INVESTIGATIONAL PRODUCT (IP) REPACKAGING AND RE-LABELLING FORM

	PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	

	INVESTIGATIONAL PRODUCT (IP)
	(e.g., test product / placebo / active comparator product)


 
COMPLETION INSTRUCTIONS

1. The purpose of the IP Repackaging and Relabelling Form is to ensure that the IPs are manufactured, handled and labelled in a manner that aligns with the treatment assignment and maintains the blinding.

2. Separate IP Repackaging and Relabelling Forms should be completed for each IP (i.e., test product or placebo / active comparator product).

3. The IP Repackaging and Relabelling Form should be customised for the clinical trial.

4. The IP Repackaging and Relabelling Form should be manually completed by the delegated investigator site staff, unless it is managed by a validated computerised system.
(i) The initials of investigator site staff should corroborate with the Delegation Log.
(ii) Amendments should be initialed and dated, and not obscured by overwriting or using correction tape.

5. Please refer to HSA’s Regulatory Guidance on Investigational Product Repackaging at the Investigator Site (GN-IOCTB-09) for further details. 

6. The explanatory text in italics should be deleted prior to use.










A. 
INVESTIGATIONAL PRODUCT (IP) DETAILS

The following table summarises the details of the IP to be repackaged for this clinical trial: 

	TEST PRODUCT / PLACEBO / ACTIVE COMPARATOR PRODUCT

	Name of IP
	(e.g., Paracetamol)


	Type of IP
 
	|_| Test product
|_| Placebo
|_| Active Comparator product


	Strength of IP
	(e.g., 500mg)


	Dosage Form of IP
	(e.g., tablet)

	Recommended Storage Conditions of IP 
	(e.g., cool, dry place, protected from light, <25oC)


	Batch No. / Lot No. of IP 
	(e.g., ABC123)


	Expiry / Retest Date of IP
[DD MMM YYYY]
	(e.g., 31 Dec 2027)


	REPACKAGED AND RELABELLED IP

	Dummy Batch No. / Lot No. of repackaged IP
	(e.g., For IP repackaging performed on 1 Sep 2025, the dummy batch no. may be assigned as ‘20250901’)


	Expiry Date of repackaged IP
[DD MMM YYYY
	(e.g., If the expiry date for paracetamol is 31 Dec 2027, but the expiry date of the placebo is 30 Jun 2027, the dummy expiry date may be assigned as the earlier expiry date of  ’30 Jun 2027’)




B. 
SAMPLE IP LABELS OF REPACKAGED IP 

	PRIMARY PACKAGING (e.g., ziploc Bag / bottle)
	SECONDARY PACKAGING (e.g., outer carton) – if applicable

	



















	




























C. 
LINE CLEARANCE DECLARATION 

	
S/N
	
Line Clearance Requirements
	PERFORMED BY:
(Unblinded Investigator Site Staff)
	WITNESSED BY:
(Unblinded Investigator Site Staff)

	1
	I have ensured that the workstation is clean and tidy. 
	Name:


	Name:



	2
	I have ensured that I only have the required IP, packaging and labels related to the current batch of IP being handled. 
	Initials:
	Initials:

	3
	I have ensured that the workstation is cleared of any other IP, packaging and labels that are unrelated to the current batch of IP being handled. 
	Date [DD MMM YYYY]:
	Date [DD MMM YYYY]:



D. IP REPACKAGING INSTRUCTIONS

	Type of primary packaging used for primary packaging
	|_| Ziploc Bag
|_| Plastic Bottle
|_| Glass Bottle
|_| Others (pls specify):

	Quantity of IP to be repackaged in each primary packaging
	(e.g., 30 tablets per Ziploc bag)



 

E. 
LIST OF IP KITS REPACKAGED BASED ON MASTER RANDOMISATION LIST 

	IP Kit No.
	Quantity and Units of IP repackaged into primary packaging
	Treatment Arm
	PERFORMED BY:
(Unblinded Investigator Site Staff)
	WITNESSED BY:
(Unblinded Investigator Site Staff)
	Comments

	
	
	
	Initials
	Date
[DD MMM YYYY]
	Initials
	Date
[DD MMM YYYY]
	

	280101
	30 tablets
	Paracetamol
	SS
	1 Sep 2025
	RL
	1 Sep 2025
	


	280104
	30 tablets
	Paracetamol
	SS
	1 Sep 2025
	RL
	1 Sep 2025
	


	280106
	30 tablets
	Paracetamol
	SS
	1 Sep 2025
	RL
	1 Sep 2025
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	




F. 
LABEL RECONCILIATION

	No. of IP labels received / printed
(A)
	No. of IP labels used

(B)
	No. of IP labels destroyed

(C)
	No. of IP labels remaining

(D)
	Label Reconciliation



[(B + C + D) / A] x 100 %
	Performed By
(Unblinded Investigator Site Staff)
	Witnessed By
(Unblinded Investigator Site Staff)

	
	
	
	
	
	Initials
	Date
[DD MMM YYYY]
	Initials
	Date
[DD MMM YYYY]

	6
	4
	1
	1
	100%
	SS
	1 Sep 2025
	RL
	1 Sep 2025




G. COMMENTS
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