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5 Whys Root Cause Analysis Worksheet
A structured problem-solving method to identify the root cause of an issue by asking "Why?" iteratively until the fundamental cause is uncovered.
① Problem Information
	Problem Title
	Click to enter a clear, concise problem statement...

	Date of Incident
	MM/DD/YYYY
	Date of Analysis
	MM/DD/YYYY

	Department / Team
	
	Facilitator
	

	Team Members
	
	Principal Investigator
	

	Study/Protocol Title
	
	Priority
	☐ Critical   ☐ High   ☐ Medium   ☐ Low



② Problem Statement
	Describe the problem clearly. Reference the specific protocol section, GCP requirement, or SOP that was not followed.

	What happened (observable facts only):
Describe the event with specifics: who, what, when, where...
Protocol / SOP / Regulation referenced:
e.g., Protocol Section 6.2 — Visit Window; ICH E6(R2) §4.5; SOP-CL-012...
Measurable impact:
Number of subjects affected, data completeness impact, timeline impact, etc.



Example: "Three participants in Study XYZ missed their Week 8 visit window during Q1 2024." Avoid vague statements like "scheduling is a problem." Precision here shapes the quality of the entire analysis.
③ 5 Whys Root Cause Analysis 
	Step
	GCP / Protocol Lens
	"Why did this happen?" — Question & Finding
	Evidence / Source Document
	✓

	Why #1
	Process / Procedure
	Why did the deviation / non-compliance occur?
Finding: click to enter answer...
	e.g., Source document, CRF, TMF, training record, SOP...
	☐

	Why #2
	Training / Knowledge
	Why did [answer from Why #1] happen?
Finding: click to enter answer...
	e.g., Source document, CRF, TMF, training record, SOP...
	☐

	Why #3
	System / Tool
	Why did [answer from Why #2] happen?
Finding: click to enter answer...
	e.g., Source document, CRF, TMF, training record, SOP...
	☐

	Why #4
	Oversight / Mgmt
	Why did [answer from Why #3] happen?
Finding: click to enter answer...
	e.g., Source document, CRF, TMF, training record, SOP...
	☐

	Why #5
	Root / Systemic Cause
	ROOT CAUSE: Why did [answer from Why #4] happen?
ROOT CAUSE: Click to state the fundamental systemic cause...
	e.g., Source document, CRF, TMF, training record, SOP...
	☐



④ Root Cause Summary
	Identified Root Cause:
Summarize the root cause identified through the 5 Whys analysis...
Category:
☐ People   ☐ Process   ☐ Technology   ☐ Environment   ☐ Materials   ☐ Management



	Root Cause Category (select all that apply)
	Root Cause Summary Statement

	☐ Inadequate training / knowledge gap
☐ Protocol ambiguity / unclear instructions
☐ SOP deficiency or absence
☐ Communication failure (site–sponsor, team)
☐ Workload / resource constraints
☐ System / EDC / CTMS failure or limitation
☐ Oversight / monitoring deficiency
☐ Subject non-compliance
☐ Investigator / staff non-compliance
☐ Process / workflow design flaw
☐ Other: ___________________________
	State the root cause in one or two clear sentences:
The root cause was...
Is this cause systemic or isolated?
☐ Isolated (subject / visit-specific)    ☐ Systemic (affects multiple subjects / sites)



⑤ Corrective Actions
	Action Item
	Owner
	Due Date
	Status
	Priority

	Corrective action 1...
	
	MM/DD/YYYY
	☐ Open ☐ In Progress ☐ Closed
	☐ High ☐ Medium ☐ Low

	Corrective action 2...
	
	MM/DD/YYYY
	☐ Open ☐ In Progress ☐ Closed
	☐ High ☐ Medium ☐ Low

	Corrective action 3...
	
	MM/DD/YYYY
	☐ Open ☐ In Progress ☐ Closed
	☐ High ☐ Medium ☐ Low

	Corrective action 4...
	
	MM/DD/YYYY
	☐ Open ☐ In Progress ☐ Closed
	☐ High ☐ Medium ☐ Low



 Per 21 CFR 312.62 and ICH E6(R2) §5.20, a CAPA must be documented with clear timelines, owners, and evidence of completion. Distinguish between corrective actions (fix the current issue) and preventive actions (prevent recurrence).

⑥ Preventive Action 
	Action Description
	Owner
	Due Date
	Training Required?
	Status
	Evidence of Completion

	Preventive action 1: click to describe how recurrence will be prevented...
	Name / Role
	MM/DD/YYYY
	☐ Yes — training log attached ☐ No ☐ N/A
	☐ Open ☐ In Progress ☐ Closed
	Document reference / log ID

	Preventive action 2: click to describe how recurrence will be prevented...
	Name / Role
	MM/DD/YYYY
	☐ Yes — training log attached ☐ No ☐ N/A
	☐ Open ☐ In Progress ☐ Closed
	Document reference / log ID

	Preventive action 3: click to describe how recurrence will be prevented...
	Name / Role
	MM/DD/YYYY
	☐ Yes — training log attached ☐ No ☐ N/A
	☐ Open ☐ In Progress ☐ Closed
	Document reference / log ID



⑦ Effectiveness Review & Sign-Off
	Name
	Role
	Signature
	Date

	
	
	
	MM/DD/YYYY

	
	
	
	MM/DD/YYYY

	
	
	
	MM/DD/YYYY

	To be completed at follow-up — verify that CAPA has eliminated the root cause

	Effectiveness Review Date: MM/DD/YYYY
Method of verification (e.g., re-audit, monitoring visit, training records review):
Describe how you verified that the CAPA was effective...
Outcome: ☐ CAPA Effective — Close deviation    ☐ CAPA Partially Effective — Extend review    ☐ CAPA Ineffective — Escalate / Revise




  HOW TO USE THIS TEMPLATE
	1. Define the Problem
Start with a clear, specific problem statement before beginning the analysis.
2. Assemble the Team
Include people closest to the problem. Aim for 3–7 participants.
3. Ask "Why?" Five Times
Each answer becomes the basis for the next "Why". Stay fact-based.
	4. Identify Root Cause
You may reach the root cause before or after 5 iterations. The key is depth.
5. Define Actions
Address the root cause — not just symptoms. Assign owners and due dates.
6. Follow Up
Track corrective actions to closure and verify effectiveness.





	Clinical RCA Quick-Reference Guide
▸ Tip 1 — Use Facts, Not Assumptions: Each "Why" answer must be supported by a source document (CRF, eTMF, training log, email, audit trail). Never speculate.
▸ Tip 2 — Distinguish Deviation from Violation: A deviation is an unintentional departure; a violation is intentional. The classification affects escalation and reporting requirements.
▸ Tip 3 — CAPA Must Be Proportionate: Minor deviations may require documentation only. Major or critical deviations require formal CAPA with measurable success criteria.
▸ Tip 4 — Protect Subject Confidentiality: Use anonymized subject IDs throughout. Do not record names, dates of birth, or other directly identifiable data in this form.
▸ Tip 5 — File in TMF: The completed RCA and CAPA documentation must be filed in the Trial Master File (TMF / eTMF) per ICH E6(R2) §8.
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