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GMP QUALITY QUESTIONNAIRE
	ORGANISATION/LABORATORY DETAILS

	Name:

Address:

Web Address: 

(if applicable)

Contact Person: (Job Title)

Telephone No:

Email:




	SERVICES COVERED

	


	This audit questionnaire is used by ACCORD as part of the supplier assessment programme.

Please complete the sections of the questionnaire indicated below and include any other relevant information as attachments.  Please complete the questions as comprehensively as possible.

Upon completion, please return the questionnaire to the ACCORD QA Manager (QA@accord.scot).
Sections to complete:

A  FORMCHECKBOX 
     B  FORMCHECKBOX 
     C  FORMCHECKBOX 
     D  FORMCHECKBOX 
    E  FORMCHECKBOX 
    F  FORMCHECKBOX 
    G  FORMCHECKBOX 
    H  FORMCHECKBOX 
    I  FORMCHECKBOX 
    J  FORMCHECKBOX 
 



	A
	PREMISES

	1. 
	What activities are performed on site?
	

	2. 
	What types of products are handled on site?


	 FORMCHECKBOX 
  Pharmaceuticals

 FORMCHECKBOX 
  Foods

 FORMCHECKBOX 
  Chemicals

 FORMCHECKBOX 
  Other, please specify:

	3. 
	Does your site handle highly potent or highly toxic products e.g. penicillins, cephlasporins, cytotoxics, radiopharmaceuticals?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please state:

	4. 
	Do other pharmaceutical companies / academic sponsors currently use your organisation?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please state companies / sponsors:



	5. 
	Does your site have a process flow diagram indicating flow of personnel, process, samples & air cascades?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach a copy

	6. 
	Does your organisation have a pest control programme?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, provide details including frequency & sub-contractor:



	7. 
	Does your organisation handle / store controlled substances / drugs?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	

	8. 
	Does your organisation have a floor plan?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach a copy


	B
	PERSONNEL

	1. 
	How many personnel are employed at your organisation?
	

	2. 
	Does your organisation have a current organisational chart which includes details of the Quality and Analysis functions?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach a copy

	3. 
	Does your organisation have a documented training procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	4. 
	Does your organisation provide induction training to new employees?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	5. 
	Are personnel training records maintained?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	6. 
	How often is GMP training given to employees?
	

	
	

	C
	QUALITY MANAGEMENT

	1. 
	Who is the head of Quality for your organisation?


	Please state name & position:


	2. 
	Does your organisation have a Quality System in place?

	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please give brief details:



	3. 
	Does your organisation have a Quality Manual which outlines your Quality System?
	 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No
	If yes, please attach a copy of the index

	4. 
	Does your organisation possess a manufacturing / distribution licence issued by a Competent Authority?
	 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A
	If yes, please attach a copy



	5. 
	When was your organisation’s last local regulatory authority inspection?
	Date:

Name of agency:

Please attach a copy of the agency approval letter


	6. 
	Does your organisation have ISO9001 accreditation?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach a copy of certificate

	7. 
	Does your organisation have a list / index of Standard Operating Procedures (SOPs)?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach a copy

	8. 
	How often are SOPs reviewed?
	

	9. 
	Does your organisation have a self-inspection / internal audit programme?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give brief details:



	10. 
	Does your organisation have an external audit programme for vendors / suppliers?
	 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No
	If yes, please attach copy of current year’s programme

	11. 
	Does your organisation have a change control management procedure for processes, equipment, etc?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	12. 
	Does your organisation have a documented release procedure for materials?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	13. 
	Which department is responsible for the approval / disposition of materials?
	Please give details:


	14. 
	Does your organisation have a documented deviation management procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	15. 
	Does your organisation have a documented complaint procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	16. 
	Does your organisation have a documented recall procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	17. 
	How often does your organisation test the recall process?
	

	18. 
	Does your organisation employ the services of a Qualified Person as defined in Directive 2001/83/EC?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please give details:


	D
	EQUIPMENT & VALIDATION

	1. 
	Does your organisation use electronic systems for sample, analysis or quality control management?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please give details:


	2. 
	Are all GMP computer systems validated?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


	If yes, please give details:



	3. 
	Does your organisation have a documented procedure for disaster recovery?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	4. 
	Does your organisation have a documented procedure for password security?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	5. 
	Does your organisation have a documented procedure for data back-up?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	

	6. 
	Does your organisation have a documented procedure for fault logging?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	7. 
	Do you perform validation (installation, operation and performance qualification (IQ/OQ/PQ)) activities on equipment & facilities?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	8. 
	Does your organisation have a Validation Master Plan?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	9. 
	Do you have an environmental monitoring programme for GMP areas?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	10. 
	Which types of equipment are calibrated and who is responsible for this?


	

	11. 
	Is there a planned preventative maintenance programme in place?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:




	E
	RECEIPT OF SAMPLES, PRODUCTS & REAGENTS

	1. 
	Does your organisation have a documented sample receipt procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	2. 
	Are raw materials and products received with a certificate of analysis from the manufacturer?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



	3. 
	Does your organisation ensure that raw materials used / supplied do not present a risk of transmissible spongiform encephalopathies (TSE)?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	4. 
	Does your organisation provide TSE / bovine spongiform encephalopathy (BSE) certificates?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	5. 
	Are raw materials & products tested on receipt?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	6. 
	Is incoming testing performed in-house or sub-contracted?
	 FORMCHECKBOX 
  In-house

 FORMCHECKBOX 
  Sub-contracted

	7. 
	Are materials & products status labelled e.g. quarantine, approved, rejected?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	8. 
	Do you operate a system of first in, first out (FIFO) for stock rotation?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	9. 
	Do you allocate in-house unique identifiers to materials received e.g. batch number?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	10. 
	Are received materials segregated until approved for use?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	11. 
	Are rejected materials physically segregated from quarantined & approved materials?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	12. 
	Are material storage areas monitored, controlled & alarmed?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
	If yes, please give details:



	13. 
	Is there a contingency plan/procedure in place should a fridge/freezer break down?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	
	

	F
	MANUFACTURING & PROCESSING 

	1. 
	Are manufacturing operations carried out in classified areas?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	2. 
	Are manufacturing areas temperature monitored, controlled & alarmed?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	Please give details:



	3. 
	What is the dress code for manufacturing areas?
	

	4. 
	Where water is used in the process (manufacture & cleaning), what quality of water is used?
	

	5. 
	Are there documented line clearance procedures?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	

	6. 
	Are there documented cleaning procedures?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	7. 
	Is equipment checked & verified as cleaned prior to the next batch?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	8. 
	Are manufacturing processes documented in a controlled batch record?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	9. 
	How long are batch records archived and retained?

	

	10. 
	Is re-processing allowed for the products?


	

	11. 
	How is the product yield controlled?


	

	12. 
	How are solvents and reagents controlled?


	

	13. 
	Is there a documented reconciliation procedure?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	14. 
	What in-process testing is carried out?


	

	15. 
	Who reviews batch records prior to product release?
	


	G
	PACKAGING & LABELLING

	1. 
	Are packaging & labelling operations carried out in controlled areas?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please give details:



	2. 
	Are packaging & labelling areas temperature monitored, controlled & alarmed?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	3. 
	Are labels and printed components stored in secured location prior to use?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	4. 
	Are labels printed via a validated system?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please indicate system:


	5. 
	Are proofs version controlled?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	6. 
	What controls are in place for text checking?


	

	7. 
	Are packaging operations manual or automated?
	 FORMCHECKBOX 
  Manual

 FORMCHECKBOX 
  Automated


	H
	TESTING

	8. 
	Is finished product testing performed in-house or sub-contracted out?
	 FORMCHECKBOX 
 In-house

 FORMCHECKBOX 
  Sub-contracted


	If sub-contracted, give details of companies:



	9. 
	Is your testing laboratory UKAS or equivalent accredited?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No
	If yes, please attach copy of certificate

	10. 
	Are incoming samples logged on receipt?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	11. 
	Are there documented testing procedures & specifications?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	12. 
	How are test results documented?
	 FORMCHECKBOX 
  Laboratory note books

 FORMCHECKBOX 
  Results sheets
 FORMCHECKBOX 
  Other :__________________________

	13. 
	Are test results verified by an independent check?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	14. 
	Is there a documented procedure for out of specification / trend results?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	15. 
	Is a Certificate of Analysis generated for each batch of material?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	16. 
	What checks are performed on balances and what is the frequency of checks?
	

	17. 
	Are calibrated weights certified & traceable to national standards?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	18. 
	Is there a documented calibration & maintenance programme for test equipment?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
	If yes, please give details:



	19. 
	How are reference standards controlled?


	

	20. 
	How are released / approved materials identified / labelled?
	


	I
	DISPATCH & SHIPPING

	1. 
	Are controls in place to prevent shipment of un-released supplies?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
	If yes, please give details:


	2. 
	Is there a dedicated packing and shipment area for dispatch?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	3. 
	Is the good-out area separate from the good-in area?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	4. 
	Is there full batch traceability for items shipped?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
	If yes, please give details:



	5. 
	Do you use an audited and approved courier(s)?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


	J
	ATTACHMENTS

(Please reference any documents as attachments to the completed questionnaire)

	Attachment Number
	Document reference
	Document Title

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	AUTHORISATION

(To be completed by representative from organisation/lab)

	Name:


	Job Title:


	Signature:

	Date:



	OUTCOME

(To be completed by ACCORD QA Manager, or designee)

	Are the roles and responsibilities allocated to the vendor described in an agreement?
	Yes/No

(delete as appropriate)

	Vendor approved?


	Yes/No

(delete as appropriate)

	Comments:


	If not approved, actions to be taken (pre-qualification audit etc):



	Name:


	Job Title:


	Signature:

	Date:
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