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v2.0

	NHS GG&C Vendor Assessment Form:

IMP manufacturer


	Purpose

This assessment form is to evaluate a vendor supplying Investigational Medicinal Products (IMP) to NHS Greater Glasgow and Clyde and __________________ prior to adding to an approved vendor list for supply of IMP manufacturing related services for clinical trials.  Approved supplies must comply with the requirements of current Good Manufacturing Practice with a particular focus on Annex 13 of Eudralex Volume 4.

Please contact _______ to arrange completion of Confidentiality Agreements if required prior to completion of the document.  

The form must be completed by a person with appropriate authority to respond on behalf of the organisation on matters relating to IMP manuafacturing and quality management systems in place.  Please complete the sections as fully as possible and indicate if information is submitted as part of a separate dossier.  The dossier should be provided electronically in searchable PDF format if possible.  If information is not submitted, please indicate in the box provided the reason for non-provision or if not applicable.  Insufficient responses will be followed up.  

On conclusion of the assessment NHS GG&C will provide feedback where appropriate and indicate if the organisation is accepted as vendor for provision of IMPs for clinical trials.



	Name of person completing: 
	Date of evaluation



	Job role within organisation


	Address for Correspondence:

Tel:

Fax:

E-mail:

	
	

	Organisation overview
	

	Organisation Name:

Premises address/Head Office:



	IMP manufacture related services:  Please provide information on the scope of services provided in relation to manufacture of clinical 

Information provided in separate dossier: ( 

For NHS GG&C Use:  
Effective ( Deficient (    Action: 


	Manufacturing Licenses held:

Please provide copies of current license(s) and any planned variances which may be of relevance to services provided to NHS GG&C.  



Information included in separate dossier: ( 
For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	GMP Regulatory Inspection

Please provide details of the most recent MHRA GMP regulatory inspection including date officially closed and if relevant any critical non-conformances and CAPA plan.  

Information included in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	What recognised standards/accrediation does the organisation hold eg. ISO 9001?

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	Infrastructure

	Quality Management Systems:  Please provide a copy of the Site Master File or Quality Systems Manual or equivalent document 

Information included in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	Please provide a brief overview of IMP manufacturing facilities
Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	Please provide a brief overview of staff complement directly involved in IMP manufacturing activities and processes for ensuring that staff are suitably trained and have sufficient experience for the tasks they perform:

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	GMP related activities

	Please provide the following key SOPs:

· Line clearance and cleaning procedures  


Provided (
· Development, maintenance and change control of the Product Specification File (PSF) 







Provided (
· Supplier qualification and audit programme

Provided (
· Complaints and recall 




Provided (
For suppliers licensed to manufacture sterile IMPs, please also provide:
· Sterility testing including validation
· Environmental monitoring schedules
Provided (
 For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	Please provide a brief overview of QC facilities and processes including testing of starting materials, components, finished products,stability testing and sample retention. Please indicate if functions are subcontracted and if supplier audits and technical agreements are in place with subcontractors.

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	GMP-GCP interface activities

	Please provide the following key SOPs:

· Security of randomisation codes

Provided (
· Packaging and maintenance of the blinded products including blinding verification 









Provided (
· Systems for emergency unblinding and response to defective medicine alerts






Provided (
· IVRS/IWRS interactions


Provided (
For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	Please provide a brief overview of 2 stage release system ie, Technical/QP release and Regulatory Release including compliance with PSF

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	Storage & Distribution

	Please provide details on storage locations, including off site facilities and  environmental monitoring systems and controls.

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	Please provide details on distribution strategies including those for temperature sensitive products.  

Information provided in separate dossier: ( 

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	Technical Agreement review

	As part of the vendor assessment programme, NHS GG&C will undertake a review of any established contracts and/or Technical Agreements, please indicate if there are any areas which require review from the perspective of the organisation who you represent.  

For NHS GG&C Use:  

Effective ( Deficient (    Action: 


	

	Additional Information

	Please provide any additional information that may be useful as part of the vendor assessment programme



	

	Evaluation completed by:

PRINT: ………………………………………………………………………………………….

Signature: …………………………………………………………………………………….

Date: …………………………..




	For internal use only 


	Pre-audit: Audit pathway justification

	Provide justification for the chosen audit pathway



	Review of vendor processes 

	

	Post assessement actions required 

	

	Vendor approval 

	Approval process performed by: 




Date:

Vendor approval confirmed by: 





Date:
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