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	Investigator Study File Check-List
	Site #:

	
	Study ID:

	Audit date:
Auditor:



Before the clinical phase of the trial commences
	ICH/BPC
	Document title
	Comments
	Investigator / Institution
	Sponsor
	PUI (France specificity)

	8.2.1
	Investigator Brochure
	Versions…

	X
	X
	X

	8.2.2
	Signed Protocol and signed amendments if any 
Sample of Case Report Form and any other document/support   related to data collection (example : self-assessment book)
	
	X
	X
	

	8.2.3
	· Information given to trial subject:
· advertisement for subject recruitment (if used)
	
	X
	X
	

	
	· any other written information
	
	X
	X
	

	
	· Informed Consent Form
	
	X
	
	

	8.2.4
	Financial aspects of the trial
	
Pour la France : voir lettre soumission du sponsor au CNOM/CDOM pour conventions recherche et conventions hospitalités 
	X
	X
	

	8.2.5
	Insurance statement
(where required)
	
	X
	X
	

	8.2.6
	Signed agreement between involved parties, e.g.:
Investigator/institution and sponsor
Investigator/institution and CRO
Sponsor and CRO
Investigator/institution and authority(ies) (where required)
	
	X
	X
	X 
le cas échéant

	8.2.7
	Dated, documented approval/favourable opinion of institutional review board (IRB)/independent ethics committee (IEC) of the following:
·  protocol and any amendments
· CRF (if applicable) 
· informed consent form(s) 
· any other written information to be provided to the subject(s)
· advertisement for subject recruitment (if used))
· subject compensation (if any)
· any other documents given approval/favourable opinion
	
	X
	X
	

	8.2.8
	Institutional Review Board/Independent Ethics Committee Composition
	
	X
	X
	

	8.2.9
	Regulatory authority(ies) authorization/approval/ notification of protocol (where required)
	
Pour la France voir aussi si centre informé des autorisations pour traitement données personnelles (MR001, MR003, autre ?)
	X
	X

	

	8.2.10
	Curriculum Vitae and/or other relevant documents evidencing qualifications of investigator(s) and sub-investigator(s)
· (BPC Fr) Liste des collaborateurs de l'investigateurs 
· (BPC Fr) Autorisation lieu de recherche
	
	X

X
X
	X

X
X
	

	8.2.11
	Normal value(s)/range(s) for medical/ laboratory/technical procedure(s) and/or test(s) included in the protocol
	
	X
	X
	

	8.2.12
	Medical/laboratory/technical procedures /tests
· certification or
· accreditation or 
· established quality control and/or external quality assessment or
· other validation (where required)
	BPC Fr : Document concernant la méthode analytique, le contrôle de qualité, l’expression et la transmission des résultats, si ce document a été établi par le biologiste comme le conseille l’arrêté du 26 novembre 1999 relatif à la bonne exécution des analyses de biologie médicale.
Autorisations et documents administratif prévu par les exigences législatives et réglementaires en vigueur (exemples :  certification, accréditation, évaluation du contrôle de qualité interne ou externe...).
	X
(si nécessaire)
	X
	

	8.2.13
	Sample of label(s) attached to investigational product container(s)
	
	
	X
	X si PUI impliquée dans étiquetage

	8.2.14
	Instructions for handling of investigational product(s) and trial-related materials (if not included in protocol or Investigator’s Brochure)
	
	X
	X
	X

	8.2.15
	Shipping records for investigational product(s) and trial-related materials
	
	X
	X
	X

	8.2.16
	Certificate(s) of analysis of investigational product(s) shipped

Certificat de libération des lots par la personne qualifiée et, le cas échéant, certificats d’analyse des médicaments expérimentaux expédiés.
	
	NA

X 
(ou PUI) 
(BPC Fr)
	X
	NA

X (BPC Fr)

	8.2.17
	Decoding procedures for blinded trials
	
	X
	X
tierce partie le cas échéant
	X

	8.2.20
	Trial initiation monitoring report
	
	X
	X
	

	8.2.22
	List of investigators participating in the same trial
	
	X
(BPC Fr)
	X
	


During the clinical conduct of the trial
	ICH/BPC
	Document title
	Comments
	Investigator / Institution
	Sponsor
	PUI (France specificity)

	8.3.1
	Investigator’s brochure updates
	Voir si une révision annuelle est dispo avec validation par promoteur
	X
	X
	X

	8.3.2
	ANY REVISION TO:
· protocol/amendment(s) and CRF
· informed consent form
· any other written information provided to subjects
· advertisement for subject recruitment (if used))
	
	X
	X
	

	8.3.3
	Dated, documented approval/favourable opinion of institutional review board (IRB) /independent ethics committee (IEC) of the following:
· protocol amendment(s)
· revision(s) of:
· informed consent form
· any other written information to be provided to the subject
· advertisement for subject recruitment (if used)
· any other documents given approval/favourable opinion
· continuing review of trial (where required)
	
	X
	X
	

	8.3.4
	Regulatory authority(ies) authorizations/approvals/notifications where required for:
protocol amendment(s) and other documents
	
	X
(si nécessaire)
	X
	

	8.3.5
	Curriculum Vitae for new investigator(s) and/or sub- investigator(s)
Updated list of collaborators 
	
	X

X (BPC Fr)
	X

X (BPC Fr)
	

	8.3.6
	Updates to normal value(s)/range(s) for medical/ laboratory/ technical procedure(s)/test(s) included in the protocol
	
	X
	X
	

	8.3.7
	Updates of medical/laboratory/ technical procedures/tests:
· certification or
· accreditation or
· - established quality control and/or external quality assessment or
· - other validation (where required)
	
	X
(si nécessaire)
	X
	

	8.3.8
	Documentation of investigational product(s) and trial-related materials shipment
	
	X
	X
	X

	8.3.9
	Certificate(s) of analysis for new batches of investigational products
	
	X 
(ou PUI)
	X
	X

	8.3.11
	Relevant communications other than site visits:
· letters
· - meeting notes
· - notes of telephone calls
	
	X
	X
	

	8.3.12
	Signed informed consent forms
	
	X (original pour BPC Fr)
	
	

	8.3.13
	Source documents
	
	X
	
	

	8.3.14
	Signed, dated and completed case report forms (CRF)
	
	X
(copie)
	X
(original)
	

	8.3.15
	Documentation of CRF corrections
	
	X
(copie)
	X
(original)
	

	8.3.16
	Notification by originating investigator to sponsor of Serious Adverse Events and related reports
	
	X

	X

	

	8.3.17
	Notification by Sponsor and/or Investigator, where applicable, to regulatory authority(ies) and IRB(s)/iec(s) of Unexpected Serious Adverse Drug Reactions and of other safety information
	
	X
(si nécessaire)
	X
	

	8.3.18
	Notification by Sponsor to Investigators of safety information
	
	X
	X
	

	8.3.19
	Interim or annual reports to IRB/IEC and authority(ies)
	
	X 
(si nécessaire)
	X
(si nécessaire)
	

	8.3.20
	Subject screening log (ayant donné leur consentement pour BPC Fr, mais pas forcément pour BPC ICH)
	
	X
	X
(si nécessaire)
	

	8.3.21
	Subject identification code list
	
	X
	
	

	8.3.22
	Subject enrolment log
	
	X
	
	

	8.3.23
	Investigational products accountability at the site
	
	X
	X
	X

	8.3.24
	Signature sheet (To document signatures and initials of all persons authorized to make entries and/or corrections on CRFs)
	
	X
	X
	

	8.2.25
	Record of retained body fluids/ tissue samples (if any)
	
	X
	X
	


After Completion or Termination of the Trial
	ICH/BPC
	Document title
	Comments
	Investigator / Institution
	Sponsor
	PUI (France specificity)

	8.4.1
	Investigational product(s) accountability at site
	
	X
	X
	X

	8.4.2
	Documentation of investigational product destruction
	
	X
(en cas de destruction sur le site d'essai)
	X
	X 
(si assurée par la PUI)

	8.4.3
	Completed subject identification code list
	
	X
	
	

	8.4.7
	Final report by investigator to IRB/IEC where required, and where applicable, to the regulatory authority(ies)
	
	X
	
	

	8.4.8
	Clinical study report
	
	X
(s'il y a lieu)
	X
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