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R&D/F60 - Laboratory Checklist




Laboratory Checklist 
This Form can be used in conjunction with R&D/S63 and may be adapted.

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and R&D Newsletter 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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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

	Form Reference:
	R&D/ F60

	Version Number:
	5.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	4th January 2016


	Approved by:
	Name/Position:
	Damon Foster, Head of R&D

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	3rd December 2015

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	3rd December 2015


	This Form will normally be reviewed every 2 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	15th November 2010
	

	2.0
	30th April 2012
	Change of SOP Controller.  Removal of North and East Yorkshire R&D Alliance references

	3.0
	21st October 2013
	Checklist redesigned to incorporate sections of the laboratory audit checklist and additional sign off boxes.

	4.0
	17th March 2014
	Minor changes that have been suggested following use of the Form when reviewing external labs.

	5.0
	4th January 2016
	Two year review done, no changes necessary.

	
	
	

	
	
	

	
	
	


R&D LABORATORY CHECKLIST
	Study Title (short) or Facility/Process:      


	R&D Reference:      
	EUDRACT Number:       

	Site:       


	Chief / Principal Investigator at Site:      

	Reason for checklist completion:      

	Checklist self completed by laboratory:  Y / N
	If YES proceed straight to page 2

If NO complete sections below before proceeding to page 2


	Date of visit:     

	Date of any previous visit (if applicable):      


	Departments visited during visit:      


	Name and job title of all personnel who will have specific responsibility for trial samples:      


	Duration of meeting between Monitor and Site CI/PI (if not present at all, state reason):      


	Name / designation of anyone attending meetings apart from Site personnel listed above and Monitor / Trial Co-ordinator:       


	Test(s) to be undertaken by Laboratory:      


	Will any function be sub-contacted to another laboratory or facility:      



	Section 1: Personnel

	
	
	Yes
	No
	NA
	Comment 

	1.
	

	1.1
	Is there an Organogram?


	
	
	
	

	1.2
	Is there a designated member of lab staff with overall responsibility for Clinical Trials?
Study?

	
	
	
	

	1.3
	Are there adequate resources available to provide a clinical trial service which avoids inappropriate diversion of resource away from patient care?


	
	
	
	

	1.4
	Do staff receive research training and is this documented?

	
	
	
	

	
	Is Trial Specific training provided?


	
	
	
	

	
	Is GCP training received? up to date?


	
	
	
	

	
	Are training records retained when staff leave?


	
	
	
	

	1.5
	Who is authorised to process clinical trial samples? Is this documented in individual job descriptions?


	
	
	
	

	1.6
	Is there a QA department and, if so, how do they fit into the overall organisation structure?


	
	
	
	

	
	Is there an Internal Audit programme in place?

	
	
	
	

	1.7
	Is the facility accredited with any external organisations? Specify.


	
	
	
	For example: ISO 900, ISO 15189, ISO 17025, ISO 45001, GMP, GLP, GCLP, CAP, CLIA

	1.8
	SOPs - Is there a governing SOP that documents the procedure for creation, revision, approval, distribution, document control and withdrawal of SOPs?


	
	
	
	

	1.9
	Are SOPs written in compliance with this SOP?

Are SOPs within specified review period?

	
	
	
	

	1.10
	Is there a current SOP index?


	
	
	
	

	1.11
	How are SOPs made available to staff?

Available at locations where required?


	
	
	
	

	1.12
	What is the review period? Are SOPs within review period?


	
	
	
	

	1.13
	Is there a system for documenting and handling SOP deviations and CAPAs?


	
	
	
	


	Section 2: Facilities

	
	
	Yes
	No
	NA
	Comment 

	2.1
	Is the access to the laboratories controlled / limited? 

	
	
	
	

	
	Is there an intruder detection system? (permanently or during out-of-working hours)
	
	
	
	

	2.2
	In case of power failure, what will happen (e.g. UPS)? 


	
	
	
	

	2.3
	Overall, are the facilities clean? 


	
	
	
	

	
	Who is responsible for cleaning (e.g. external company)?

	
	
	
	

	
	Are the security/cleaning described in written procedures?

	
	
	
	

	2.4
	Are there documented procedures or contracts in place for facilities maintenance?


	
	
	
	

	
	Are these being followed?


	
	
	
	

	2.5
	Are records of equipment maintenance /calibration available?


	
	
	
	

	
	How long is retention period?


	
	
	
	

	2.6
	Is calibration traceable to recognised standards?


	
	
	
	

	2.7
	Is user acceptance testing or computer validation carried out for any new equipment?


	
	
	
	

	2.8
	Does the facility have a disaster recovery plan?


	
	
	
	

	2.9
	Is the room temperature and / or humidity monitored? How?


	
	
	
	

	2.10
	How many research fridge, freezers (-20, -80C) or cold rooms are there? 


	
	
	
	

	2.11
	Is the temperature of fridge/freezer, cold room monitored? If yes how? How are cold chain breaks identified (e.g. alarm, visual)?

	
	
	
	

	2.12
	Is there a documented process to follow in case of technical problems, if the temperature is out-of-range?

	
	
	
	

	2.13
	Is there a maintenance contract for refrigerated equipment? 


	
	
	
	

	2.14
	If there is a back-up fridge/freezer or cold room in case of emergency, 


	
	
	
	

	
	Is the temperature of any backup facility monitored regularly?

	
	
	
	

	
	Would there be adequate space to relocate clinical trial samples there?


	
	
	
	

	2.15
	Is there dedicated area for clinical trials sample storage? 

	
	
	
	

	2.16
	Are all clinical trial samples processed and stored in these laboratories or are samples shipped immediately without requiring processing?

	
	
	
	


	Section 3: Processes

	
	
	Yes
	No
	NA
	Comment 

	3.1
	Do labs have a policy document covering the safe handling / processing of samples?

	
	
	
	

	3.2
	How is clinical trial sample processing documented?

	
	
	
	

	3.3
	How do labs know what trials are going on in the Trust?


	
	
	
	

	3.4
	Are laboratory staff involved in the review of Protocols? 


	
	
	
	

	
	If so, at what stage of study planning? 


	
	
	
	

	3.5
	Are laboratory staff involved in Investigator meetings and/or Site Initiation meetings?


	
	
	
	

	
	Are laboratory staff required to train of other staff e.g. research nurses in sample processing? 


	
	
	
	

	3.6
	What checks are performed on stored samples?

	
	
	
	

	3.7
	Do laboratory Clinical Trials staff review lab related forms provided by Sponsors for suitability for use?

Are checks performed to ensure that all work is covered by informed consent and instructions do not contradict protocol or contract?
	
	
	
	

	3.8
	What are laboratory archiving arrangements?

	
	
	
	

	3.9
	What processes are covered by SOPs?

Obtain list.


	
	
	
	

	3.10
	Are laboratory clinical trials staff aware of responsibilities in the reporting of suspected fraud, misconduct and other incidents (serious breaches)?


	
	
	
	

	
	Are staff aware of YTHFT SOPs and the requirements within these?


	
	
	
	

	3.11
	Do laboratory documents provide a full audit trail from receipt to destruction or return? Is Chain of Custody clear/documented?

	
	
	
	

	3.12
	Do laboratories hold a Clinical Trial Protocol for each study involved in?


	
	
	
	

	3.13
	How are updates/amendments received and handled?


	
	
	
	

	3.14
	Is there a documented procedure for timely communication to Sponsor/R&D regarding deviations from work instruction/SOP/Protocol?
	
	
	
	

	3.15
	Is impact of deviation assessed and documented?
	
	
	
	

	3.16
	Does subcontracting with other laboratories occur?

Is suitability / capability assessed prior to contract?

Sponsor must be involved.
	
	
	
	

	3.17
	Is there a documented procedure for the expediting of out-of-range results?


	
	
	
	

	3. 18
	Are there normal ranges? Authorised?


	
	
	
	

	3. 19
	Is there a process to cover withdrawal of informed consent? What happens to samples?

Needs to be a process in place.

	
	
	
	

	3.20
	Sample transportation – are transit conditions monitored? Is time in transit recorded?


	
	
	
	

	3.21
	What happens if there are missing samples, poorly labelled or unexpected samples on receipt?


	
	
	
	

	3.22
	Are there procedures to maintain patient confidentiality of samples taken for research purpose only?


	
	
	
	

	3.23
	Is there a validated method available for the analyses being undertaken?

Authorised and approved?

If not how will this be achieved?
	
	
	
	

	3.24
	Are appropriate records maintained?


	
	
	
	

	3.25
	Adequate records retained for preparation of buffers and reagents required by analytical method? 

Written procedures for preparation?


	
	
	
	

	3.26
	Quality of reagents traceable to ensure fit for purpose?


	
	
	
	

	3.27
	How are data recorded?

What QC checks are in place to ensure accuracy of any transcribed data? Where are these checks documented?
	
	
	
	

	3.28
	Are appropriate error correction procedures in place/followed?
	
	
	
	

	3.29
	Are there documented acceptance criteria for data generated by the analysis and procedures for determining where repeat analysis may be performed?
Is procedure authorised?

All data and decisions must be retained in the TMF.
	
	
	
	

	3.30
	Are there any blinding issues?


	
	
	
	

	3.31
	How are results communicated/reported to PIs?

Subject to any checking procedure?


	
	
	
	

	3.32
	Archiving/retention of records?

	
	
	
	

	Comment:    



	Signature of person completing checklist
	 

	Date
	   
	Name / Job Title (printed)
	    


	Signature of CI/PI*
	 

	Date
	   
	Name / Job Title (printed)
	   


* by signing I confirm that I have reviewed this checklist and am of the opinion that the proposed laboratory works to the required standards

	Signature of Sponsor Representative*
	 

	Date
	   
	Name / Job Title (printed)
	   


* by signing I confirm that I have reviewed this checklist and am of the opinion that the proposed laboratory works to the required standards
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