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[bookmark: _Toc208809367][bookmark: _Toc224009955]Introduction
[bookmark: _Toc174780704][bookmark: _Toc175123993][bookmark: _Toc224009956]Study presentation and audit context
[bookmark: _Toc208809369]LABO PHARMA is the sponsor of the study:
Ref
"Title".
This study is performed in _, and is _on-going at the date of the audit.
An audit was requested by LABO PHARMA and contracted to SUNNIKAN Consulting.
The aim of this audit was to assess the conduct of the study in the Centre # _ (Dr _), and particularly the compliance to applicable requirements.	Comment by Mérat: Attention : c'es la copie d'un rapport d'audit de centre pas d'audit de documentation !

Revoir tout le rapport sous le bon angle
This centre was routinely audited by LABO PHARMA in _ (_no critical finding).
[bookmark: _Toc174171108][bookmark: _Toc174780705][bookmark: _Toc175123994][bookmark: _Toc224009957]Audit Plan
[bookmark: _Toc208809370]The audit, performed by _, SUNNIKAN Consulting, took place at Centre # _:



Were also present during the audit:


[bookmark: _Toc174171109][bookmark: _Toc174780706][bookmark: _Toc175123995]Opening meeting
[bookmark: _Toc208809371]Were present at the opening meeting:
Dr _, Principal Investigator,
Dr _, Sub-Investigator,
, Clinical Research Assistant,
_, SUNNIKAN Consulting, Auditor.

[bookmark: _Toc174171110][bookmark: _Toc174780707][bookmark: _Toc175123996]Audit
The site audit consisted of the following:
review of the study documentation:
Investigator's File (_ files),

visit of the facilities,
interviews:




according to the Audit Agenda, previously sent to Dr _.
[bookmark: _Toc174780708][bookmark: _Toc175123997]Main audited issues

Organisation of the centre, delegation of responsibilities
Regulatory steps
Essential documentation
Informed Consent process
Availability and documentation of the source records
Randomisation
Serious Adverse Event (SAE) reporting
Investigational Medicinal Products storage and facilities
Blood samples storage

[bookmark: _Toc174780709][bookmark: _Toc175123998]Main applicable standards
The main applicable standards for this audit were:
local applicable regulatory texts,
Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95),
Clinical Study Protocol, Version _, _.

[bookmark: _Toc174780710][bookmark: _Toc175123999]Debrief meeting

A debrief took place at the end of the meeting in order to present and discuss the results of the audit. Were present:






[bookmark: _Toc74458965][bookmark: _Toc74459102][bookmark: _Toc175124000][bookmark: _Toc224009958]Executive summary
LABO PHARMA is the sponsor of the study entitled "8".
This study is performed in _, and is _on-going at the date of the audit.
An audit was requested by LABO PHARMA and performed by_, SUNNIKAN Consulting.
The aim of this audit was to assess the conduct of the study in the Centre # _ (Dr _), and particularly the compliance with applicable regulations.
The audit took place on _.
The main conclusions of the audit are:
The site is well organized; the Investigators have enough experience to conduct the study.
From documentation and Investigators' interviews, the informed consent process is compliant with applicable regulations and ICH Good Clinical Practice.
The site documentation is appropriate and accurate.
The monitoring of the Centre is appropriate.
Investigational Medicinal Products and blood samples are appropriately stored.

No major observation was noted.

The Auditor recommends the following actions:
1. 
2. 
3. 
4. 
5. 


[bookmark: _Toc175124001][bookmark: _Toc224009959]Management of study documentation
Globally, the structure and the binders of the Trial Master File were followed.
[bookmark: _Toc175124002][bookmark: _Toc224009960]Project Team
[bookmark: _Toc74458969][bookmark: _Toc175124003]Identification of Project Team and updates
 The Project Team was identified in the Trial Master File.
 The Project Team was not identified in the Trial Master File.
 The list identifying the Project Team was up to date.
 The list identifying the Project Team was not up to date.
 There was no list identifying the Project Team.
ICH GCP: "5.7 Allocation of responsibilities: Prior to initiating a trial, the sponsor should define, establish, and allocate all trial-related duties and functions."

[bookmark: _Toc74458971][bookmark: _Toc175124005]Training
 The study training was documented in the Trial Master File.
 Study training carried out the xxx was not documented in the Trial Master File. It missed the attendance sheet and the training documents.


[bookmark: _Toc74458972][bookmark: _Toc74459106][bookmark: _Toc175124006][bookmark: _Toc224009961]Project Management
 Project meetings minutes were filed in the Trial Master File.
 Project meetings minutes were not filed in the Trial Master File.
 No reports were written after project meetings.
 The progress reports were carried out throughout the trial
 No progress report was carried out during the study.
 Project quality controls were carried out and were documented.
 Project quality controls were carried out but they were not documented.
 No quality control on the project was carried out.
 The list of the procedures used in this project was available.
 The procedures used in this project were not identified.
 The methods of filing of the study documentation were defined and described.
 The methods of classification of the project documentation were defined but were not described.
 The methods of classification of the project documentation were not defined.
 The communication related to the project was present in the Trial Master File.
 The communication related to the project was not present in the Trial Master File 
 The training of the Investigators was documented.
 The training of the Investigators realized the DD/MM/YYYY was not documented.

[bookmark: _Toc74458973][bookmark: _Toc74459107][bookmark: _Toc175124007][bookmark: _Toc224009962]Study Documents
[bookmark: _Toc175124008][bookmark: _Toc224009963]Study Synopsis
 The synopsis used in the course of the trial was updated with the version in progress of the protocol / the amendments.
 The synopsis used in the course of the trial was not updated with the version in progress of the protocol / the amendments.
 All the versions used of the synopsis were present.
 It missed a version of the synopsis #x dated DD/MM/YYYY in the Trial Master File.
 All the versions of the synopsis were correctly identified.
 The synopsis #x dated DD/MM/YYYY was not correctly identified.
 The synopsis history was documented.
 The synopsis history was not correctly documented.
 All the versions used of the Synopsis were approved in-house.
 The version #x dated DD/MM/YYYY was not approved in-house.
[bookmark: _Toc74458974][bookmark: _Toc74459108][bookmark: _Toc175124009][bookmark: _Toc224009964]Study Protocol
[bookmark: _Toc74458975][bookmark: _Toc74459109][bookmark: _Toc175124010]Protocol identification / Protocol history
 All the versions used of the protocol / the amendments were present in the Trial Master File.
 It missed the version #x dated DD/MM/YYYY in the Trial Master File.
 All the versions used of the protocol / the amendments were approved in-house.
 The version #x dated DD/MM/YYYY was not approved in-house.
 The versions of protocol / amendments were correctly identified.
 The versions of protocol / amendments were not correctly identified.
 The protocol / amendments history was correctly documented.
 The protocol / amendment history was not correctly documented.

[bookmark: _Toc74458976][bookmark: _Toc74459110][bookmark: _Toc175124011]Protocol contents

[bookmark: _Toc74458978][bookmark: _Toc74459112][bookmark: _Toc175124012]Protocol and Amendments signature
 The protocol / the amendments signed by the Co-ordinating Investigator were present in the Trial Master File.
 The Co-ordinating Investigator did not sign the protocol / the amendment #x dated DD/MM/YYYY.

[bookmark: _Toc74458979][bookmark: _Toc74459113][bookmark: _Toc175124013][bookmark: _Toc224009965]Case Report Form
 All the versions of the Case Report Form were present in the Trial Master File.
 It missed the Case Report Form #x dated DD/MM/YYYY in the Trial Master File.
 The Case Report Form moved with the protocol / the amendments.
 The Case Report Form did not move with the protocol / the amendments.
 The Case Report Form used was consistent with the protocol / the amendments.
 The Case Report Form used was not consistent with the protocol / the amendments.
 The versions of the Case Report Form were correctly identified.
 The versions of the Case Report Form were not correctly identified.
 The Case Report Form history was correctly documented.
 The Case Report Form history was not correctly documented.
 All the versions of the Case Report Form were approved in-house.
 The version #x dated DD/MM/YYYY of the Case Report Form was not approved in-house.

[bookmark: _Toc74458980][bookmark: _Toc74459114][bookmark: _Toc175124014][bookmark: _Toc224009966]Informed Consent Documents
[bookmark: _Toc74458981][bookmark: _Toc74459115][bookmark: _Toc175124015]Informed Consent identification / Informed Consent history
 All the versions of the informed consent were present in the Trial Master File.
 It missed the version #x dated DD/MM/YYYY in the Trial Master File.
 The versions of informed consent were correctly identified.
 The versions of informed consent were not correctly identified.
 The Informed Consent history was correctly documented.
 The Informed Consent history was not correctly documented.
[bookmark: _Toc74458983][bookmark: _Toc74459117][bookmark: _Toc175124016]Informed Consent Documents in-house approval
 The versions used of the informed consent were approved in-house.
 The version #x dated DD/MM/YYYY of the informed consent was not approved in-house.

[bookmark: _Toc74458984][bookmark: _Toc74459118][bookmark: _Toc175124017]Informed Consent contents
 The contents of the informed consent were in conformity with the protocol/ the amendments.
 The contents of the informed consent were not in conformity with the protocol/ the amendments
 The contents of the informed consent were in conformity with the ICH GCP.
 The contents of the informed consent were not in conformity with the ICH GCP.
 The contents of the informed consent were in conformity with French regulatory requirements.
 The contents of the informed consent were not in conformity with French regulatory requirements.

[bookmark: _Toc74458985][bookmark: _Toc74459119][bookmark: _Toc175124018][bookmark: _Toc224009967]Investigator’s Brochure
 All the versions of the Investigator Brochure were present in the Trial Master File.
 It missed the version #x dated DD/MM /YYYY  of the Investigator Brochure in the Trial Master File.
 The versions of the Investigator Brochure were not correctly identified.
 The versions of the Investigator Brochure were correctly identified.
 The Investigator Brochure history was correctly documented.
 The Investigator Brochure history was not correctly documented.
 All the various versions of the Investigator Brochure were forwarded to the Investigator sites.
 The version n°xxx of the jj/mm/aaaa of the Investigator Brochure was not forwarded to the sites.

[bookmark: _Toc175124019][bookmark: _Toc224009968]Other study documents
(ie: Monitoring Guide, Reference Document…)
[bookmark: _Toc175124020][bookmark: _Toc224009969]Administrative and Regulatory Steps
[bookmark: _Toc175124021][bookmark: _Toc224009970]Insurance
[bookmark: _Toc74458987][bookmark: _Toc74459121][bookmark: _Toc175124022]Request for Insurance Certificate
 The information communicated to the insurance company was correct.
 The information communicated to the insurance company was not correct.
 It was not subscribed of insurance for this study.

[bookmark: _Toc74458988][bookmark: _Toc74459122][bookmark: _Toc175124023]Insurance Certificates
 The certificate of insurance and its updates were filed in the Trial Master File.
 The certificate of insurance and its updates were not filed in the Trial Master File.

[bookmark: _Toc74458989][bookmark: _Toc74459123][bookmark: _Toc175124024]Insurance Certificates transmission

[bookmark: _Toc74458990][bookmark: _Toc74459124][bookmark: _Toc175124025][bookmark: _Toc224009971]Ethics Committee
[bookmark: _Toc74458992][bookmark: _Toc175124026]Ethics Committee - Initial Submission file
 The versions used of the protocol/ the amendments were submitted to the Ethics committee.
 The version #x dated DD/MM/YYYY of the protocol/the amendment was not submitted to the Ethics committee.
 The procedures of recruitment /compensation for the patients were submitted to the Ethics Committee.
 The procedures of recruitment /compensation for the patients were not submitted to the Ethics Committee.
 The CVs of the investigators were submitted to the Ethics committee.
 The CVs of Dr. xxx was not submitted to the Ethics committee.
 The submission letter mentioned the complete identification of the presented documents.
 The submission letter does not mention the complete identification of the presented documents.
 Following documents: protocol/amendments/informed consent / recruitment procedures were approved by the Ethics Committee.
 Following documents: protocol/amendments/informed consent / recruitment procedures were not approved by the Ethics Committee.
 The section "Ethics committee - Initial Submission" of the Trial Master File was complete.
 The following documents were missing in the section "Ethics committee - Initial Submission" of the Trial Master File.

[bookmark: _Toc74458993][bookmark: _Toc175124027]Ethics Committee - Initial Opinion
 The opinion of the Ethics committee was present.
 The opinion of the Ethics committee was not present in the Trial Master File.
 The opinion of the Ethics committee did not mention the list of the members having taken part in the deliberation.
 The opinion of the Ethics committee corresponding to the submission of the document xxx did not mention the list of the members having taken part in the deliberation.
 The composition of the Ethics committee was in agreement with the ICH GCP.
 The composition of the Ethics committee was not in conformity with the ICH GCP.
 The opinion of the Ethics Committee mentioned the date, the study and the documents submitted.
 The opinion of the Ethics Committee did not mention the date, the study and the documents submitted.
 The requests for modifications of the Ethics Committee were taken into account and gave place to a new version.
 The requests for modifications of the Ethics Committee were not taken into account and did not give place to a new version.
[bookmark: _Toc74458994][bookmark: _Toc74459126][bookmark: _Toc175124028][bookmark: _Toc224009972]Ethics Committee - On-going study assessment
 The documents initially submitted and modified under study were submitted again to the Ethics Committee.
 The documents initially submitted and modified under study were not submitted again to the Ethics Committee.
 The correspondence with the Committee of ethic was filed.
 The correspondence with the Committee of ethic was not filed.
 The annual reports and intermediate were submitted to the Ethics Committee.
 The annual reports and intermediate were not submitted to the Ethics Committee.
 The notification by the Investigator of the end/ premature termination of the study was present in the Trial Master File.
 The notification by the Investigator of the end/ premature termination of the study was not made.
 The Chapter "Ethics committee - Evaluation under study" of the Trial Master File was complete.
 The following documents xxx were missing in the section "Ethics committee - Evaluation under study" of the Trial Master File.
[bookmark: _Toc175124029][bookmark: _Toc224009973]Ethics Committee - French specificities
 The payment of the fees to the DRASS was carried out.
 The payment of the fees to the DRASS was not carried out.
 The payment of the fees to the DRASS was documented in the Trial Master File.
 The payment of the fees to the DRASS was not documented in the Trial Master File.

[bookmark: _Toc74458999][bookmark: _Toc74459127][bookmark: _Toc175124030][bookmark: _Toc224009974]Competent Authorities
[bookmark: _Toc74459000][bookmark: _Toc74459128][bookmark: _Toc175124031][bookmark: _Toc224009975]Competent Authorities - Initial Submission
 The study was submitted to Regulatory Authorities.
 The study was not submitted to Regulatory Authorities.
 It missed the following documents xxx in the section "Regulatory Authorities" of the Trial Master File.
 The section "Regulatory Authorities" of the Trial Master File was complete.

[bookmark: _Toc74459001][bookmark: _Toc74459129][bookmark: _Toc175124032][bookmark: _Toc224009976]Competent Authorities - Complementary Submissions

[bookmark: _Toc74459002][bookmark: _Toc74459130][bookmark: _Toc175124033][bookmark: _Toc224009977]Competent Authorities - French Specificities
 The initial Intention Letter was present in the Trial Master File.
 The Initial Intention Letter was not present in the Trial Master File.
 The initial Intention Letter was consistent with the study protocol.
 The initial Intention Letter was not consistent with the study protocol.
 The initial Intention Letter including the registration number was present in the Trial Master File.
 The initial Intention Letter including the registration number was not present in the Trial Master File.
 The complementary letters of Intent were present in the Trial Master File.
 It missed the complementary letters of Intent in the Trial Master File.
 Complementary letters were sent to the AFSSAPS under study as soon as chapters of the initial Intention Letter were modified.
 No Complementary letters were sent to the AFSSAPS under study whereas chapter xxx of the initial letter was modified under study.
 The complementary letters were recorded by the AFSSAPS.
 The complementary letters of intent were not recorded by the AFSSAPS.
[bookmark: _Toc175124034][bookmark: _Toc224009978](France) Physician National Council “Conseil National de l’Ordre”
 The financial agreements were submitted to the "Conseil de l'Ordre des Médecins" (Physician National Council).
 The financial agreements were not submitted to the "Conseil de l'Ordre des Médecins" (Physician National Council).
 The study was submitted to the other "Conseil de l'Ordres" (National Council for Pharmacists, nurses...) ?
 The file regarding the "Conseil National de l'ordre des Médecins" submission was present in the Trial Master File.
 The file regarding the "Conseil National de l'ordre des Médecins" submission was missing in the Trial Master File.
 The advice of the "Conseil National de l'Ordre des Médecins" was present in the Trial Master File.
 The advice of the "Conseil National de l'Ordre des Médecins" was missing in the Trial Master File.
 Additional submission files and additional advices from the "Conseil National de l'Ordre des Médecins" were present in the Trial Master File.
 Additional submission files and additional advices from the "Conseil National de l'Ordre des Médecins" were missing in the Trial Master File.
 Complementary advices were required from the CNO when it was necessary.
 No complementary advices were requested whereas xxx.
 Hospitalities were submitted to the  "Conseil de l'ordre des Médecins" (physician national council).
 Hospitalities were not submitted to the  "Conseil de l'ordre des Médecins" (physician national council).

[bookmark: _Toc74459003][bookmark: _Toc74459131][bookmark: _Toc175124035][bookmark: _Toc224009979]Individual Data Protection
[bookmark: _Toc74459004][bookmark: _Toc74459132] The study was notified according to the annual notification to the CCTI and the CNIL (French authorities regarding data protection).
 The study was not notified according to the annual notification to the CCTI and the CNIL (French authorities regarding data protection) but according to a specific notification.
 the study was not declared to the CCTI and the CNIL (French authorities regarding data protection).
[bookmark: _Toc175124036][bookmark: _Toc224009980]Clinical Supplies
[bookmark: _Toc74459005][bookmark: _Toc74459133][bookmark: _Toc175124037][bookmark: _Toc224009981]Requests for packaging
 The requests for packaging were present in the Trial Master File.
 It missed packaging request in the Trial Master File.
[bookmark: _Toc175124038][bookmark: _Toc224009982]Clinical supplies instructions
 The instructions relating to the clinical supplies were present in the Trial Master File.
 It missed the instructions relating to the clinical supplies in the Trial Master File.
 The instructions relating to the clinical supplies were correctly identified in the Trial Master File.
 The instructions relating to the clinical supplies were not correctly identified in the Trial Master File.
 The history of the instructions relating to the clinical supplies was documented in the Trial Master File.
 The history of the instructions relating to the clinical supplies was not documented in the Trial Master File.

[bookmark: _Toc175124039][bookmark: _Toc224009983]Label Templates
 The label templates were present in the Trial Master File.
 It missed the label templates in the Trial Master File.
 The labels were in conformity with the requirements.
 The labels were not in conformity with the requirements. It missed xxx

[bookmark: _Toc74459006][bookmark: _Toc74459134][bookmark: _Toc175124040][bookmark: _Toc224009984]Certificates of Analysis
 The certificates of analysis of the batches of product used were present.
 It missed certificates of analysis of the batches of product used.
[bookmark: _Toc175124041][bookmark: _Toc224009985]Import / Export
 The licences of importation were present in the Trial Master File.
 The licences of importation were not present in the Trial Master File.
 There was not of request for licence of importation.
 The requests for licence of importation were coherent with the imported products.
 The request for licence of importation for the sending referred xxxx was not consistent with the imported products.
[bookmark: _Toc175124042][bookmark: _Toc224009986]Clinical supplies traceability
 An inventory control was carried out.
 There was no inventory control.
 The expiry dates of the products were followed.
 There was no follow-up of the expiry dates.
 Clinical Supplies accountability was carried out.
 Clinical Supplies accountability was not carried out.
 The destruction of clinical supplies was documented.
 The destruction of clinical supplies was not documented.

[bookmark: _Toc74459007][bookmark: _Toc74459135][bookmark: _Toc175124043][bookmark: _Toc224009987]Monitoring
 The various versions of the monitoring guide were present in the Trial Master File.
 The version xxx of the monitoring guide was not present in the Trial Master File.

[bookmark: _Toc175124044][bookmark: _Toc224009988]Data management and Statistical Analyisis
[bookmark: _Toc175124045][bookmark: _Toc224009989]Randomisation
 the request of randomization list / randomization code was present in the Trial Master File.
 the request of randomization list / randomization code was not present in the Trial Master File.
 The procedures for codes broken were present in the Trial Master File.
 The procedures for codes broken were not present in the Trial Master File.
 The procedures for codes broken were correctly identified.
 The procedures for codes broken were not correctly identified.
 The history of procedures for codes broken was documented.
 The history of procedures for codes broken was not documented.
 the randomisation procedures were present in the Trial Master File.
 the randomisation procedures were not present in the Trial Master File.
[bookmark: _Toc175124046][bookmark: _Toc224009990]Data Management
 The forms sending with the CRFs were present.
 The forms sending with the CRFs were not present.
 The check of the receipt of CRFs was documented.
 The check of the receipt of the CRFs was not documented.
 There was no check of the receipt of the CRFs.
  The actions taken after the ckeck of the receipt of the CRFs were documented.
 The actions taken after the ckeck of the receipt of the CRFs were not documented.
 The annotated CRF was present in the Trial Master File.
 The annotated CRF was not present in the Trial Master File.
 The data entry masks design was checked (and documented).
 The data entry masks design was not checked or the check was not documented.
 The data entry guide was present in the Trial Master File.
 There was no data entry guide produced for this study.
 The structure of the database was checked.
 The check of the database was not documented.
 A test of the data base was carried out.
 There was no test of the database.
 The test of the database was not documented.
 Amendments were taken into account.
 The amendments were not taken into account.
 Data entries 1 and 2 were made by the same operator.
 The result of the comparison between data entries 1 and 2 was documented.
 The result of the comparison between data entries 1 and 2 was not documented.
 The data validation plan was present in the Trial Master File.
 The data validation plan was not present in the Trial Master File.
 The data validation plan was correctly identified.
 The data validation plan was not correctly identified.
 The history of the data validation plan was documented.
 The history of the data validation plan was not documented.
 The check of the program of data management was documented.
 The check of the program of data management was not documented.
 The edited queries were checked.
 The edited queries were not checked.
 The management of the missing data was documented.
 The management of the missing data was not documented.
 The data managers were authorized to modify data.
 The data managers were not authorized to modify data.
 A list of data managers authorized to make modifications was present.
 No list of data managers authorized to make modifications was present.
 The check of the coding was documented.
 The check of the coding was not documented.
 The filing of the CRFs before and after data entry was adequate.
 The filing of the CRFs before and after data entry was not adequat.
 The tracking of the CRFs/queries was documented.
 The tracking of the CRFs was not documented.
 There was no quality control of the whole database.
 The data management report was present.
 There was no data management report.
 The data management report was checked.
 The data management report was not checked.
[bookmark: _Toc175124047][bookmark: _Toc224009991]Statistical Analysis
 The statistical analysis plan was present in the Trial Master File.
 The statistical analysis plan was not present in the Trial Master File.
 The history of the statistical analysis plan was documented.
 The history of the statistical analysis plan was not documented.
 The documentation related to the freeze/lock of the database was present in the Trial Master File.
 The documentation related to the freeze/lock of the database was not present in the Trial Master File.
[bookmark: _Toc74459009][bookmark: _Toc74459137][bookmark: _Toc175124048][bookmark: _Toc224009992]Serious Adverse Events
 The instructions relating to the declaration of the SAE were present in the Study file.
 It missed the instructions relating to the declaration of the SAE in the Study file.
 The instructions relating to the declaration of the SAE were correctly identified.
 The instructions relating to the declaration of the SAE were not correctly identified.
 The history of the instructions relating to the declaration of the SAE was documented.
 The history of the instructions relating to the declaration of the SAE was not documented.
[bookmark: _Toc175124049][bookmark: _Toc224009993]Sub-contractors
 A list of requirements and a contract were present for all the CROs in the Trial Master File.
 It missed a list of requirements / contract for the CRO XXX in the Trial Master File.
 The contracts were signed before the starting of the sub-contracted services.
 The referred contract xxx relating to the service yyy was signed after the starting of the service.
 The out-of-date contracts were the subject of an endorsement.
 The referred contract xxx relating to the service yyy was not the subject of an endorsement whereas the completion date of contract was exceeded.
 The CROs were the subject of an evaluation before the beginning of service.
 The CRO were not the subject of an evaluation before the beginning of service.
 Agreements of confidentiality were signed with the CROs before any communication of information.
 No agreement of confidentiality was signed with the CROs.
[bookmark: _Toc175124050][bookmark: _Toc224009994]Central Laboratory
 The normal ranges of the centralized laboratory were present in the Trial Master File.
 The normal ranges of the centralized laboratory were not present in the Trial Master File.
 The normal ranges of the centralized laboratory were complete compared to the protocol and up to date.
 The normal ranges of the centralized laboratory were not complete, it missed xxx.
 The normal ranges of the centralized laboratory were not up to date.
 The certificate / agreement / quality control of the centralized laboratory was present in the Trial Master File.
 the certificate / agreement / quality control of the centralized laboratory was not present in the Trial Master File.
 The global tracking of the kits of analyses was present in the Trial Master File.
 The global tracking of the kits of analyses was not made.


[bookmark: _Toc74459010][bookmark: _Toc74459138][bookmark: _Toc175124051][bookmark: _Toc224009995]Study Centre File: Centre #  - Dr xxxx
(One chapter per centre)
[bookmark: _Toc175124052][bookmark: _Toc224009996]Study Protocol
 All the versions used of the protocol / the amendments signed by the Investigator/co-Investigators were in the Study Centre File.
 The version n°xxx of the protocol / the amendments signed by the Investigator/co-Investigators was not in the Study Centre File.
 The various versions present in the Study Centre File were not identifiable.
 The version n°xxx was not signed by the Investigator/co-Investigator.
[bookmark: _Toc175124053][bookmark: _Toc224009997]Case Report Form
 The tracking of the Case Report Forms was present in the Study Centre File.
 The tracking of the Case Report Forms was not present in the Study Centre File.
 The tracking of the queries was present in the Study Centre File.
 The tracking of the queries was present in the Study Centre File.
 The complete case report forms were present in the Study Centre File.
 The complete case report forms were not present in the Study Centre File.
 The complete and signed queries were present in the Study Centre File.
 The complete and signed queries were not present in the Study Centre File.
[bookmark: _Toc175124054][bookmark: _Toc224009998]Investigator
 The list of the personnel of the site was present in the Study Centre File.
 The list of the personnel of the site was not present in the Study Centre File.
 The confidentiality agreements were present in the Study Centre File
 The confidentiality agreement for Dr xxx was missing in the Study Centre File.
 The list of the delegation of the responsibilities up to date was present in the Study Centre File.
 The list of the delegation of the responsibilities up to date was not present in the Study Centre File.
 The list of the delegation of the responsibilities was present in the Study Centre File. But it's not updated.
 The CV up to date of the Investigator/co-Investigator was present in the Study Centre File.
 The CV up to date of the Investigator/co-Investigator was not present in the Study Centre File.
[bookmark: _Toc175124055][bookmark: _Toc224009999]Local Laboratory
 The normal ranges of the local laboratory were present in the Study Centre File.
 The normal ranges of the local laboratory were not present in the Study Centre File.
 The normal ranges of the local laboratory were complete compared to the protocol and up to date.
 The normal ranges of the local laboratory were not complete. It missed xxx.
 The normal ranges of the local laboratory were not updated.
 The certificate / agreement / quality control of the local laboratory was present in the Study Centre File.
 The certificate / agreement / quality control of the local laboratory was not present in the Study File.
 The tracking of the kits of analyses was present in the Study Centre File.
 The tracking of the kits of analyses was not present in the Study Centre File.
 The tracking of the material provided to the laboratory was present in the Study Centre File.
 The tracking of the material provided to the laboratory was not present in the Study Centre File.

[bookmark: _Toc175124056][bookmark: _Toc224010000]Investigational Medicinal Products (IMPs)
 The regulatory green light was obtained before the shipment of IMP to the Investigator site.
 The regulatory green light was not obtained before the shipment of IMP to the Investigator site.
 The requests for the shipments of IMP were present in the Study Centre File.
 The requests for the shipments of IMP were not present in the Study Centre File.
 The acknowledgements of the shipments of IMP were present in the Study Centre File.
 The acknowledgements of the shipment #xxx of the IMP were not present in the Study Centre File.
 The request for the return #xxx of the IMP was not present in the Study Centre File.
 The requests for the return of IMP were present in the Study Centre File.
 The drug account form of IMP was present in the Study Centre File.
 The drug account form of IMP was not present in the Study Centre File.
 The tracking report of dispatch of IMP was present in the Study Centre File.
 The tracking report of dispatch of IMP was not present in the Study Centre File.
 The certificates of destruction on site were present in the Study Centre File.
 The certificates of destruction on site were not present in the Study Centre File.

[bookmark: _Toc175124057][bookmark: _Toc224010001]Contracts
 The contracts signed by the Investigator/co-Investigator were present in the Study Centre File.
 The contract of Dr xxx was missing in the Study Centre File.
 The Investigator contract proposed was consistent with the Protocol.
 The Investigator contract proposed was not consistent with the Protocol.
 The contract signed by the management of the hospital was missing in the Study Centre File.
 The contract signed by the management of the hospital was present in the Study Centre File
 The contract signed with the Head of the hospital was consistent to the Protocol.
 The contract signed with the Head of the hospital was not consistent to the Protocol.
 The Financial Disclosure signed by the Investigator was present in the Study Centre File.
 The Financial Disclosure signed for the Dr xxx was missing in the Study Centre File.
 No Financial Disclosure was signed for this study.
 A 1572 form was signed for this study.
 A 1572 form was not been signed for this study even though this study was an IND study.
 The copies of the invoices and the records of payments of payements were filed in the Study Centre File.
 The copies of the invoices and the records of payments of payements were not filed in the Study Centre File.
[bookmark: _Toc175124058][bookmark: _Toc224010002]Monitoring
 The screening log was present in the Study Centre File.
 The screening log was not present in the Study Centre File.
 The monitoring visit log up to date was present in the Study Centre File.
 The monitoring visit log was present in the Study Centre File, but it was not updated.
 The monitoring visit log was not present in the Study Centre File.
 The selection visit report was present in the Study Centre File.
 The selection visit report was not present in the Study Centre File.
 There was no process of selection of Investigator site.
 The set up visit report was present in the Study Centre File.
 The set up visit report was not present in the Study Centre File.
 There was no set up visit for this site.
 The monitoring visit reports were present in the Study Centre File.
 The monitoring visit report regarding the monitoring visit performs on jj/mm/yyyy was missing in the Study Centre File.
 The monitoring visit reports were reviewed by the sponsor.
 The monitoring visit report were not reviewed by the sponsor.
 The subject enrolment log was present in the Study Centre File.
 The subject enrolment log was not present in the Study Centre File.
 The end of trial letter has been sent to all sites at the end of the study.
 The end of trial letter has not been sent to all sites at the end of the study.
[bookmark: _Toc175124059][bookmark: _Toc224010003]Serious Adverse Events
 The initial notifications of serious adverse events were present in the Study Centre File.
 The initial notifications of serious adverse events were not present in the Study Centre File.
 In this site, there was no serious adverse event.
 The follow-up reports of serious adverse events were present in the Study Centre File.
 The follow-up reports of serious adverse events were not present in the Study Centre File.
 In this site, there was no follow up report for the serious adverse event.

[bookmark: _Toc175124060][bookmark: _Toc224010004]French specificities
 The Investigator was notified to the Health Authorities.
 The Investigator was not notified to the Health Authorities.
 The Pharmacist was informed about the study.
 The Pharmacist was not informed about the study.
 The information letter to the Pharmacist was present in the Study Centre File.
 The information letter to the Pharmacist was not present in the Study Centre File.
 The additional information to the Pharmacist was present and up to date in the Study Centre File.
 The additional information to the Pharmacist was not updated during the study.
 The initial advice from the CNO was not sent to the Investigator.
 The initial advice from the CNO was sent to the Investigator.
 The head of the Institution was informed before the beginning of the study.
 The head of the Institution was informed before the beginning of the study.
 The initial information to the Head of the Institution was present in the Study Centre File.
 The initial information to the Head of the Institution was not present in the Study Centre File.
 The head of the Institution was informed during the study.
 The head of the Institution was not informed during the study.

[bookmark: _Toc224010005]Auditor's Curriculum Vitae
[bookmark: _Toc175124062][bookmark: _Toc224010006]Findings and Suggested Actions
	Finding #
	Suggested Action
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