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	Insert the name of your lab + logo
Trial Lab file INDEX (CTIMP)/Check list                                                                                                  .                                                                                                                          Present: P                                                                                                                            Absent: A 
Not Applicable: NA
	P

A

NA

and location of the document

	
	Trial Title:
Name and contact details of sponsor and trial team:
Name of PI:

Named Lab person responsible for this trial:


	

	
	Set up stage:
	

	1
	Completed sponsor Lab feasibility questionnaire 
	

	2
	Lab accreditation (s)
	

	3
	Lab validation report

Method validation report
	

	4
	Lab reference ranges
	

	5
	Head of Lab GCP certificate +signed and dated CV
	

	6
	Staff records: 
job description, 
cv, 
training certificates, 
SOP training log 
	

	7
	List of equipment used for the trial with certificates of maintenance + calibration: 
Fridge, freezers, centrifuge, PCR machines… …
	

	8
	Contracts:

fire alarm maintenance, 
freezer samples recovery 
pest control
… …
	

	9
	IT validation certificates: computers, software+ IT equipment 
	

	10
	Log/certificates of  fridge and freezer alarm testing
	

	11
	Trial Lab Agreement
	

	12
	Protocol and revision history
	

	13
	Lab Risk assessment (RA) 
	

	14
	Protocol Amendment Log,
with a column stating if a new lab RA was required. 
(In most cases a new RA will not be required, but you need to document  that you did check that it was not required)
	

	15
	Investigator Brochure (IB) (if the labs stores cells which are the IMP), one/per year as a minimum 
	

	16
	Shipment procedures / Sample management Plan
	

	17
	Analytical Plan
	

	18
	Trial specific Laboratory Manual (generated by sponsor/ lab)
	

	19
	MHRA approval, if queries were raised, statement from the MHRA stating that they were satisfied with the way that they were resolved.


	

	20
	Front page of the serious breach SOP/location of the serious beach SOP
	

	21
	List of vendors that the lab uses for this trial, with a column indicating if the remote/ at site feasibility assessment has been carried out and for how many year each particular vendor has been contracted out by the lab.
	

	
	Study open:

	

	22
	GREEN light from the sponsor, to proceed with receiving and analysing the samples

	

	23
	Storage records (e.g. Temp logs)

Document demonstrating that the temperature did not deviate while the samples remain in your custody and were shipped to you?

	

	24
	Log of  fridge/ freezer alarm testing
	

	25
	Delegation Log (who is doing what in the lab on this trial)
signed and dated by the Named lab Person
	

	26
	Monitoring+ Audit  Log where the sponsor’s monitor will record his visits
	

	27
	Sample log
	

	28
	Sample receipt forms with temperature shipment document
	

	29
	Analysis records
	

	30
	Reporting records
	

	31
	Correspondence with Principal Investigator+ sponsor + monitor
	

	32
	Meeting/conference call meeting/trial management meetings where applicable
	

	33
	Deviation/ Violation log 
	

	34
	Log of incidents reported to sponsor
	

	
	Upon closure to recruitment/ After closure of the trial
	

	35
	Sponsor email formally closing the study in the lab and requesting archiving
	

	36
	Sample chain of custody (destruction/longer term storage/ biobanking etc)
	

	37
	Lab Final Validation Reports
	

	38
	Document demonstrating that the Lab File was checked for completion prior to archiving
	

	39
	File notes
	

	40
	Any other documents needed to be able to re-construct the trial.
	

	GCP requirements:

1. Under EU 536/2014 the CTIMP trial lab files need to be archived for 25 years or 30 years if the samples are part of an ATIMP trial. Please follow the UCL archiving process.
2. Ensure all samples are pseudo-anonymised when you get them.

3. Corrections of  data need to be crossed, initialled and dated: 

14, 28     12,48, initials, date when correction is made
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