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Section 1: Study & Site Information

	Protocol Number: ___________________
	Study Title: ___________________

	Visit Date: ___ / ___ / ______  (DD/MM/YYYY)
	Principal Investigator: ___________________



Section 2: Subject Identification

	Subject Study Code: ___________________
	Gender: _________

	Age at Screening: ___________ years
	Height: ___________ cm

	Race / Ethnicity: ___________________
	Weight: ___________ kg


Section 3: Screening and Eligibility Assessment
Populate criteria below from the approved study protocol. All criteria must be assessed before enrolment.
3.1  Inclusion Criteria
	Inclusion Criteria
	Yes
	No

	1. ____________________________________________
	□
	□

	2. ____________________________________________
	□
	□

	3. ____________________________________________
	□
	□

	4. ____________________________________________
	□
	□

	5. ____________________________________________
	□
	□



3.2  Exclusion Criteria
	Exclusion Criteria
	Yes
	No

	1. ____________________________________________
	□
	□

	2. ____________________________________________
	□
	□

	3. ____________________________________________
	□
	□

	4. ____________________________________________
	□
	□

	5. ____________________________________________
	□
	□



3.3  Eligibility Determination
	Eligibility Status: □ Eligible   □ Not Eligible
	Screen Failure Reason (if not eligible): ___________________

	Investigator Name: ___________________
	Signature: ___________________

	Date: ___ / ___ / ______  (DD/MM/YYYY)
	




Section 4: Randomisation

	Randomisation Number: ___________________

	Assigned Group: □ Intervention   □ Placebo
	Date of Randomisation: ___ / ___ / ______



Section 5: Biological Sample Collection
Indicate sample type (e.g. whole blood, serum, plasma, urine, saliva). Add/remove rows for time points as needed.

	Visit / Time Point
	Date (DD/MM/YY)
	Collected
	Sample Type
	Volume (mL)
	Lab Ref ID

	Baseline
	___ / ___ / ___
	□ Yes  □ No
	___________
	___________
	___________

	Time Point 1
	___ / ___ / ___
	□ Yes  □ No
	___________
	___________
	___________

	Time Point 2
	___ / ___ / ___
	□ Yes  □ No
	___________
	___________
	___________

	Time Point 3
	___ / ___ / ___
	□ Yes  □ No
	___________
	___________
	___________

	Time Point 4
	___ / ___ / ___
	□ Yes  □ No
	___________
	___________
	___________





Section 6: Clinical Scale Assessments
Complete a separate sub-section for each validated clinical scale used in this study. Record the name, version, mode of administration, and scores at each required time point.

6.1  Clinical Scale 1
	Scale Name: ___________________________________
	Version / Language: ___________________________________

	Mode of Administration: □ Self-administered   □ Investigator-administered   □ Interview
	Format: □ Paper   □ Electronic   □ Verbal



	Time Point
	Date (DD/MM/YY)
	Total Score
	Subscale Score(s)
	Interpretation Band
	Administered By

	Baseline
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 1
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 2
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 3
	___ / ___ / ___
	___________
	___________
	___________
	___________



6.2  Clinical Scale 2  (duplicate this section for additional scales)
	Scale Name: ___________________________________
	Version / Language: ___________________________________

	Mode of Administration: □ Self-administered   □ Investigator-administered   □ Interview
	Format: □ Paper   □ Electronic   □ Verbal



	Time Point
	Date (DD/MM/YY)
	Total Score
	Subscale Score(s)
	Interpretation Band
	Administered By

	Baseline
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 1
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 2
	___ / ___ / ___
	___________
	___________
	___________
	___________

	Time Point 3
	___ / ___ / ___
	___________
	___________
	___________
	___________




Section 7: Adverse Events
Record all adverse events observed or reported during the study. For all SAEs, complete and submit a separate SAE Report Form within 24 hours of notification.

	Adverse Event Description
	Start Date
	End Date
	CTCAE Grade (1–5)
	Related to Study Product
	Action Taken re: Study Product
	Outcome
	Reported to Sponsor

	
	_/_/_
	_/_/_
	□ 1  □ 2 □ 3  □ 4  □ 5
	□ Unrelated □ Unlikely □ Possible □ Probable □ Definite
	□ Unchanged □ Reduced □ Interrupted □ Discontinued
	□ Resolved □ Ongoing □ SAE
	□ Yes □ N/A

	
	_/_/_
	_/_/_
	□ 1  □ 2 □ 3  □ 4  □ 5
	□ Unrelated □ Unlikely □ Possible □ Probable □ Definite
	□ Unchanged □ Reduced □ Interrupted □ Discontinued
	□ Resolved □ Ongoing □ SAE
	□ Yes □ N/A





Section 8: Subject Data Collection Status

	Status: □ Completed   □ Withdrawn   □ Lost to Follow-up   □ Protocol Deviation
	Reason (if not completed): ___________________________________

	CRF Completion Date: ___ / ___ / ______  (DD/MM/YYYY)



Section 9: Investigator Declaration & Sign-Off

I confirm that the data recorded in this Case Report Form is accurate, complete, and consistent with the source documents for this subject, and that the study was conducted in accordance with the approved protocol and GCP guidelines.
	Role: □ Principal Investigator   □ Sub-Investigator   □ Research Assistant/Enumerator
	Name: ___________________________________

	Signature: ___________________________________
	Date: ___ / ___ / ______  (DD/MM/YYYY)

	Data Entry By: ___________________________________
___________________________________
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