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	ATMP
	Advanced Therapy Medicinal Product

	ATIMP
	Advanced Therapy Investigational Medicinal Product

	CA
	Contract Acceptor; the provider of services within this agreement

	CAPA
	Corrective Action Preventative Action

	CG
	Contract Giver; The Site Pharmacy responsible for oversight of the outsourced activity under the terms of this agreement

	CTA
	Clinical Trial Application

	CTL
	Cellular therapy laboratory

	GCP
	Good Clinical Practice; 

	GMP
	Good Manufacturing Practice; Guidance on the manufacture and testing of medicinal products, as defined in EudraLex Volume 4 Annex 13 and supplemented by Eudralex Volume 4 Part IV Guidelines on Good Manufacturing specific to Advanced Therapy Medicinal Products

	GDP
	Good Distribution Practice; Guidance on the storage and distribution of medicinal products.  This is not mandatory for IMPs, but application of the principles of GDP is expected to ensure safety and security of the supply chain, and maintenance of appropriate storage conditions to maintain product quality.  Guidance can be found in EC 2013/C 343/01

	IMPD
	Advanced Therapy Investigational Medicinal Product Dossier

	MHRA
	Medicines and Healthcare Products Regulatory Authority; the Competent Authority responsible for medicines manufacture and supply. 

	PPM
	Planned Preventative Maintenance; the scheduled, planned maintenance work performed on critical equipment to ensure it remains within calibration and operational parameters

	PQS
	Pharmaceutical Quality System; the system setting out responsibilities, processes and risk management principles in relation to the sites activities

	RP
	Responsible Person; the individual named on the site WDA(H) as responsible for the management and maintenance of the PQS in order to remain compliant with the requirements of GDP

	QTA or TA
	Quality Technical Agreement; this Agreement describing the allocation between the parties of roles and responsibilities relating to quality and operational responsibilities with regard to the provision of the activities described

	VMP
	Validation Master Plan; a document summarising the key elements of the sites qualification and validation programme

	WDA(H)
	Wholesale Dealers Authorisation for Human Medicinal Products; the Licence issued by the MHRA 




Pharmacy Governance Tool for Routine Oversight of a Cellular Therapy Laboratory (CTL)

Please note, locally the CTL may be referred to as another name such Stem Cell Laboratory or NHS Blood & Transfusion.  For consistency within this document it will be referred to as CTL.
This document has been designed as medicines governance and oversight audit tool for Pharmacy to use to provide assurance on the handling of cell based AT(I)MPs where Pharmacy does not directly supervise the process of AT(I)MP receipt, storage and release from the Cellular Therapy Laboratory (CTL).  
The medicines governance and oversight audit reviews a random selection of individual product pathways and records to provide assurance that all requirements are in place for the handling of cell based AT(I)MPs. The audit should be completed by a senior member of Pharmacy (e.g. Chief Pharmacist (or delegate), Lead Pharmacist for ATMPs) and a senior member of the CTL (e.g. head of CTL).
It is recommended that medicines governance and oversight audit is completed every 6 months, but the frequency may change depending on the number of products handled by the CTL.
In addition to this medicines governance and oversight audit, a full pharmacy audit of the CTL facilities should be completed at a minimum interval of every 2 years and coincide with the renewal of operational agreements between Pharmacy and the CTL.


	

	Date of Medicines governance and oversight Audit:

	

	Period covered in audit:
	

	Date of last Medicines governance and oversight Audit:
	

	Date of last GMP Audit of the CTL:
	

	Confirm agreement in place between pharmacy and CTL:                      Yes ☐        No ☐        
	Valid from:
	Valid until:

	Completed by:
	Department
	Name
	Position

	
	Pharmacy

	
	 

	
	CTL

	
	



		Summary of AT(I)MPs handled by CTL


	List all licensed ATMPs handled by the CTL since the last audit
	1.
2.
3.
4.
5.

	List all clinical trials and associated ATIMPs handled by the CTL since the last audit
	1.
2.
3.
4.
5.

	List all unlicensed ATMPs handled by the CTL since the last audit
	1.
2.
3.









	Audit item

	Category
	Item
	
	Comments

	Overview of AT(I)MPs handled this period
	Were licensed ATMPs received during this period?
	Yes/No/N.A
	specify number: 

	
	Were licensed ATMPs released during this period?
	Yes/No/N.A
	specify number:

	
	Were ATIMPs received during this period?
	Yes/No/N.A
	specify number:

	
	Were ATIMPs released during this period?
	Yes/No/N.A
	specify number:

	
	Were any ‘out of specification’ AT(I)MPs used this period?
If yes, was this in line with Out of Specification SOP?
	Yes/No/N.A
	specify number:

	
	Were any AT(I)MPs quarantined this period? (Do not include any quarantine that occurs during routine checks of delivery paperwork prior to availability for use).
	Yes/No/N.A
	specify number:

	
	Have any AT(I)MPs expired during this period?
If yes, confirm if these have been disposed of?
	Yes/No/N.A
	specify number:

	
	Have any AT(I)MPs been disposed of this period?
If yes, have been disposed of in line with disposal SOP?
	Yes/No/N.A
	specify number:

	Deviations
 


	Were there any temperature excursions this period?
If yes, were these handled as per SOP and pharmacy informed at time? 
	Yes/No/N.A
	

	
	Were the any deviations from SOPs this period?
Were pharmacy informed at time of incident and reported?
	Yes/No/N.A
	If yes, please provide details.


	
	Were there any other issues with receipt or storage of products in this period?
If yes, were these handled as per SOP and pharmacy informed at time?

	Yes/No/N.A
	Specify detail of event:

	Updates
	Have any new AT(I)MPs been implemented in this period?
If yes, please provide detail and confirm SOPs in place
	Yes/No/N.A
	

	
	Have any SOPs relating to AT(I)MPs been updated in this period?
If yes, has it been sent to pharmacy for review
	Yes/No/N.A
	




	Process and traceability check 1
Select one example for each AT(I)MP type used during this period and complete the following traceability and process check
(Choose in advance and bring prescription and associated paperwork from pharmacy)

	Patient Hospital number:
	Manufacturers / Patient Trial ID:
	Other identifier:
	For clinical trials: CCR number:

	AT(I)MP name:
	
	Ex-vivo (cell based) gene therapy ☐    
Somatic cell therapy ☐    

	License status:
	Licensed ☐,  ATIMP (investigational) ☐,  or unlicensed ☐

	Category
	Item
	
	Comments

	Receipt and storage
	AT(I)MP receipt form (or equivalent) completed? 
Evidence that receipt of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	QP release from manufacturer / sponsor received with product?
	Yes/No/N.A
	

	
	Evidence of dry shipper temperature logs for duration of shipment?
	Yes/No/N.A
	

	
	Storage managed as per manufacturer instructions?
Record of temperature during storage?
	Yes/No/N.A
	

	
	Is there a record of ‘visual check’ being complete and clinical team informed? 
	Yes/No/N.A
	

	
Release
	Is there a record of final product release?
Evidence that release of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	Evidence of secure and temperature monitored transfer to clinical area?
	Yes/No/N.A
	




	Category
	Item
	
	Comments

	Infusion
	Is there a record of product receipt in the clinical area?
	Yes/No/N.A
	

	
	Did the product require preparation prior to administration?
If yes, where did this occur and is there evidence that this occurred in line with SOP?
	Yes/No/N.A
	

	
	Is there a record of product administration in the clinical area?
	Yes/No/N.A
	

	Traceability 
	Is there record of product traceability from receipt through to infusion / disposal?
Please provide detail of identifiers and process used
	Yes/No/N.A
	

	
	For autologous products, can the product be linked to the starting material?
	Yes/No/N.A
	

	
	Do the patient details on the paperwork match the prescription?
Specify patient identifiers used:


	Yes/No/N.A
	

	
Miscellaneous 
	Have any adverse incidents relating to this AT(I)MP been reported?
If yes, have these incidents been investigated and reported to the appropriate authorities?
	Yes/No/N.A
	

	
	Was the AT(I)MP disposed of?
If yes, was this in line with SOP?
	Yes/No/N.A
	





	Process and traceability check 2
Select one example for each AT(I)MP type used during this period and complete the following traceability and process check
(Choose in advance and bring prescription and associated paperwork from pharmacy)

	Patient Hospital number:
	Manufacturers / Patient Trial ID:
	Other identifier:
	For clinical trials: CCR number:

	AT(I)MP name:
	

	Ex-vivo (cell based) gene therapy ☐    
Somatic cell therapy ☐    

	License status:
	Licensed ☐,  ATIMP (investigational) ☐,  or unlicensed ☐

	Category
	Item
	
	Comments

	Receipt and storage
	AT(I)MP receipt form (or equivalent) completed? 
Evidence that receipt of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	QP release from manufacturer / sponsor received with product?
	Yes/No/N.A
	

	
	Evidence of dry shipper temperature logs for duration of shipment?
	Yes/No/N.A
	

	
	Storage managed as per manufacturer instructions?
Record of temperature during storage?
	Yes/No/N.A
	

	
	Is there a record of ‘visual check’ being complete and clinical team informed? 
	Yes/No/N.A
	

	
Release
	Is there a record of final product release?
Evidence that release of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	Evidence of secure and temperature monitored transfer to clinical area?
	Yes/No/N.A
	




	Category
	Item
	
	Comments

	Infusion
	Is there a record of product receipt in the clinical area?
	Yes/No/N.A
	

	
	Did the product require preparation prior to administration?
If yes, where did this occur and is there evidence that this occurred in line with SOP?
	Yes/No/N.A
	

	
	Is there a record of product administration in the clinical area?
	Yes/No/N.A
	

	Traceability 
	Is there record of product traceability from receipt through to infusion / disposal?
Please provide detail of identifiers and process used
	Yes/No/N.A
	

	
	For autologous products, can the product be linked to the starting material?
	Yes/No/N.A
	

	
	Do the patient details on the paperwork match the prescription?
Specify patient identifiers used:


	Yes/No/N.A
	

	Miscellaneous 
	Have any adverse incidents relating to this AT(I)MP been reported?
If yes, have these incidents been investigated and reported to the appropriate authorities?
	Yes/No/N.A
	

	
	Was the AT(I)MP disposed of?
If yes, was this in line with SOP?
	Yes/No/N.A
	





	Process and traceability check 3
Select one example for each AT(I)MP type used during this period and complete the following traceability and process check
(Choose in advance and bring prescription and associated paperwork from pharmacy)

	Patient Hospital number:
	Manufacturers / Patient Trial ID:
	Other identifier:
	For clinical trials: CCR number:

	AT(I)MP name:
	

	Ex-vivo (cell based) gene therapy ☐    
Somatic cell therapy ☐    

	License status:
	Licensed ☐,  ATIMP (investigational) ☐,  or unlicensed ☐

	Category
	Item
	
	Comments

	Receipt and storage
	AT(I)MP receipt form (or equivalent) completed? 
Evidence that receipt of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	QP release from manufacturer / sponsor received with product?
	Yes/No/N.A
	

	
	Evidence of dry shipper temperature logs for duration of shipment?
	Yes/No/N.A
	

	
	Storage managed as per manufacturer instructions?
Record of temperature during storage?
	Yes/No/N.A
	

	
	Is there a record of ‘visual check’ being complete and clinical team informed? 
	Yes/No/N.A
	

	Release
	Is there a record of final product release?
Evidence that release of AT(I)MPs are reconciled and recorded by two authorised staff
	Yes/No/N.A
	

	
	Evidence of secure and temperature monitored transfer to clinical area?
	Yes/No/N.A
	




	Category
	Item
	
	Comments

	Infusion
	Is there a record of product receipt in the clinical area?
	Yes/No/N.A
	

	
	Did the product require preparation prior to administration?
If yes, where did this occur and is there evidence that this occurred in line with SOP?
	Yes/No/N.A
	

	
	Is there a record of product administration in the clinical area?
	Yes/No/N.A
	

	Traceability 
	Is there record of product traceability from receipt through to infusion / disposal?
Please provide detail of identifiers and process used
	Yes/No/N.A
	

	
	For autologous products, can the product be linked to the starting material?
	Yes/No/N.A
	

	
	Do the patient details on the paperwork match the prescription?
Specify patient identifiers used:


	Yes/No/N.A
	

	Miscellaneous 
	Have any adverse incidents relating to this AT(I)MP been reported?
If yes, have these incidents been investigated and reported to the appropriate authorities?
	Yes/No/N.A
	

	
	Was the AT(I)MP disposed of?
If yes, was this in line with SOP?
	Yes/No/N.A
	





	Outcome of review


	
☐    Satisfactory outcome - no action required until next review

☐    Follow up action required - provide detail below and specify corrective actions required to provide full assurance


	Outstanding issue 
	Action required
	Action taken
	Date issue resolved

	

	
	
	

	

	
	
	

	

	
	
	

	

	Date next review due: 


	Additional comments:



	Completed by:
	Department
	Name
	Signature
	Date

	
	Pharmacy staff

	
	 
	

	
	Cell laboratory staff
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