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1 [bookmark: _Toc489278614][bookmark: _Toc494097865][bookmark: _Toc218760562][bookmark: _Toc174780703][bookmark: _Toc175124190]List of abbreviations

AE	Adverse Event
AESI	Adverse Event of Special Interest
ALCOA	Attributable, Legible, Contemporaneous, Original, and Accurate
ANSM	Agence Nationale de Sécurité du Médicament
CA	Competent Authority
CRA	Clinical Research Associate
CRO	Contract Research Organization
CRF	Case Report Form
CTR	Clinical Trial Regulation
CV	Curriculum Vitae
DSMB	Data Safety Monitoring Board
eCRF	Electronic Case Report Form
eTMF	Electronic Trial Master File
EMR	Electronic Medical Records
FPFV	First Patient First Visit
GCP	Good Clinical Practice
GDPR	General Data Protection Regulation
IATA	International Air Transport Association 
IB	Investigator Brochure
ICF	Informed Consent Form
ICH	International Council for Harmonisation
IMP	Investigational Medicinal Product
ISF	Investigator Site File
IRT	Interactive Response Technology
LPLV	Last Patient Last Visit 
PI	Principal Investigator
PSF	Pharmacy Site File
SAE	Serious Adverse Event
SDV	Source Data Verification
SI	Sub Investigator
SIV	Site Initiation Visit 
SUSAR	Suspected Unexpected Serious Adverse Reaction
TMF	Trial Master File




[bookmark: _Toc175124198][bookmark: _Toc218760563]Executive summary
LABO PHARMA is the sponsor of the clinical trial referenced:
_
and entitled:
"-". 
This trial is a national/ international trial. It is performed in x investigational sites, and is _on-going at the date of the audit. The first Patient has been enrolled/included/randomized on XX/XX/20XX.
LABO PHARMA requested Sunnikan Consulting to conduct site audits.
The aim of this audit was to assess the Patients' safety and the respect of their rights, the compliance with the regulatory and the trial protocol requirements and the quality of data collected in the investigational site # _ (Principal Investigator: Dr _)

Insérer ici une identification des risques du projet (par rapport au design de l'étude, au type de produit à l'étude, au type de centre, etc.) et pour lesquels l'auditeur sera particulièrement vigilant. Cette liste est définie soit avec le client avant l'audit, soit sur la base des documents revus par l'auditeur lors de la préparation.
The audit, performed by _, Sunnikan Consulting Auditor, took place at Site # _ on _, according to the Audit Agenda previously sent to the Auditees.
To date, this site has screened/included/randomized XX Patients. XX of them have completed the trial/ XX of them have been withdrawal.

	Overall, it should be noted that 

However, the audit highlighted xx findings distributed as follows: 0 critical finding - xx major findings – xx minor findings – xx comment.





The main conclusions of the audit are:

No major observation was noted.

The Auditor recommends the following actions:



[bookmark: _Hlk505851697]Note: The audit results reflect a non-exhaustive review of activities falling in the scope of the audit, based on the documentation provided to the Auditor and on interviews conducted during the audit.
/The improvement suggestions included in this report are only advices. They are not based on a prior assessment of costs / timelines / quality objectives of the CRO. They do not represent by themselves the appropriate actions plan and should be considered within the global context.


[bookmark: _Toc218760564]Audit Plan
[bookmark: _Toc174780705][bookmark: _Toc175124192]Insérer ici une identification des risques du projet (par rapport au design de l'étude, au type de produit à l'étude, au type de centre, etc.) et pour lesquels l'auditeur sera particulièrement vigilant. Cette liste est définie soit avec le client avant l'audit, soit sur la base des documents revus par l'auditeur lors de la préparation.
[bookmark: _Toc218760565]Audit Methodology

	Audit objectives
	

	Audit dates
	

	Audit location
	

	Audit team
	

	Main audit standards
	· 

	Audit scope
	Copié-collé de l'agenda

	Interviews, tour of facilities and documentation review were performed during the audit. The monitoring CRA was present during the audit and was able to answer some questions.


[bookmark: _Toc526426674][bookmark: _Toc526431432][bookmark: _Toc218760566]Audit attendees 
[Possibilité d'utiliser le bordereau Opening_Closure Meetings Attendees_list  pour que les personnes notent leurs noms et fonctions (pas de signature requise, c'est juste pour avoir l'orthographe exact et ne pas oublier de personnes). Le bordereau permet aussi de mettre une croix en face des personnes qui sont interviewées (intéressant quand il y a beaucoup de monde)]
	In alphabetical order
	Opening meeting
	Interview
	Closure meeting

	
	
	
	

	
	
	
	

	
	
	
	



The following Sponsor representatives were present:
xxx
xxx
[bookmark: _Toc526431433][bookmark: _Toc218760567]Findings grading
À modifier si client impose une autre classification 
In this report, the findings are classified as critical, major or minor according to the "Procedure for reporting of GCP inspections requested by the Committee for Medicinal Products for Human Use (CHMP)", EMA, GCP Inspectors Working Group, EMA/INS/GCP/158549/2016, 28 March 2017:

	"APPENDIX 5 – Grading of inspection findings
Critical
Conditions, practices or processes that adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Critical observations are considered totally unacceptable. 
Possible consequences: rejection of data and/or legal action required 
Remark: Observations classified as critical may include a pattern of deviations classified as major, bad quality of the data and/or absence of source documents. Manipulation and intentional misrepresentation of data belong to this group.
Major
Conditions, practices or processes that might adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Major observations are serious deficiencies and are direct violations of GCP principles.
Possible consequences: data may be rejected and/or legal action required
Remark: Observations classified as major, may include a pattern of deviations and/or numerous minor observations.
Minor
Conditions, practices or processes that would not be expected to adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Possible consequences: Observations classified as minor, indicate the need for improvement of conditions, practises and processes.
Remark: Many minor observations might indicate a bad quality and the sum might be equal to a major finding with its consequences.
Comments
The observations might lead to suggestions on how to improve quality or reduce the potential for a deviation to occur in the future."




or Introduce client classification 

[bookmark: _Toc218760568][bookmark: _Toc174171124][bookmark: _Toc175124219]Audit Report
	Finding # Grade

	Blablabla

Main audit standards



[bookmark: _Toc218760569]Audit Context

	PI
	xx

	Investigational Product
	Medicinal Product / Medical Device

	Regulatory Context
	xx

	Clinical Trial status
	xx

	Design
	xx

	Site #
	xx

	SIV date
	xx

	First Patient First Visit date
	xx

	Last Patient In
	xx

	Enrolment status
	Completed with x patients screened:
x screen failed
x enrolled: x complete, x early termination

	Timing of audit in the site
	Before FPFV
During the study
Recruitment period
Follow-Up period
After LPLV

	Structure in charge of Monitoring
	CRO name



[bookmark: _Toc218760570]Site Organisation
Coordination by the Principal Investigator
☐ The clinical trial is performed under the responsibility of a physician.
☐ The Principal Investigator is the one who coordinates the clinical trial at site.
At the time of the audit, staff assigned by the Principal Investigator to the XXX trial is the following:
· X Sub-Investigators: 
· A pharmacist:
· A Study Coordinator:
· A nurse: 
Investigator's and site staff qualification and training
☐ The Investigator is qualified by education, training, and experience to assume responsibility for the proper conduct of the trial.
☐ The Investigator meets all the qualifications specified by the applicable regulatory requirement(s) and the Clinical Study Protocol.
☐ The Investigator and his/her collaborators provide evidence of their qualifications through up-to-date Curriculum Vitae <and/or other relevant documentation>.
☐ The Principal Investigator and his collaborators are trained in GCP.
☐ The Principal Investigator and his/her collaborators were trained prior to the start of the trial, and this training is documented (protocol, experimental product, specific procedures, trial vigilance, observation book).
☐ The Investigator is aware of, and complies with, GCP and the applicable regulatory requirements.
☐ The Investigational Site staff have sufficient time to properly conduct and complete the clinical trial.

Pour la prise de note
	Name
Position
	CV (date)
	Training and Qualification (detail / dates)

	
	
	

	
	
	



Site staff delegation of tasks
☐ The Principal Investigator works with collaborators to whom he has delegated tasks. This delegation is appropriate and documented.
☐ The personnel involved in the clinical trial is informed of their responsibilities in the clinical trial.
☐ The medical responsibility is given to a physician.

	JR 21/01/2026
Requis R3 : documentation de la délégation pas obligatoire pour les tâches relevant de la pratique habituelle mais n'exclu pas l'absence de supervision par le PI



Site resources
☐ The Investigator has a sufficient number of qualified personnel and adequate facilities for the duration of the trial in order to carry it out properly and safely.
☐ The site has the necessary equipment and connections to access the eCRF.
☐ Buildings and equipment meet the requirements of the trial.
☐ The site has a space for monitoring.
☐ The equipment used is maintained and calibrated, and documentation is available.

	JR 21/01/2026
Requis R3 : Vérifier s'il y a de la sous-traitance de la part de l'Investigateur, si oui vérifier les contrats, la distribution des rôles et responsabilités et la supervision par le PI



[bookmark: _Toc218760571]Investigator's Site File
General
☐ The site has a Study Investigator's Site File:
☐ provided by the Sponsor at the trial initiation
☐ maintained by the site / with CRA monitoring support
☐ stored in a secure place (confidentiality, protection against fire, floods ...)
☐ available during the audit.
☐ The following Investigator's Site File sections have been reviewed during the audit:
To be listed with the ToC terminology
☐ Part of the documentation related to the investigational products is kept by the Pharmacist.
☐ The documents of the Investigator's Site File allow the evaluation of the realization of the trial in the site and the quality of the data produced. (Not true if documents not filled, relevant emails not printed, non-respect of the ToC does not allow to find one quickly...).
À vérifier en plus :
The sponsor and investigator/institution should maintain a record of where essential records are located, including source records. The storage system(s) used during the trial and for archiving (irrespective of the type of media used) should provide for appropriate identification, version history, search and retrieval of trial records." (ICH GCP E6 (R3))
Existence d'un "source data location list" ou document équivalent?

[bookmark: _Toc174171116][bookmark: _Toc175124211]Study and Site Authorization
	Version
	Date
	CPP / EC
Approval
	ANSM / CA Authorisation
	Envoi au centre
	PI Signature/Receipt

	Protocol

	V1 
	Xx/xx/20xx
	[date avis]
	[date auth.]
	[date]
	[date]

	V2
	
	
	
	
	

	…
	
	
	
	
	

	1er patient [DATE]

	
	
	
	
	
	

	Brochure

	V1 
	
	
	
	
	

	V3
	
	
	
	
	

	V3
	
	
	
	
	

	…
	
	
	
	
	

	1er patient [DATE]

	
	
	
	
	
	

	ICF

	V1 
	
	
	NA
	
	

	V2
	
	
	NA
	
	

	…
	
	
	
	
	

	1er patient [DATE]

	
	
	
	NA
	
	

	Others

	Carte patient V1
	1
	
	NA
	
	

	Carnet Patient V1
	
	
	NA
	
	

	Carnet Patient V2
	
	
	NA
	
	

	…
	
	
	NA
	
	

	DSUR

	V5
	
	
	
	
	

	…
	
	
	
	
	



[bookmark: _Toc174171117][bookmark: _Toc175124212]Ethics Committee
☐ The Ethics Committee approved the trial, the Investigational Site and the Principal Investigator, prior to site initiation.
☐ The approval of the Ethics Committee dated XX/XX/20XX is available in the Investigator's Site File.
☐ The approval of the Ethics Committee is also available for all substantial changes under its responsibilities.
☐ Ethics Committee approvals include the list of deliberating members and the detailed identification of the documents that were the subject of the opinion. (To be kept if no TMF audit before site audit)
Warning : check that signature page of the protocol was sent to the PI after the authorisation (CA) and/or approval (Ethics) were:
granted to the Sponsor
provided to site.
[bookmark: _Toc174171121][bookmark: _Toc175124216]Competent Authority
☐ Competent Authority authorized the clinical trial according to local requirements, before the start of the trial in the site.
☐ The investigational site and the Dr X, Investigator have been notified to the Competent Authority.
☐ The authorization for conducting clinical studies, required for the site ... is available and valid.
☐ The Competent Authority authorization dated XX/XX/20XX is available in the Investigator's Site File.
☐ The Competent Authority authorization is also available for all substantial changes within its responsibilities.
☐ The Competent Authority authorizations mention the detailed identification of the documents concerned by the authorizations. (To be kept if no TMF audit before site audit).
[bookmark: _Toc174171115][bookmark: _Toc175124210]Protocol and Amendments
☐ All versions of the Protocol and the amendments for which an authorization has been given are available:
Protocol version X on XX/XX/20XX
Amendment X version X on XX/XX/20XX

☐ The Protocol dated on _ is present on site and has been signed by the investigator on _before the start of the trial in its site (initiation visit performed on XX/X/20XX).
☐ Subsequent versions of the protocol and / or Amendments N°X have been forwarded to the Principal Investigator promptly after their authorization / approval by the Competent Authority / Ethics Committee.
☐ Subsequent versions of the protocol and / or amendments n ° ... have been signed by the Principal Investigator prior to their implementation by the site.
☐ Implementation took place after the documented training of the team members of the site.
Patient Information Leaflets and Consent Forms
☐ The site has all versions of the Patient Information Leaflets and Consent Forms approved by the Ethics Committee:
To list
☐ The Patient Information Leaflets and Consent Forms have been sent to the Principal Investigator upon approval by the Ethics Committee for prompt implementation.
☐ All versions of the Patient Information Leaflets and Consent Forms available on-site are correctly identified by a version number and a version date.
☐ The Sponsor has instructed the Principal Investigator regarding Patient information and informed consent procedures (e.g., new consent form only for Patients to be included, or for all Patients including those already included ...).
Other essential documentation
Se référer à l'annexe "documents essentiels" selon BPC ICH ci-dessous, et regarder ce qui est dans le scope de l'audit. Puis supprimer les tableaux.
Prendre ISO 14155 pour les essais sur les dispositifs médicaux.
☐ The Investigator's Site File sections checked during the audit are complete.
☐ Some documents are not available / not up to date:
..
[bookmark: _Toc174171128][bookmark: _Toc175124223][bookmark: _Toc218760572]Informed Consent Process
☐ Consent has been reviewed for all Patients included / for the following Patients:
☐ Instructions by the Sponsor for information and consent (eg new consent only for Patients to be included, or for all Patients including those already included ...) have been applied by the site.
☐ Some or all of the following observations have already been noted during monitoring and are documented in the monitoring visit reports.
Voir CL associé dans l'intranet
	[bookmark: _Hlk219298301]ICF sample
	Participants #
xx
xx
xx



[bookmark: _Toc174171129][bookmark: _Toc175124224]eConsent
[bookmark: _Hlk158902604]En cas d'utilisation d'eConsent : voir les exigences définies à la section A.5.3 de la "Guideline on computerised systems and electronic data in clinical trials" +Use of Electronic Informed Consent in Clinical Investigations – Questions and Answers | FDA
> nécessité autorisation CNIL en France
> comme ce sont des données sources, l'Auditeur doit avoir un accès direct à la plateforme
Collection of consents
☐ For Patients whose consents have been reviewed during the audit, information was given and consent was obtained by the Principal Investigator or by a duly authorized collaborator (ie listed on the Site Staff Delegation of Responsibilities).
☐ (France) For Patients n # X / Y, consent was obtained by [____________], but this person is not a physician.
☐ As required by GCP, the date of signing was completed by the Patients themselves.
☐ The other fields of the information form/informed consent form have been completed by ... (Investigator, trial nurse, Patient?).
☐ Each revised consent has been signed by the Patient and then by the Investigator or his delegate.
☐ No handwriting changes were made on the forms.
☐ Handwritten changes have been made to the following information / consent forms: specify Patient / consent / nature of change ... .. These changes are properly documented.
For Patients whose medical records have been reviewed (Patients # ...):

☐ the procedures for informing and collecting consents are documented 

	JR le 21/01/2026
Informations minimales attendues dans le dossier médical : Identifiant étude (nom court "officiel") avec éventuellement nom du promoteur, Date de signature du consentement,  Version (en cas de re-consentement, si pas clairement explicité)
Selon la complexité du processus, d'autres informations peuvent être importantes à porter dans le dossier médical: Présence tiers, si applicable (ex. parent, tuteur…)
DANS TOUS LES CAS : à croiser +++ avec le process expliqué par l'investigateur lors de l'interview
E6R3 : reconsentement / nouvelles informations disponibles : 
Le formulaire est révisé avec identification claires des nouvelles informations
Les patients devant être informés sont identifiés et informés
L'information est documentée et le nouveau formulaire est signé



☐ Patients had time to reflect on the information given to them before signature of consent
☐ consent was obtained prior to any trial-specific procedure.
Sample observations:
☐ Dr's name was pre-filled on the forms while it was Dr. ... who informed and collected the Patient's consent No. X / Y.
☐ The name of the Principal Investigator, Dr ... has been pre-filled on the forms, whereas the Sub-Investigators have obtained the consent.
☐ The name of the Investigator is absent from the Patient consent form No. X / Y.
☐ Patient forms # X / Y are not dated or signed by the Investigator.
[bookmark: _Toc174171132][bookmark: _Toc175124227]Informed Consent Documentation
☐ According to Principal Investigator / Dr ..., a copy of the Informed Consent Form was given to each Patient after signature.
☐ A copy of all written Informed Consent Forms signed by Patients is available in the Investigator's Site File. There is no supernumerary copy in the center..
☐ France only: a third copy of each information note and signed consent form is retained by the Principal Investigator. These copies have been / will be returned in sealed envelope by the Sponsor.
[bookmark: _Toc174171133][bookmark: _Toc175124228][bookmark: _Toc218760573]Investigational Medicinal Products (IMP)
Include a short description of the IMP used in the trial.
☐ Some (or all) of the following observations have already been noted during monitoring and are documented in the monitoring visit reports.
[bookmark: _Toc174171134][bookmark: _Toc175124229]Responsibilities
☐ The management of the products under trial is:
☐ the responsibility of the Principal Investigator,
☐ shared between the Principal Investigator and the Pharmacy of the institution in accordance with local regulations,
☐ delegated by the Principal Investigator to the Pharmacy of the institution
☐ The delegation of tasks by the Principal Investigator to the Pharmacy of the institution is properly documented. (Not necessary in France - special status of PUI)
☐ The Pharmacy of the establishment was correctly informed of the implementation of the trial (Information mail dating from ...).
☐ Pharmacy staff involved in the trial were trained before the first inclusion, with trial specificities and investigational products.
☐ This initial training is documented.
☐ An in-house pharmacy training system exists to ensure that all new responders have the necessary information (especially for changes in pharmacy internship).
☐ These internal trainings are documented.
☐ The Pharmacy keeps up to date the list of persons authorized to manage the investigational products.
☐ This list is not specific to the trial ...
☐ The Pharmacy is authorized specifically for the preparation of experimental drugs / preparations made necessary by the research, if any.
[bookmark: _Toc174171126][bookmark: _Toc175124221][bookmark: _Toc174171135][bookmark: _Toc175124230]Documentation
	Mai 2026 : Investigations cliniques DM
Nouvelles exigences de traçabilité : obligation d'utilisation conjointe de l'identifiant national de santé (INS) du patient et de l'identifiant unique du dispositif (IUD)
L'IUD et l'INS doivent être inscrits dans le dossier médical du patient et, le cas échéant, le dossier médical partagé (Article R. 5212-39 et suivants du CSP)
Le décret défini des durées de conservation spécifiques associées aux dispositifs médicaux implantables, en fonction de la date d'implantation, d'explantation ou le cas échéant du décès du patient (Article R. 5212-42 et suivants du CSP)



☐ The Pharmacy of the establishment has a Pharmacy File:
☐ made available by the Sponsor at the trial set up
☐ maintained by the Pharmacy / with CRA monitoring support
☐ stored in a secure place (confidentiality, protection against fire, flooding ...)
☐ available during the audit.
☐ The following sections of the Pharmacy File were verified during the audit:
To list according to ToC terminology
☐ For the sections checked, the documentation held by the Pharmacy is complete.
☐ Some documents are missing:
Reprendre le tableau ICH + spécificités dans BPC Françaises, ou ISO 14155 pour les dispositifs médicaux
☐ The information letter to the pharmacy is complete, including in particular:
· the title and purpose of the research
· trial product: dosage form, lot number, expiry date
· trial product and reference medicinal product: denomination, qualitative and quantitative composition
· placebo: composition
· identity of the Investigators concerned in the establishment,
· date and duration of the trial
☐ The Brochure for the Investigator.
☐ The elements of the protocol necessary for detention and dispensation.
☐ Instructions for the handling of the product(s) under trial and test materials (if not included in the protocol or in the Investigator's Brochure).
☐ Certificates of Analysis (if the above information is not in the newsletter). (only for France)
☐ Batch release certificates (only for France)
☐ The CV of the Pharmacist (not compulsory in France).
☐ Temperature records.
☐ Documentation of the shipment of the trial product (s) and test materials.
Storage
☐ Equipment and premises dedicated to the storage of investigational products are adapted and comply with the requirements of the Protocol.
☐ Access to the storage space is controlled and only authorized persons have access.
☐ Investigational products are identified and isolated from common products.
☐ An inventory of the investigational products received by the site is present
☐ The site maintains a global accounting enabling it to know at any time how many investigational products are on site. (Accounting takes into account products quarantined or returned to the Sponsor for expiration).
☐ Temperature records are completed, available and up-to-date. A calibrated thermometer (temperature sensor) is available.
☐ There was no temperature excursion over the period _.
☐ Temperature excursions were notified to the Sponsor and the procedures followed (quarantine ...).
[bookmark: _Toc174171136][bookmark: _Toc175124231]Randomisation and Blinding
	[bookmark: _Hlk218758769]LMA le 17/07/2024:
Lors de la préparation de l'audit, demander un export du système de randomisation présentant qui a accès au système, depuis quand et avec quel rôle (permission) afin d'en vérifier la cohérence avec les informations disponibles sur site comme la liste de délégation des tâches.



☐ For the trial, randomization:
☐ is carried out by the site via an interactive electronic / telephone system (IWRS / IVRS).
☐ is carried out before the investigational products are sent to the center and mentioned on the labelling of the investigational products.
☐ The IWRS / IVRS user guide / the randomization procedure is available to the site team.
☐ For Patients whose medical records have been reviewed, the randomization procedure has been followed.
☐ The trial is blind.
Dispositifs de levée d’insu dématérialisés :
☐ The Principal Investigator and authorized team members have access to the electronic unblinding system (IWRS).
☐ Connection to the electronic unblinding system (IWRS) is checked regularly by the monitoring CRA.
Ou dispositifs de levée d’insu physiques :
☐ Unblinding devices are available and intact.
☐ The location of the unblinding devices is documented in the Investigator's File.
☐ For the trial, the experimental product is prepared by an independent team.
☐ During the preparation phase, the blind is maintained with the following procedures ...
☐ There have been no emergency unblinding to date.
☐ There has/have been an emergency unblinding/ unwarranted unblinding for Patients: ...
☐ For each emergency unblinding:
☐ the unblinding has been done for a valid reason,
☐ the unblinding has been documented,
☐ the Investigator informed the Sponsor of the unblinding (if possible before).
[bookmark: _Toc174171137][bookmark: _Toc175124232]IMP Dispensing
☐ The clinical supplies are  dispensed in the following steps :
  
    
☐ An inventory of the investigational products dispensed and used by each Patient is present and updated (dispensation forms).
For Patients whose medical records have been reviewed (Patients # ...):
☐ The clinical supplies were used exclusively according to the Protocol.
☐ The Investigator or deputy explained to the Patient how to use the clinical supplies
☐ The accounting of the investigational products as well as the observance, are complete and correct.
☐ Expiry dates are monitored and no expired products have been dispensed.
Attention audit US : expiry date not required on labels (see 21 CFR 312.6 / 211.137 / 201.26)
☐ The inconsistencies in the accountancy of the clinical supplies are documented.
[bookmark: _Toc174171138][bookmark: _Toc175124233]IMP Return and Destruction
☐ An inventory of the investigational products used / not used /returned to the Sponsor is available at site.
☐ The site has internal procedures for the destruction of investigational products, available during the audit.
☐ Beforehand, the on-site destruction of the investigational products has been authorized by the Sponsor.
☐ Destruction certificate of investigational products destroyed on site are available (complete, dated and signed) for each destruction.
[bookmark: _Toc174171139][bookmark: _Toc175124234]IMP Re-allocation
☐ Acceptable reallocation took place.
☐ There was no treatment reallocation.
☐ The re-allocation has/have been correctly documented.
[bookmark: _Toc174171127][bookmark: _Toc175124222][bookmark: _Toc218760574][bookmark: _Toc174171140][bookmark: _Toc175124235]Local laboratory
☐ Local laboratories for medical biology analyses are involved in the trial.
☐ The equipment and the buildings of the laboratory of analyses of medical biology are adequate for the trial.
☐ The laboratory for medical biology analyses have been correctly informed of the implementation of the trial.
☐ The staff is qualified to carry out the analyses required by the protocol.
☐ The process for obtaining the lab results is acceptable. 
· [bookmark: _Hlk158902649]attention à ce qui est défini dans la source data location pour savoir quelle est la source du résultat bio (ex : donnée brute de l'appareil ou CR validé par PI/SI) !
☐ The normal ranges/ the accreditation/ the certificate / the reports of the National Quality Control are valid (signed and accurate).
☐ The local laboratories are in charge of the samples storage until the end of the trial.
☐ On the day of the audit, x samples are stored in the service of ...
☐ The traceability of the samples taken for the trial and stored in the service of ..., is ensured with the following system:
☐ sampling time, centrifugation, samples storage conditions before sending to the central laboratory, temperature reading, shipment, etc.)
☐ Biological samples are sent to a central laboratory using the following procedure:
  
☐ The sampling kits management is documented, the kits are stored so that they are accessible only to the trial team of the site.
☐ The laboratory manual is available (version ...)
[bookmark: _Toc218760575]Patients Medical files

	CBA le 08/04/2019:
L'utilisation de formulaires/worksheets préparés spécifiquement pour collecter certaines données de l'étude est acceptable si leur processus d'utilisation est cohérent avec l'organisation habituelle du centre
Éléments-clé à considérer :
 Formulaires/worksheets portés dans le dossier médical, ou non
Formulaires/worksheets utilisées en routine par le centre (ne doit pas être "imposé" par le promoteur > le site reste maitre du dossier source)
 Des données adéquates sont disponibles dans le dossier médical pour garantir une prise en charge appropriée du patient, par n'importe quel médecin ayant accès au dossier (qu'il soit ou non investigateur de l'étude)


☐ The Patient files, the source data are paper documents/electronic files/ paper and electronic organized as follows:..
☐ Prior to the trial, the sponsor ensured that the electronic medical records had a sufficient level of validation (eg, secure access, customized, audit trail) and documentation is available on-site.
	JR le 09/04/2024:
Données de santé : la CNIL rappelle les mesures de sécurité et de confidentialité pour l’accès au dossier patient informatisé (DPI) | CNIL 
Mesures de sécurité à mettre en œuvre : 
Sécuriser l’accès avec une politique d’authentification robuste
Prévoir des habilitations spécifiques en fonction du métier exercé et de la notion d’équipe de soins
Tracer les accès au DPI
>lire texte pour plus de détails



☐ Since electronic medical records do not have a sufficient degree of validation, Patient files are printed before the monitoring visits and signed by the site staff.
☐ The Patient files, the source data and the CRFs were present for the audit.
For Patients # ..., whose medical records were reviewed:
☐ The Patients’ files are complete.
☐ The participation of the Patient in the clinical trial was indicated in the Patient file.
☐ The source data allowed checking the validity of the Patient inclusion. 
☐ Some data of the CRFs are source data (first data record).
☐ Some source data have been reviewed by the personnel of the site and commented.
[bookmark: _Toc218760576]Compliance with Protocol and deviations
For Patients # ..., whose medical records were reviewed:
☐ The inclusion and exclusion criteria were respected.
	[bookmark: _Hlk218758858]CBA le 08/04/2019:
ATTENTION pour les audits à l'étranger pondérer en fonction de ce qui a été effectivement vérifiés et comment cela a été vérifiés (ex. revue limitée avec l'aide du traducteur)



☐ The frequency, the realization of the procedures / exams in particular the collection of the primary evaluation criterion  are compliant with the protocol.
☐ The dosage and the administration of the investigational products are compliant with the protocol.
☐ The deviations to the Protocol are documented by the site in medical files / case report form / a trial specific form (example: ...).
☐ Deviations from the Protocol are reported to the Sponsor by the monitoring CRA within a time limit consistent with the monitoring guide / procedure ... / other.
☐ All deviations / Major deviations to the Protocol have been reported to the Sponsor who made the decision whether or not to retain the Patients in the trial. These decisions are documented on site (eg ...).
☐ No deviation has been authorized by the Sponsor on a prospective basis.
☐ The site has a specific procedure / study-specific guidance to manage serious breaches which describe the process to identify the occurrence of a (suspected) SB and how to report it to the Sponsor or delegated party (JR 14/09/23, Reco de la guideline sur le process de notification des serious breaches de l'EMA)

[bookmark: _Toc218760577]Case Report Forms (SDV)
☐ There is a guide available for eCRF management:
Version xx
☐ For trial, the Case Report Forms are paper / electronic.
☐ The CRFs have been filled in correctly and within the required timeframe.
☐ The CRFs have been validated by a person authorized by the PI.
☐ The CRFs, the queries and the source data are consistent.
☐ The corrections performed on the CRFs have been dated, signed and explained.
☐ If eCRF: each person of the site has its own username and password.☐ If paper CRF: the CRFs transmission to the Sponsor is correctly documented.
☐ Accesses to the eCRF have been checked for the site:
XXX
☐ The audit trail was checked at random for some Patients/visits <without any comments>.
[bookmark: _Toc474229574][bookmark: _Toc474229638][bookmark: _Toc474299507]Patient xxx 
For this Patient, the following data were reviewed:
· inclusion and non-inclusion criteria, 
· main evaluation parameter
· administration of treatment,
· adverse events and associated treatments.
Conclusions et observations à ajouter

Some discrepancies were identified between eCRF and source data, and are described below: 

	Patient #
Field in the eCRF
	Source data
	eCRF

	
	
	

	
	
	



☐ Does the discrepancies identified by the Auditor were identified by the CRA? (à condition que les données aient été monitorer)

[bookmark: _Toc218760578][bookmark: _Toc531878038][bookmark: _Toc175124061]Vigilance
For Patients # ..., whose medical records were reviewed:
☐ The AE corresponding to the criteria "serious" were recognized as SAE.
☐ The SAE of the site have been reported within the required timeframe.
☐ The Adverse Events of Special Interest mentioned in the protocol have been identified by the site team and reported in a timely manner.
☐ The SAE report forms (initial and follow up) are consistent with the CRFs and the Patient medical records.
☐ SAEs (initial and follow-up) are correctly documented.
☐ Non-serious AEs are also reported in the Case Report Form.
Note: if SAE identified during the audit and not reported to sponsor, Sunnikan to contact sponsor immediately to ensure follow-up.
	Patient
	SAE
	SAE Start Date
	Date of knowledge of the site
	SAE Notification Date to the Sponsor
	Gap

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



[bookmark: _Toc218760579]Monitoring
☐ An individual initiation visit has been performed on ..., and the visit report is available in the Investigator's Site File. 
☐ A collective set up has been performed during the investigators' meeting on ..., and the meeting report is available in the Investigator's Site File.
☐ The clinical trial is monitored according a risk based approach or a monitoring plan/other document:
Describe the frequency of on-site visits and, where applicable, the adaptation of monitoring visits
Describe centralized monitoring if applicable.
Describe the procedures for verifying source data.
☐ The frequency of the monitoring visits and phone contacts is satisfactory.
☐ Visits and phone contacts are systematically documented by sending an email / letter to the site. These emails / letters are available in the Investigator's Site File.
☐ The problems encountered during monitoring were correctly followed/resolved.
Reprendre les observations précédentes et mettre une obs générale sur le monitoring, si le constat est que l'ARC ne les avait pas identifiées lors de ses monitorings.
☐ The visit log was signed by the Auditor.
[bookmark: _Toc218760580]Version history of the Audit Report
	Version
	Date
	Comments

	V0.1
	
	Livraison de la version préliminaire pour relecture du commanditaire de l'audit
Delivery of the draft version for review by the audit sponsor

	V1.0
	
	Delivery of the signed version after receipt of the audit sponsor's comments received on ….


[bookmark: _Toc218760581]Auditor's Curriculum Vitae
Pour avoir le CV, accéder à Intranet/Sunnikan_Interne/Communication


[bookmark: _Toc220466604]_____
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