investigator completes sections up to determination.
2. CaRO checks logic and confirms initial category.
3. For IRB-required or uncertain cases, submit full protocol.
4. Store a copy in project’s folder and notify the Deanship.

Project Information:
· Title:
· Principal Investigator
· Research Methodology:
· Brief Description (2-3 lines):

Decision Tree (Tick Yes/No and Proceed):
1. Does the project involved living human subjects?
[bookmark: Check1]|_|	Yes → go to #2
|_|	No → Not Human-Subjects Research; sign below.
2. Will data be identifiable (direct or indirect)?
|_|	Yes → go to #3
|_|	No → Exempt from IRB (secondary/de-identified data); sign below.
3. Is the purpose to produce generalizable knowledge (e.g., publication/conference)?
|_|	Yes → Research with IRB required; proceed with IRB form.
|_|	No → go to #4
4. Is is strictly meant to improve internal practice (no intent to publish)?
|_|	Yes → QI/audit with IRB exemption possible; sign below.
|_|	No or unsure → Research with IRB required; proceed with IRB form.

Determination:
Final Category (checkbox):

|_| Not Human-Subjects Research
|_| Exempt (QI/Audit)
|_| Research – IRB Required
Sign-Off
	Role
	Name
	Signature
	Date

	Investigator
	
	
	/       /

	CaRO (Research Officer)
	
	
	/       /



