INVESTIGATIONAL PRODUCT (IP) DISPENSING AND ACCOUNTABILITY LOG

	PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	

	INVESTIGATIONAL PRODUCT (IP)
	<Name, formulation, strength – e.g. Paracetamol tablet 500mg>	

	PARTICIPANT ID
	




COMPLETION INSTRUCTIONS

1. The purpose of the IP Dispensing and Accountability Log is to document that the IP is used in accordance with the approved protocol.
2. Separate IP Dispensing and Accountability Logs should be maintained for each participant.
3. The IP Dispensing and Accountability Log should be customised for the clinical trial.
4. [bookmark: _Hlk206664293]The IP Dispensing and Accountability Log 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. For IP dispensing,
(i) In situations where IP kit numbers are not allocated to each IP, record the quantity of IP dispensed and the units of each IP (e.g., bottles / vials / ampoules etc.). 
(ii) In situations where IP kit numbers are allocated to each IP, record each IP kit number in a separate row.
6. *For blinded clinical trials where IP repackaging is performed at the investigator site, the IP Dispensing and Accountability Logs should be maintained for the repackaged IP (i.e. test product and placebo / active comparator product).
7. For IP returns, record the quantity of IP returned (e.g., tablets).
8. The IP may be returned for destruction only after IP accountability has been verified by the Monitor.
9. The explanatory text in italics should be deleted prior to use.
	
IP DISPENSING
	IP RETURNS
	VERIFICATION OF IP ACCOUNTABILITY

	Visit No./ Ref.
	Visit Date
[DD MMM YYYY]
	Quantity of IP dispensed (units) / 
IP Kit No.
	
Batch No./ Lot No.

	Expiry Date
[DD MMM YYYY]
	Dispensed by
(Initials)
	Date of IP returned by participant
[DD MMM YYYY]
	Quantity of IP returned (units)
	IP received by
(initials)
	Comments
	Verification by Monitor
(Initials and Date)

	1
	23 Jun 2025
	If no IP Kit No:
2 bottles
	ABC1234
	31 Dec 2026
	CXY
	23 Jul 2025
	4 tablets
	CXY
	
	

	
	
	
	
	
	
	
	
	
	
	

	1
	24 Jun 2025
	If IP Kit Nos are available:
288201
	DEF5678
	30 Jun 2027
	SK
	24 Jul 2025
	4 tablets
	SK
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	





	IP DISPENSING
	IP RETURNS
	VERIFICATION OF IP ACCOUNTABILITY

	Visit No./ Ref.
	Visit Date
[DD MMM YYYY]
	Quantity of IP dispensed (units) /
IP Kit No.
	Batch No./ Lot No.
	Expiry Date
[DD MMM YYYY]
	Dispensed by
(Initials)
	Date of IP returned by participant
[DD MMM YYYY]
	Quantity of IP returned (units)
	IP received by
(initials)
	Comments
	Verification by Monitor
(Initials and Date)
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