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R&D/F30 – Self-assessment of GCP compliance within the Laboratory

Self-assessment of GCP compliance within the Laboratory
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
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SELF - ASSESSMENT OF GCP COMPLIANCE WITHIN THE LABORATORY
As part of a research study, there may be a requirement to collect research samples. It is the responsibility of the Laboratory Research Team or designated Laboratory staff to ensure that these samples are received, processed, stored and shipped in accordance with the study Protocol and Laboratory Manual, Good Clinical practice (GCP) and local Laboratory practices.

How to use this checklist

This checklist is designed as a self-assessment tool to enable you to assess standards within your facility and identify any actions required to achieve GCP compliance. It should be completed on periodic basis (annually as a minimum) by Laboratory Research staff (and designated Laboratory staff) at both sites (York & Scarborough Hospital) to assess for any potential GCP deviations on individual basis, as well as within the facility so that corrective & preventive actions can be taken.

Checklist

	
	PROCEDURE
	ADVICE/COMMENTS RELEVANT SOP
	Compliant (Y)/Non-compliant (N) 

	1.
	QUALITY MANAGEMENT WITHIN THE FACILITY

	1.1
	An organogram (or equivalent) exists which identifies the individuals responsible for the management & delivery of research studies using the facility?

	Pease refer to:

· Lead Research Nurse Teams document

· R&D organisational chart


	Y/N 

Comments: 



	1.2
	Do Laboratory staff have a complete list of contact details for R&D & Research Teams so they are able to contact them in the case of a query/emergency? 

 
	Readily available contact list will allow staff to get in contact with the correct R&D/Research staff in timely and efficient manner.    

	Y/N 

Comments: 


	1.3
	Is access to the Laboratory restricted to appropriate personnel?


	
	Y/N 

Comments: 


	1.4
	Are trial Protocols and Laboratory Manuals readily accessible to relevant Laboratory staff?


	Make sure an up to date hard copy of Laboratory Manual is filed in the laboratory study files; ensure superseded documents are clearly marked as ‘superseded’ & stored in a separate section for reference.
	Y/N 

Comments: 



	1.5
	Are current versions of written  Procedures for Laboratory Research readily accessible to Laboratory staff?

	Please refer to R&D Unit website and Q-Pulse (document management system).


	Y/N 

Comments: 



	1.6
	Are Laboratory Study Files set up for each study, maintained up to date and securely stored with access limited to authorised personnel?

	
	Y/N 

Comments: 



	1.7
	Are clinical research records easily identified and available for review when required? 


	Make sure training records, equipment records and all other records related to handling research samples are securely stored and available on request.


	Y/N 

Comments: 



	2.
	PERSONNEL WORKING WITHIN THE FACILITY

	2.1
	Do you have a signed and dated copy of job description with clearly defined roles and responsibilities?

	
	Y/N 

Comments: 



	2.2
	Do you have up to date research CV, records of training and competency set up and available for inspection?


	Make sure you have an up to date Training File readily available.


	Y/N 

Comments: 



	2.3
	Have you received an appropriate GCP training? When is the next renewal date?


	GCP training should be commensurate with your roles and responsibilities. 

Periodic GCP refresher training is required following changes to regulations and associated guidance documents, or routinely (every 3 years as a minimum).


	Y/N 

Comments: 



	2.4
	Have you carried out an adequate training for the functions you perform in relation to research samples; and is this training documented (have you signed the relevant Delegation Logs/Training Logs)?


	Staff training for each individual study should be documented in the Staff Signature & Training Log (R&D/F73).


	Y/N 

Comments: 



	3.
	EQUIPMENT

	3.1
	Is ALL equipment which is used for processing and storing research samples maintained, regularly serviced and calibrated?


	Records must be kept and available for inspection; service records may be held centrally by senior technical staff but ensure that these are readily available for monitoring/audits and inspections.


	Y/N 

Comments: 



	3.2
	Is ALL equipment which is shared and used for analysing or storage of non-clinical trial samples maintained to a standard that will not compromise the integrity of clinical trial samples?


	Records must be kept and available for ALL equipment used for processing and storing research samples (including temporary use). 


	 Y/N 

Comments: 



	3.3
	Is ALL equipment which used for processing and storing research samples temperature monitored?


	Ensure specific storage requirements are agreed at the study set up and any deviations reported appropriately.

All equipment used for research sample processing, must be adequately tested, calibrated and maintained to a standard that will not compromise the integrity of the samples.
	Y/N 

Comments: 



	3.4
	Are storage units housing research samples separated, clearly labelled and secure?


	
	Y/N 

Comments: 



	3.5
	Does the facility maintain sufficient backup systems to prevent loss of research samples in the event of a major system failure (power cut or equipment failure)?


	
	Y/N 

Comments: 



	4.
	DATA RECORDING & RETENTION OF DATA 

	4.1
	Are ALL research data recorded directly, promptly, accurately, and legibly?


	It should be possible to determine the date on which the sample handling and processing work was performed and the identity of the person who conducted the work.


	Y/N 

Comments: 



	4.2
	Are ANY changes to research records made so as not to obscure the previous entry?


	The reason for any changes to the data should be justified and the justification documented. It should be possible to determine who made the change, when the change was made and for what reason.


	Y/N 

Comments: 



	4.3
	Are Laboratory Research Files maintained up to date & complete throughout the study, and transferred to the relevant research team for archiving at the end of study?


	See R&D/S34 with reference to document retention and archiving of Laboratory Research Files.


	Y/N 

Comments: 



	5.
	SAMPLE HANDLING, STORAGE AND SHIPPING

	5.1
	Is there a secure and controlled area for reception of research samples to ensure ALL research samples are logged, stored and identified throughout?

	Samples must be transported from the clinical area to the Laboratory in such a way that their integrity and viability remains unaffected (e.g. at the correct temperature and within the correct time period).


	 Y/N 

Comments: 



	5.2
	Are research samples assessed upon receipt into the Laboratory? 


	Ensure that action will be taken if integrity or viability has been compromised, or if samples are missing, unexpected or mislabelled. Please refer to R&D/S94  Processing Research Samples (section 4.5)


	Y/N 

Comments: 



	5.3
	Is receipt of all research samples properly logged, and appropriate anonymisation processes is in place (where applicable)?


	Research samples should be anonymised at the clinical site before they are received by the Laboratory.
Specimen Checklist (R&D/F24) must be completed to confirm the correct samples have been received in accordance with the Protocol/Manual or Lab Specific Instructions. 

The specimen Receipt Log (R&D/F51) must be completed to document the receipt of the samples. In addition, study specific documents may need completing.


	Y/N 

Comments: 



	5.4
	Are research samples processed, stored and analysed according to the trial Protocol, Laboratory Manual and relevant SOPs?


	Laboratories should not perform any work on clinical trial samples that is not specified in the clinical trial protocol (this includes the specific sample volume, tubes/kits, timelines & conditions for collection, processing, storage and shipping).
If additional work is requested by the sponsor or their representative all relevant documentation must be amended prior to the initiation of any additional work.

 See R&D/S78 for details on processing & implementing amendments within Laboratory research.


	Y/N 

Comments: 



	5.5
	Are ALL research samples traceable throughout their life cycle?


	The exact location should be recorded on the Laboratory Research Clinical Trial Set Up Form (R&D/F73). 

If samples are moved from their storage location this must be documented on the Specimen Location Log (R&D/F32).


	Y/N 

Comments: 



	5.6
	Are Laboratory Manual procedures for individual studies followed by trained staff (staff that signed study Delegation Log & Training Logs)?

	Staff training should be documented in the Staff Signature & Training Log (R&D/F73), and filed within the study Laboratory File.


	Y/N 

Comments: 



	5.7
	Are specific sample storage conditions clear & documented for each research trial?  

   
	Ensure that action will be taken if integrity or viability has been compromised due to not meeting the required storage conditions (missing temperature records, temperature out of specified range, equipment failure, unit door left opened, power failure).

Please refer to R&D/S94 Processing Research Samples (section 4.5)


	Y/N 

Comments: 



	5.8
	Are there traceable records for research sample storage? 


	Laboratory Research Equipment Maps should be used to navigate storage units (R&D/T35).

If samples are moved from their storage location this must be documented on the Specimen Location Log (R&D/F32).

Samples must be transferred from one storage area to another storage unit in such a way that their integrity and viability remains unaffected (e.g. at the correct temperature and within the correct time period).

	Y/N 

Comments: 



	5.9
	Are shipping arrangements agreed & clearly documented for each trail that requires shipping of samples? 


	Each sample shipment should be documented in the Specimen Shipping Log (R&D/F62) and the Specimen Checklist (R&D/F24).

Shipping receipts must be retained within the relevant section of the research Laboratory File. In addition, study specific documents may need completing.

If samples are destroyed, this must be documented in a Specimen Destruction Log R&D/F28.

	Y/N 

Comments: 



	6.
	DEVIATIONS/ SERIOUS BREACHES/ INCIDENT REPORTING

	6.1
	Are you aware of the procedure that should be followed in the event of GCP and/or Protocol/Labs Manual breaches, equipment failure or calibration failure; or deviations from Laboratory procedures?


	All research sample deviations (including temperature excursions which could potentially impact on sample integrity/equipment failures, sample receipt, processing and shipping deviations, or deviations from GCP or study procedures) must be documented and assessed on the Specimen Deviation Log (R&D/F31).

Please refer to R&D/S94 Processing Research Samples (section 4.5)


	 Y/N 

Comments: 



	6.2
	What should be done to ensure that the risk or impact on patient safety or sample and data integrity is assessed following a deviation; and that corrective and preventative measures are implemented?


	The Lab Research staff are ultimately responsible for retaining oversight of the extent and frequency of all deviations and temperature excursions for research samples and for escalating issues to R&D as necessary. 

Records of these should be kept and available for inspection.


	 Y/N 

Comments: 



	6.3
	What is the reporting procedure for Adverse Incidents that involve any aspects of handling research samples?


	It is a requirement that all Adverse Incidents (AI) within the Trust are reported via the DATIX online system and this includes adverse incidents that occur in the laboratory.


	Y/N 

Comments: 
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