INVESTIGATIONAL PRODUCT (IP) REPACKAGING AND RELABELLING FORM

	PROTOCOL TITLE:
	

	PROTOCOL NO.:
	

	PRINCIPAL INVESTIGATOR:
	

	SITE NAME:
	

	REASON FOR REPACKAGING/ RELABELLING
	<e.g. to blind study treatment>


INVESTIGATIONAL PRODUCT (IP) DETAILS*
	Name 
	

	Strength 
	

	Dosage Form
	

	Batch No. / Lot No.
	

	Expiry / Retest Date
	

	Storage Conditions
	


* Investigational products and comparator products (excludes concomitant medications)
SAMPLE LABEL OF REPACKAGED / RELABELLED IP (To comply with applicable clinical trial regulations and ICH E6GCP)

	Name 
	

	Strength 
	

	Dummy Batch No.
	

	Dummy Expiry Date 
	


Primary Packaging:







Secondary Packaging (if applicable):

LINE CLEARANCE

	
	DONE BY UNBLINDED STUDY STAFF
	CHECKED BY UNBLINDED STUDY STAFF

	 
	
	Name
	Signature
	Date
	Name
	Signature
	Date

	Is the work station clean and tidy?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	
	
	
	
	
	

	Do you only have the required IP, packaging and labels related to the current batch?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	
	
	
	
	
	

	Is the work station cleared of any IP, packaging and labels not related to the current batch?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	
	
	
	
	
	


IP RE-PACKAGING INSTRUCTIONS
	IP REPACKAGING INSTRUCTIONS
	Quantity & Units

	Type of container used for IP re-packaging

(e.g. Ziploc Bag / Plastic Bottle / Glass Bottle etc.)
	

	Quantity of IP to be repackaged into each container 
	


	IP ACCOUNTABILITY [Please update the relevant IP Inventory Logs]
	

	Quantity of bulk IP received for repackaging = E
	

	Quantity of IP packed into each container = F
	

	No. of containers used for IP re-packaging = G
	

	Quantity of IP used for repackaging = F X G
	

	Quantity of IP remaining after IP re-packaging  = E – [F X G]
	


LIST OF IP TREATMENT CODES LABELLED BASED ON MASTER RANDOMIZATION LIST (Applicable for blinded clinical trials only)
	Treatment Kit Number
	Quantity of IP packed into each primary container
	Randomization Group

(Indicate Treatment Arm e.g. Active or Placebo)
	DONE BY UNBLINDED STUDY STAFF
	CHECKED BY UNBLINDED STUDY STAFF
	COMMENTS

	
	
	
	Name
	Signature
	Date
	Name
	Signature
	Date
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


 IP LABEL USAGE AND ACCOUNTABILITY
	Label Reference

(e.g. Primary pkg, Secondary pkg etc.)


	No. of labels received / printed 
(A)
	No. of labels used 
(B)
	No. of labels used as samples 
(C)
	No. of labels destroyed 
(D)
	Total quantity accounted for 
(B+C+D)
	Reconciliation %

[(B+C+D)/A]X100
	Reconciliation calculated by Unblinded Study Staff:


	Reconciliation checked by Unblinded Study Staff:



	
	
	
	
	
	
	
	Name 
	Signature
	Date
	Name 
	Signature
	Date

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	


COMMENTS
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