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Check-list d'Audit de site d'investigation
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1 [bookmark: _Toc120035806]Site organisation 
1.1 Coordination by the Principal Investigator

	Requirements
	Tool
	Comments

	Who does What, When, Why
	PI interview (part "course of study" of the CL)

	

	Composition of the study team
	Delegation log
	



1.2 Investigator's and site staff qualification 


	Requirements
	Tool
	Comments

	Qualification of the PI and site staff
	CV up-to-date (about the actual situation), dated and sign
Other relevant documents
	ICH GCP § 4.2.6 (for study team)
ICH GCP § 4.1.1 (for PI) 

	Training to the Protocol / IMP / IB / study specificities / GCP
	Trainings certificates 
PI interview (part "site staff" of the CL)
	ICH GCP § 4.2.4 (for study team)
ICH GCP § 4.1.2 (for PI) 



1.3 Site staff Delegation of Responsibilities

	Requirements
	Tool
	Comments

	List of site staff with delegation of responsabilities 
	Delegation Log 
If not found in the ISF, Principal Investigator interview (part "responsibilities" of the CL)
	ICH GCP § 4.1.5 et 4.2.6




To complete for traceability, to write the audit report:

	Name
	Curriculum Vitae
	Training and qualification

	M / Mrs / Dr
	Date : 

Speciality : 

Registration : Y/N
	☐ Protocol v__
☐ Protocol v__
☐ GCP
☐ Delegation log : XX/XX/XXXX
☐ other : detailed 

	M / Mrs / Dr
	Date : 

Speciality : 

Registration : Y/N
	☐ Protocol v__
☐ Protocol v__
☐ GCP
☐ Delegation log : XX/XX/XXXX
☐ other : detailed 


1.4 Site Resources

	Requirements
	Tool
	Comments

	Sufficient resources, time, and adequate facilities
	PI interview (Part "responsibilities" of the CL)
	ICH GCP § 4.2.2 & 4.2.3

	Access to the eCRF (personal Identifying and password for each person of site staff)
	CRA interview
	

	Buildings and equipment meet the requirement of the trial
	Visit of the clinical  department(s) (cabinet, SC office, centrifuge, fridge / freezer etc.)
(-->identify in the Protocol which is applicable)
	ICH GCP § 5.18.4 (b)

	· Equipment's characteristics Probe: 
· Serial number
· Calibration certificate
· Remote alarm (Y/N)
· Vendors
· Centrifuge 
· Refrigerated (Y/N)
· If yes: serial number of the probe 
· Date of calibration
· Batch number
· Vendors
· Fridge
· model
· If temperature-monitored (probe serial number)
· Freezer 
· model
· If temperature-monitored (probe serial number)
	Investigator Site File
-->identify in the Protocol, which equipment is relevant to check
	



Investigator Site File (ISF)
General
Study and site authorization 
Identify in the Monitoring Visit Report and Protocol the different versions of the different documents and complete the table below : 

	Version
	Date
	Date 
CPP / EC favorable opinion
	Date 
ANSM / CA autorisation
	Date 
CNIL / CA 
Authorization (if applicable)
	Date sending to the site
	Principal Investigator signature date

	Inclusion date of the first patient:

	Protocol

	V1.0
	
	
	
	
	
	

	V2.0
	
	
	
	
	
	

	V3.0
	
	
	
	
	
	

	Investigator Brochure

	V_.0
	
	
	
	
	
	

	V_.0
	
	
	
	
	
	

	Inform Consent Form

	verbatim
	
	
	
	
	
	

	verbatim
	
	
	
	
	
	

	DSUR
	
	
	
	
	
	

	V_.0
	
	
	
	
	
	

	others

	
	
	
	
	
	
	



--> Check that signature page of the protocol was sent to the Principal Investigator after authorization and/or favorable opinion of the EC 
Other essential documentation, 

i.e., : 
☐ Insurance certificate : XX/XX/XXXX
☐ First Patient-in notification letter: XX/XX/XXXX
☐ relevant documentation filed in the ISF: version and date
2 Informed Consent Process
Study team interview (part "Consent" of the CL):
Who identified the patient for the study (Principal Investigator, Sub-Investigator, nurses)
Where (specify the floor, if relevant) 
When (before or during their hospitalization)
Rate of inclusion: all the week / not on weekend / on holidays / on nights?


2.1 [bookmark: _Toc120035802]Consentements des patients (BPC, CSP)
	Exigence
	Moyen
	Commentaire

	Traceability in the Medical Records, of the given information and the collection of consent (condition of the collection of consent, reflexion time, date, time)
Consent-on site
Date and patient signature
Relative signature (if applicable)
Signature of each parent's signature for a minor
Principal Investigator or Sub-investigator signature 
Signature on the same date?
Copy received, of the sign consent, by the patient or his relative
	Tableau de vérification des consentements sur site

	Art L.1122-1 du CSP pour protection des participants et contenu de l'information
Art L.1122-1-3 du CSP pour situation d'urgence
Art L.1122-2 du CSP pour protection des mineurs
"Same date" : ANSM answer
ICH GCP § 4.8



Vérification : 
· Modalité de recueil du consentement
· Qui a donné l'information : PI / sub-inv / SC
· Temps de réflexion respecté : oui / non
· Signature de l'investigateur et du patient (le même jour) : oui / non
· Si applicable, signature du représentant légal : 
· Exemplaires : original donné au patient, l'autre gardé sur site : oui / non
· Traçabilité présente dans le dossier médical : oui / non
2.2 [bookmark: _Toc120035803]Protection des données (RGPD, loi informatique et liberté, MR-001)
	Exigence
	Moyen
	Commentaire

	Retrait du consentement
	Traçabilité dans le dossier source
	MR-001 et MR-003
Art L.1122-1-1 du CSP


· Mention de la protection des données dans le consentement
· Demande accord pour l'utilisation de leurs données

Source Data Verification 

	Exigence
	Moyen
	Commentaire

	Accès aux dossier médical 
	Traçabilité dans le dossier source
	MR-001 et MR-003
Art L.1122-1-1 du CSP



2.3 [bookmark: _Toc120035804]Safety (CSP)
	Exigence
	Moyen
	Commentaire

	
	
	


· SAE : 
· Délais de déclaration respectés : oui / non
· Si non pourquoi : 
· Qui a déclaré ? 
· Information complètes
2.4 [bookmark: _Toc120035805]Gestion du médicament expérimental
	Exigence
	Moyen
	Commentaire

	
	
	

	Contrôle de température
	Enregistrement des températures
Documentation des excursions de température (analyse, information Promoteur, quarantaine…)
	

	Traçabilité
	
	

	Utilisation uniquement dans le cadre de l'essai
	cf. Traçabilité
Balance des quantités (réconciliation)
	


Case Report Form

	Requirements
	Tool
	Comments

	Data correction by an authorized person (dated, initialed, and explained)
Completion within the required timeframe
	Audit trail
	ICH GCP § 4.9.3, 4.9.1, 8.3.15

	Source Data Verification (data
reported derived from sources
documents)
	Random verification performed by auditor
	ICH GCP § 4.9.2

	eCRF version and date
	eCRF completion guidelines in ISF
	

	Signature terms and conditions
	eCRF completion guidelines in ISF
	ICH GCP § 8.3.14

	
	
	


Laboratory

	Requirements
	Tool
	Comments

	Process of report of temperature excursions 
	Documents in Investigator Site File 
Interview of the study team and CRA 
	

	Local laboratory
	In ISF : 
Normal range
Accreditation Certificate
Visit of the laboratory
	

	Central laboratory – process of externalization of biological samples
	Laboratory Manual 
Interview 
Check the traceability of "freezer-out time" (if applicable) 
	ICH GCP § 2.10, 2.13

	Process of analyses of biological sample
	Check the traceability 
i.e., resting time before centrifuge 
centrifuge time (speed, time, duration) 
aliquoting time  
freezer in time. 

	ICH GCP § 8.3.12, 8.3.7, 8.3.25



8.4.1 pour accountability of IMPs
8.4.2pour destruction
3 [bookmark: _Toc120035807]Gestion des non-conformités
	Exigence
	Moyen
	Commentaire

	
	
	



· Protocole 

· BPC

· Exigences réglementaires 

· Aux procédures

-->explication et traçabilité des actions 
-->interview de l'équipe sur site
4 [bookmark: _Toc120035808]Présence des documents essentiels sur site (BPC)
	Exigence
	Moyen
	Commentaire

	Dossier de l'Investigateur à jour
	CL des documents essentiels
	

	Liste du personnel du site
Délégation de responsabilités
	Formulaire de délégation des tâches
	




· Présence des docs sur site – classeur investigateur à jour
· Brochure investigateur 
· Protocole (toutes les versions)
· Consentements (toutes les versions)
5 [bookmark: _Toc120035809]Validation des systèmes informatisés
	Exigence
	Moyen
	Commentaire
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