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CPI GMP Operations Supplier Questionnaire


The purpose of this questionnaire is to evaluate the named company as an approved supplier to CPI GMP operations.
All information provided in this questionnaire will be treated in the strictest of confidence within the terms specified within the Confidentiality agreement between CPI and the named company.
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[bookmark: _Hlk40175087]Instructions
Complete all sections on the questionnaire (Section 1 is to be completed by CPI, please check all information is correct).
Any sections that are not applicable should be indicated with ‘N/A’.

Select the appropriate answer by selecting the relevant response that best describes your organisation in each box.  

Additional information to support the response should be recorded in the comments section or additional section at the end of the questionnaire.

Wherever possible, documentary evidence, for example, copies of certificates, SOP’s, records, documents etc, should be returned with the questionnaire to support the response given.

If you have any questions, please do not hesitate to contact us via your quality contact or at the following email address;

cpi.quality@uk-cpi.com


PART 1 – TO BE COMPLETED BY CPI 

	Supplier Company Details

	Company name: 
Click or tap here to enter text.
	Primary Contact:
Click or tap here to enter text.

	Address:
Click or tap here to enter text.

	Telephone:	Click or tap here to enter text.
	Company website:	Click or tap here to enter text.

	E-mail address:	Click or tap here to enter text.

	Parent/Holding company:	Click or tap here to enter text.

	Please mark appropriate category(ies):

	Manufacturer
	Choose Yes or No
	Distributor
	Choose Yes or No

	Service provider
	Choose Yes or No
	Consultant 
	Choose Yes or No

	Packaging 
	Choose Yes or No
	Component/Product related
	Choose Yes or No

	Testing 
	Choose Yes or No
	Other (Please provide details below)
	Choose Yes or No

	Products/services provided: 
Click or tap here to enter text.

	Site(s) to be provided to:
Click or tap here to enter text.

	Classification of Criticality for Supplier
	Choose Criticality

	If CRITICAL or IMPORTANT indicate whether audit and/or agreement is required.
	Audit		* Choose Yes or No
Agreement	* Choose Yes or No

	* provide explanation:
Click or tap here to enter text.

	Originator Name
	Click or tap here to enter text.

	Date of Request
	Click or tap here to enter text.




PART 2 – TO BE COMPLETED BY THE SUPPLIER

	Contact Information

	Name:		Click or tap here to enter text.

	Position:	Click or tap here to enter text.

	Telephone (Direct dial or Mobile):	Click or tap here to enter text.

	E-mail address:	Click or tap here to enter text.

	Date of Completion
	Click or tap here to enter text.



	Additional contact information, if required

	Click or tap here to enter text.



	Company information
	Response

	1.
	Please define all the operations that your company perform for the product/service(s) stated on this questionnaire.
	Manufacturer
	Choose Yes or No

	
	
	Agent / Broker / Sales
	Choose Yes or No

	
	
	Repacker / Relabeller
	Choose Yes or No

	
	
	Storage & Distribution
	Choose Yes or No

	
	
	Other (specify):	Click or tap here to enter text.
	Choose Yes or No

	2.
	Do any agents / brokers sell the product / act on your behalf?
If yes, please define name and address and any relevant details.
	Name:	Click or tap here to enter text.
Address: Click or tap here to enter text.
Details: Click or tap here to enter text.
	Choose Yes or No

	3.
	Approximately what percentage (%) of your business is for the following markets;
	Pharmaceutical
	Click or tap here to enter text.
	
	
	Consumer Healthcare / Cosmetic
	Click or tap here to enter text.
	
	
	Nutritional 
	Click or tap here to enter text.
	
	
	Food
	Click or tap here to enter text.
	4.
	How long has the company been established?
	Less than 2 years
	Choose Yes or N/A

	
	
	2 to 5 years
	Choose Yes or N/A

	
	
	More than 5 years 
	Choose Yes or N/A

	5.
	Does the company have a DUNS (Dun and Bradsheet) number?
	If Yes, please state nine-digit DUNS number, and if No please state GPS coordinates:
Click or tap here to enter text.
	Choose Yes or No

	6.
	How long has the company been manufacturing the product/services(s) supplied?
	Click or tap here to enter text.
	7.
	Does the company operate on more than one site?
If yes, please list sites and relevant operations to product/services named on this questionnaire.
	Click or tap here to enter text.
	Choose Yes or No

	8.
	How many people does the company employ?
	Less than 10
	Choose Yes or N/A

	
	
	11-100
	Choose Yes or N/A

	
	
	101-1000
	Choose Yes or N/A

	
	
	Greater than 1000
	Choose Yes or N/A

	9.
	Are any parts of the manufacturing & supply/Services sub-contracted?
Tick those that are subcontracted.
	Manufacturing
	Choose Yes or N/A

	
	
	Packaging
	Choose Yes or N/A

	
	
	Testing
	Choose Yes or N/A

	
	
	Storage
	Choose Yes or N/A

	
	
	Distribution
	Choose Yes or N/A

	
	
	Other (please state):	Click or tap here to enter text.
	Choose Yes or N/A

	10.
	Does the company have a GMP Certificate for manufacture /services? 
If so, please state the scope of the licence and please include a copy of certificate.
	Company has GMP certificate.
	Choose Yes or N/A

	
	
	Company does not have GMP certificate but works within the requirements of a documented GMP quality system.
	Choose Yes or N/A

	
	
	Company has no certificate and does not work within the requirements of a documented GMP quality system.
	Choose Yes or N/A

	11.
	Does the company have Quality Management Certification (e.g. ISO 9001 or ISO 13485)?
If so, please include a copy of certificate. 
	Company has no formal registration and does not work within the requirements of a documented quality system.
	Choose Yes or N/A

	
	
	Company has no formal registration but works within the requirements of a documented quality system.
	Choose Yes or N/A

	
	
	Company has formal registration of its quality system.
	Choose Yes or N/A

	
	
	Company has other certification(s).
	Choose Yes or N/A

	
	
	Please indicate other certification(s), if applicable:
Click or tap here to enter text.

	12.
	Do you have a Quality Department or full time Quality role within your organisation?
	
	Choose Yes or No

	13.
	Do you have a Quality Manual?
	If No, go to Question 15
	Choose Yes or No

	14.
	How often is the Quality Manual reviewed?
	Every year
	Choose Yes or N/A

	
	
	Every two years
	Choose Yes or N/A

	
	
	Other (Please specify): Click or tap here to enter text.
	Choose Yes or N/A

	15.
	Do you have an Approved Suppliers List?
	
	Choose Yes or No

	16.
	Are suppliers audited?
	Suppliers are not audited.
	Choose Yes or N/A

	
	
	Suppliers are audited. Findings are recorded, but not in accordance with a documented company procedure.
	Choose Yes or N/A

	
	
	Formal audits are carried out, are reviewed on a regular basis in accordance with a documented company procedure and audit schedule.
	Choose Yes or N/A

	17.
	Are internal audits performed?
	Internal audits not performed.
	Choose Yes or N/A

	
	
	Informal audits are conducted and documented but not in accordance with a documented company procedure.
	Choose Yes or N/A

	
	
	Formal audits are conducted on all departments on a regular basis in accordance with a documented company procedure and audit schedule.
	Choose Yes or N/A

	18.
	Do you have a procedure in place for Out of Specification or Nonconforming Product/Service?
	An Out of Specification/Nonconforming Product/Service procedure is not in place.
	Choose Yes or N/A

	
	
	Product is segregated and labelled to prevent unintended use/service is suspended, and an informal investigation is performed but not formally documented.
	Choose Yes or N/A

	
	
	Product is segregated to prevent unintended use/service is suspended, and an informal investigation is performed with actions and results documented.
	Choose Yes or N/A

	
	
	Product is segregated to prevent unintended use/service is suspended, and a formal investigation is performed in accordance with documented company procedure.
	Choose Yes or N/A

	19.
	What procedure is in place for investigating non-conformances and taking appropriate corrective and/or preventive action (CAPA)?
	No non-conformance procedure is in place.
	Choose Yes or N/A

	
	
	An informal non-conformance investigation process is used but not documented.
	Choose Yes or N/A

	
	
	An informal non-conformance investigation process is used, and the actions and results are documented.
	Choose Yes or N/A

	
	
	A formal CAPA procedure is in place, including investigation, determination of root cause and an effectiveness check of actions taken to remove the root cause, and the actions and results are documented.
	Choose Yes or N/A

	20.
	What procedure is in place for dealing with customer complaints?
	No complaints handling procedure is in place.
	Choose Yes or N/A

	
	
	An informal process is used to review customer complaints, but actions and results are not documented.
	Choose Yes or N/A

	
	
	A formal process is used where actions and results are documented, including actions related to escalation and reporting back to customers where appropriate.
	Choose Yes or N/A

	21.
	Calibration of test and measuring equipment
	No calibration procedure is in place.
	Choose Yes or N/A

	
	
	An informal process is used but results are not documented.
	Choose Yes or N/A

	
	
	An informal process is used where results are documented.
	Choose Yes or N/A

	
	
	A formal process is in place in accordance with a documented company procedure, to ensure all relevant equipment is calibrated.  Records of calibration are maintained.
	Choose Yes or N/A

	22.
	Training records
	The company only keeps employees’ CVs (i.e. resumes) and does not keep record of employee’s qualifications and training.
	Choose Yes or N/A

	
	
	Informal training is performed but records of employee’s training and qualifications are not documented.
	Choose Yes or N/A

	
	
	Informal training is performed, and employee’s training and qualifications are documented.
	Choose Yes or N/A

	
	
	Training is performed and employee’s training and qualifications are documented in accordance with a company procedure.
	Choose Yes or N/A

	23.
	Is GMP training completed?
	
	Choose Yes or No

	24
	Products/Services supplied
	Products are manufactured/services are provided using validated processes.
	Choose Yes or N/A

	
	
	Products are supplied with a Certificate of Analysis.
	Choose Yes or N/A

	
	
	Procedures are in place to advise customers of changes to products/services, prior to the change(s) being implemented.
	Choose Yes or N/A

	25.
	TSE Evaluation
	Do you handle animal origin materials in facility?
	Choose Yes or No *

	
	* If YES briefly explain your system for ensuring BSE/TSE compliance.  In particular, please provide details of proximity of line(s) used for handling for non-animal origin raw material to line(s) used for handling animal origin material, and whether there is any equipment used for both animal and non-animal products and attach a copy of your cross-contamination policy.
Click or tap here to enter text.
Cross Contamination Policy Attached Choose Yes or No



	Additional Comments

	Click or tap here to enter text.
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Attachments Table
	Attachment No.
	Title
	Document Number
	No. Pages

	1
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	2
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	3
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	4
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	5
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	6
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	7
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.

	8
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
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