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The Auditors wish to thank all those who participated in the audit.


Reste : 
Note explicative à l’attention des opérateurs relative au nouveau format de rapport d’inspection, ANSM, décembre 2013 (cf tableau des risques identifiés intégré au rapport d'inspection). Voir aussi résumé dans : http://intranet.sunnikan.local/RechBiom/Inspection_ST_Afssaps.htm 
(AV, 06/03/2013) : VOIR pour mise à jour avec : Reflection paper on GCP compliance in relation to trial master files (paper and/or electronic) for management, audit and inspection of clinical trials, EMA, DRAFT, February 2013, notamment : 
éléments devant être intégrés dans le contrat CRO / promoteur
observations d'inspections BPC sur le TMF
exigences relative au e-TMF 
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[bookmark: _Toc174780703][bookmark: _Toc175124190][bookmark: _Toc417578424]Introduction
[bookmark: _Toc174780704][bookmark: _Toc175124191][bookmark: _Toc417578425]Audit Context
	[bookmark: Context]LABO PHARMA is the sponsor of the clinical trial referenced:
_
and entitled:
"-".
This trial is performed in _, and is _on-going at the date of the audit.
LABO PHARMA requested Sunnikan Consulting to conduct site audits.
This audit report concerns the site #, headed by Dr XXX and based in_. 
At the date of the audit, the patient status on site is the following:
· XX randomized patients,
· XX screen failed patients,
· XX…


[bookmark: _Toc174780705][bookmark: _Toc175124192][bookmark: _Toc417578426]Site Audit Purpose	Comment by Leire OLAZABAL: Dans la version française du modèle de rapport il y a : "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".
A intégrer également dans cette version anglaise?
The aim of this audit was to assess the conduct of the clinical trial in the investigational site # _ (Principal Investigator: Dr _), and particularly the compliance to applicable requirements.
The aim of this audit was to assess the conduct of the "XXX" clinical trial by the site # _ (Principal Investigator: Dr _), in particular: 
· protection of patient's safety and rights, 
· compliance with applicable regulation and study protocol, 
· quality, accuracy and reliability of the data collected. 
The following standard applied:
Regulations applicable in France, including French Good Clinical Practices (Decision on 24 November 2006)
Note for guidance on Good Clinical Practice, ICH Topic E6, CPMP/ICH/135/95, September 1997ICH E6 R2 "Note for guidance on good clinical practice" (CPMP/ICH/135/95),
Clinical Trial Protocol, Version _, dated _
[bookmark: _Toc417578427][bookmark: _Toc174780706][bookmark: _Toc175124193]Audit Performance
The audit, performed by _, Sunnikan Consulting Auditor, took place at Site # _ on _, according to the Audit Agenda previously sent to the Auditees.
Opening meeting
An opening meeting was held in the presence of:



[bookmark: _Toc174780707][bookmark: _Toc175124194]Audit
The site audit consisted of the following:
interview with the Principal Investigator, Dr _,
interviews with some Investigational Site staff,
tour of facilities,
review of Informed Consent Forms,
review of the Investigational Medicinal Products (IMPs) management process,
review of CRF data versus source data for _ patients,
review of the Investigator's Study File.
[bookmark: _Toc174780710][bookmark: _Toc175124197]Closing meeting
A closing meeting was held with the aim of discussing audit findings in the presence of:

[bookmark: _Toc417578428]Classification of audit findings
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/588734/2012, 18 March 2013:

	"APPENDIX 7 – 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, practices 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."






[bookmark: _Toc175124198][bookmark: _Toc417578429]Executive summary	Comment by Leire OLAZABAL: Dans la version française du modèle de rapport il y a : "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".
A intégrer également dans cette version anglaise?

	LABO PHARMA is the sponsor of the clinical trial referenced:
_
and entitled:
"-".
This trial is performed in _, and is _on-going at the date of the audit.
LABO PHARMA requested Sunnikan Consulting to conduct site audits.
This audit report concerns the site #, headed by Dr XXX and based in_. 
At the date of the audit, the patient status on site is the following:
· XX randomized patients,
· XX screen failed patients
· XX…


The audit, performed by _, Sunnikan Consulting Auditor, took place at Site #_ on _, according to the Audit Agenda previously sent to the Auditees.

Overall, it should be noted that 

The main conclusions of the audit are:

No major observation was noted.

The Auditor recommends the following actions:






AV (janvier 2013) : Prendre en compte (?) la classification faite par le groupe des inspecteurs BPC de l'EMA sur les observations d'inspections : 
Points to consider on GCP inspection findings and the benefit-risk balance, EMA, Good Clinical Practice Inspectors Working Group (GCP IWG), October 2012 (publication January 2013)
Voir ST – Inspection européenne 


[bookmark: _Toc174171114][bookmark: _Toc175124209][bookmark: _Toc417578430]
Essential documentation available in the Investigator's Site File
[bookmark: _Toc174171115][bookmark: _Toc175124210][bookmark: _Toc417578431]Investigator's Site File
 The site has an Investigator File:
provided by the sponsor during the initiation visit at the site,
maintained by the site / with the support of the monitoring CRA,
stored in a secure location (confidentiality, fire protection, flood…),
available during the audit.
 The following sections of the Investigator File were checked during the audit:

 For the audited sections, documentation retained by the site is complete.
 Port of the documentation related to IMPs is retained by the Pharmacy.
Clinical Trial Protocol and Amendments
☐ The Clinical Trial Protocol dated on _ is present on site and has been signed by the investigator on _.
☐ The Amendment #1 dated on _ is present on site and has been signed by the investigator on date _.
☐ The Clinical Trial Protocol was signed by the Investigator before the beginning of the clinical trial. (signature date: _, enrolment of first patient date: _).
☐ Amendments were signed before their implementation on site

	Suggestion for improvement #



[bookmark: _Toc174171116][bookmark: _Toc175124211][bookmark: _Toc417578432]Ethics Committee
[bookmark: _Toc174171117][bookmark: _Toc175124212]Ethics Committee - Initial submission
☐ The following documents submitted to Ethics Committee by the sponsor were present on site:
Clinical Trial Protocol,
Synopsis,
Investigator's Brochure,
Informed Consent Form,
Patient recruitment and compensation procedures,
Investigators' CVs,
Investigator list,
Insurance contract,
Blank CRF copy,
Patients documents (if applicable).
[bookmark: _Toc174171118][bookmark: _Toc175124213]Ethics Committee-Initial Opinion
☐ The Clinical Trial Protocol Version _ used on site has been approved by the Ethics Committee.
☐ The Clinical Trial Protocol Amendment # _ dated on _ has been approved by the Ethics Committee.
☐ The approval of the Ethics Committee is available.
☐ The investigator is a member of the Ethics Committee.
☐ The favourable opinion mentions the list of voting members.
☐ The list of members of the Ethics Committee is adequate.
☐ The favourable opinion of the Ethics Committee mentions the date, the clinical trial and the evaluated documents.
☐ The favourable opinion of the Ethics Committee mentions the identification of the approved documents.
[bookmark: _Toc174171119][bookmark: _Toc175124214]Ethics Committee - On-going review
☐ The documents initially submitted to Ethics Committee, modified in the course of the clinical trial, were submitted again to the Ethics Committee:
Clinical Trial Protocol,
Synopsis,
Amendments,
Investigator's Brochure,
Informed Consent Form,
Patient recruitment and compensation procedures,
Investigators' CVs,
Investigator list,
Insurance Certificate,
Blank CRF copy,
Patients documents (if applicable).
☐ The Ethics Committee is informed about the clinical trial by an annual report.
☐ The Annual report is evaluated once a year by the Ethics Committee.
☐ The clinical trial progress reports given to the Ethics Committee are present in the Investigator's Site File.
☐ The approvals of the Ethics Committee for the amendments are available in the Investigator's Site File 
[bookmark: _Toc174171120][bookmark: _Toc175124215][bookmark: _Toc417578433]Competent Authority
☐ Competent Authority authorized the clinical trial according to local requirements.
☐ Dr X, Investigator has been notified to the Competent Authority.
[bookmark: _Toc174171121][bookmark: _Toc175124216][bookmark: _Toc417578434]Other essential documentation
The Investigator file was available, complete and updated. The following documents were present:
☐ Ethics Committee opinion dated on _.
☐ Competent Authority approval dated on _.
☐ The Clinical Trial Protocol Version _, dated on _, signed on _.
☐ The Investigator's Brochure dated on _.
☐ The Investigator's Brochure signature page, signed on _.
☐ A specimen of the Case Report Form.
☐ A specimen of the Informed Consent Form.
☐ The Insurance certificate and its update.
☐ The CNIL declaration.
☐ The Delegation letter.
☐ The Patient identification list.
☐ The Patient's status (enrolment, randomization, list of follow up) log.
☐ The Blank Informed Consent Form.
☐ The Contract between the Sponsor and the Site.
☐ The Confidentiality Agreement.
☐ The CNOM submission (if applicable).
☐ The Investigator's CVs and other members of the medical staff.
☐ The Delegation Log.
☐ The documentation of the Investigators training.
☐ The Monitoring Visit Log.
☐ The Monitoring Set up Visit Report.
☐ The documentation of the Investigator meeting.
☐ The Biological Normal Values and the laboratory certificate / accreditation.
☐ The unbinding procedure (if applicable).
☐ The Safety documents (SAE notification, security reports…).
☐ The list of the biologic samples collected.
☐ The Phase 1 site Authorization (if applicable).
☐ The Investigator Site File is complete and updated.
☐ However, the following documents in the Investigator Site File were missing:



[bookmark: _Toc174171123][bookmark: _Toc175124218][bookmark: _Toc417578435]Site Organisation (si SITE = CRO (ex phase 1))	Comment by Leire OLAZABAL: A intégrer dans le chapitre 4, non?
☐ The organization of the site is described in a flow chart dated on _____
☐ The site authorization is present and adequate.
☐ The site procedures were seen
☐ The modalities of subject's recruitment, the check of that the subject have a social cover and their status in the patient database are described in the procedure entitled "_".
☐ The modalities of subject's compensation are described in the procedure entitled "_".
[bookmark: _Toc174171124][bookmark: _Toc175124219][bookmark: _Toc417578436]Site Organisation
[bookmark: _Toc417578437]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.
[bookmark: _Toc417578438]Investigator's 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 Trial Protocol.
☐ The Investigator provides evidence of such qualifications through an up-to-date Curriculum Vitae <and/or other relevant documentation>.
☐ The Investigator is thoroughly familiar with the appropriate use of the Investigational Medicinal Products, as described in the Clinical Trial Protocol, in the current Investigator's Brochure, in the information document related to the use of the IMP <and in other information sources provided by the Sponsor>.
☐ The Investigator is aware of, and complies with, GCP and the applicable regulatory requirements.
☐ The Investigator was trained to carry out the clinical trial.
☐ The Investigator training (at the Investigators meeting) was documented.
[bookmark: _Toc417578439]Site Staff Delegation of Responsibilities
☐ The personnel involved in the clinical trial were informed of their responsibilities in the clinical trial.
☐ The Staff Delegation Log is up-to-date.
☐ The Investigational Site staff have sufficient time for the clinical trial.
☐ The tasks were delegated appropriately by the Investigator and the delegations were appropriately documented.
☐ The medical responsibility was given to a physician.
[bookmark: _Toc417578440]Site Staff qualification and training
☐ The Site staff are adequately informed about the Clinical Trial Protocol, the Investigational Medicinal Products, and about their duties and functions related to the trial.
☐ The Site staff were trained to Clinical Trial Protocol and Good Clinical Practice.
☐ The Site staff training log is documented in the appropriate part of the Investigator's Site File.
[bookmark: _Toc417578441]Adequate resources
☐ The Investigator was able to demonstrate (e.g., based on retrospective data) a potential subject recruitment number as requested within the agreed period. 
☐ The Investigator has sufficient time to properly conduct and complete the trial within the agreed trial period.
☐ The Investigator has enough qualified staff and adequate facilities to carry out properly and safely the trial as foreseen.
[bookmark: _Toc174171125][bookmark: _Toc175124220][bookmark: _Toc417578442]Site Equipment
☐ The buildings, facilities and equipment were adequate for the clinical trial (e-CRF access, area set aside for monitoring/audit activities, qualified material/documentation).
[bookmark: _Toc174171128][bookmark: _Toc175124223][bookmark: _Toc417578443]Informed Consent Process
[bookmark: _Toc174171129][bookmark: _Toc175124224][bookmark: _Toc417578444]Informed Consent Form
☐ The Informed Consent Form used (Version _, dated _) was the version approved by the Ethics Committee on _.
[bookmark: _Toc174171130][bookmark: _Toc175124225][bookmark: _Toc417578445]Informed Consent Process
☐ The date, signature, names and address filled on the dedicated area were completed by the subject himself.
☐ The date, signature, names and address filled on the dedicated area were completed by the Investigator.
☐ The patient signed the consent and the signature seems adequate (ink, written..)
☐ Informed Consent Form filled in - Investigator Signature - Contact
☐ The name of Dr. [____________] was pre-filled on whole forms whereas Dr. [__________] collected the inform consent form for the patients n°X/Y.
☐ The name of the Principal Investigator, Dr. [____________] , was pre-filled on whole forms whereas only the sub-investigators collected the inform consent form.
☐ The name of the Investigator was missing in the form for the patient n°X/Y.
☐ The forms of the patients n°X/Y w ere not dated and signed by the Investigator.
☐ ☐ The form envisaged the identification of the person to be contacted for possible questions.
☐ Informed Consent Form filled in - Modifications
☐ No correction was made on the forms.
☐ The modifications on the informed consent were correctly documented.
☐ The modifications on the informed consent were not correctly documented (not dated/ initial data not available/no initial).
☐ The modifications on the informed consent were made on the specimen held by the Investigator, and a copy was carried out for the patient.
☐ The modifications were made on the specimen held by the Investigator, but not on the specimen of the patient.
[bookmark: _Toc174171131][bookmark: _Toc175124226][bookmark: _Toc417578448]Informed Consent Collection
☐ The information was given and the consent was collected by the Investigator, Dr x or Dr Y (designated by the Investigator on the list of delegations).
☐ The information was given and the consent was collected by the Investigator for all the patients.
☐ The consent was collected by _, this person was not designated by the Investigator in the delegation tasks log.
☐ The consent was not obtained prior to the procedure _ for patients _.
☐ The consent was obtained prior to any clinical trial-specific procedure for all the patients.
☐ It was not possible to attest that the consent of the patient was prior to the first procedure of the clinical trial because the signature of the consent was not dated by the patient.
[bookmark: _Toc174171132][bookmark: _Toc175124227][bookmark: _Toc417578449]Informed Consent Documentation
☐ Following the Investigator, a copy of the informed consent form was given to each patient.
☐ The patients copies of the informed consent forms for the patients #X/Y were retrieved on site.
☐ The informed consent form was not on NCR paper, and the investigator confirmed that no copy was given to the patients. 
☐ Copies of the signed informed consent forms were filed by the Investigator in the Investigator's Site File 
☐ Copies of the signed informed consent forms were missing in the Investigator's Site File 
☐ Copies of the informed consent form(s) have been given to the Sponsor without using sealed envelopes that attest confidentiality of data.
[bookmark: _Toc174171133][bookmark: _Toc175124228][bookmark: _Toc417578450]Clinical Supplies
[bookmark: _Toc174171134][bookmark: _Toc175124229][bookmark: _Toc417578451]Responsibilities
☐ The responsibility concerning the clinical supplies is assumed by the Investigator.
☐ The responsibility of the clinical supplies is delegated to the Hospital Pharmacy.
[bookmark: _Toc174171126][bookmark: _Toc175124221][bookmark: _Toc417578452][bookmark: _Toc174171135][bookmark: _Toc175124230]Hospital Pharmacy
Cf chapitre 4 (recherche biomédicale) Référentiel d’évaluation des demandes d’autorisation de pharmacie à usage intérieur, Ordre National des Pharmaciens (section H), Avril 2009 : voir si à intégrer dans la CL (CMerat)

☐ The equipment and the buildings of the Hospital Pharmacy were adequate.
☐ The equipment and the buildings of the Hospital Pharmacy were not adequate.
☐ The Hospital Pharmacy access is secured.
☐ The IMPs are identified and separated from the others drugs.
☐ The tasks were delegated appropriately by the Investigator to the pharmacy and the delegations were appropriately documented.Pharmacist is on the delegation log.
☐ Pharmacy staff involved in the study were trained on the Clinical Trial Protocol and IB.
 This training is documented.
☐ Pharmacy is authorized specifically for the preparation of investigational medicinal products / preparations are made necessary by research, where appropriate.
☐ Hospital pharmacy has a "Pharmacy File":
provided by the sponsor during the initiation visit at the site,
maintained by the Pharmacy / with the support of the monitoring CRA,
stored in a secure location (confidentiality, fire protection, flood…),
available during the audit.
☐ The following sections of the Pharmacy File were checked during the audit:

☐ For the audited sections, documentation retained by the Pharmacy is complete:
☐ the information letter to the pharmacy is complete, including in particular:
· the title and objective of the study,
· IMP: pharmaceutical form, batch number, expiry date,
· IMP and reference drug: name, qualitative and quantitative composition,
· placebo: composition,
· identity of the investigators involved in the establishment,
dates and duration of the research.
☐ Brochure for the investigator
☐ Instructions related to the holding and dispensing of IMP (if the information is not included in the protocol or the BI)
☐ certificate of analysis (if the above information is not in the newsletter)
☐ batch release certificates
☐ CV of the pharmacist (not mandatory in France)
☐ temperature records
☐ documentation on IMP shipping
☐ The following documents were missing:

[bookmark: _Toc417578453]Sending, storage and facilities
☐ An inventory of the clinical supplies sent to the site was present in order to document the receipt.
☐ An inventory of the clinical supplies sent to the site did not exist (no documentation of receipt).
☐ The clinical supplies were preserved according to the requirements of the Sponsor and the regulatory requirements in force (temperature log, locked area).
☐ The clinical supplies were labelled in agreement with GMP.
☐ Temperature logs are complete, available and signed.
☐ Some temperatures deviation occurred on_.
☐ Temperature deviations were reported to the sponsor and the procedures follow correctly (quarantine…).
Randomisation
☐ The randomisation procedures were observed.
☐ The randomisation procedures were not observed.
☐ The unblinding devices were available and intact.
☐ The unblinding devices were not available.
☐ The unblinding devices were not intact.
☐ The location of the random codes was documented in the Investigator's File.
☐ The random codes were not available in the Investigator's File and their location is not documented.
☐ Code broken was documented.
☐ Code broken was not documented.
☐ Code broken was done for valid reason.
☐ Code broken was not done for valid reason.
☐ The Investigator informed the Sponsor of the code broken (before the unblinding if possible).
☐ The Investigator did not inform the Sponsor of the code broken.
[bookmark: _Toc174171137][bookmark: _Toc175124232][bookmark: _Toc417578455]IMP Dispensing
☐ The clinical supplies were used exclusively according to the Clinical Trial Protocol.
☐ The clinical supplies were not used exclusively according to the Clinical Trial Protocol.
☐ The Investigator or deputy explained to the patient how to use the clinical supplies.
☐ The expiry dates were respected.
☐ The expiry dates were not respected. Clinical supplies out-of-date were used by the site.
☐ An inventory of the clinical supplies used by each patient was present and updated (dispensation forms).
☐ An inventory of the clinical supplies used by each patient did not exist (dispensation forms).
☐ The inconsistencies in the accountancy of the clinical supplies were documented.
☐ The inconsistencies in the accountancy of the clinical supplies were not documented.
[bookmark: _Toc174171138][bookmark: _Toc175124233][bookmark: _Toc417578456]IMP Return
☐ An inventory of the clinical supplies used / not used /returned to the Sponsor.
[bookmark: _Toc174171139][bookmark: _Toc175124234][bookmark: _Toc417578457]IMP Destruction on Site
☐ ☐ The destruction on site was authorized by the Sponsor.
☐ An inventory of the clinical supplies destroyed was present.
☐ The Destruction Certificates are available (signed, dated)
IMP Re-allocation
☐ Acceptable reallocation took place.
☐ There was no treatment reallocation.
☐ The re-allocation was correctly documented.
[bookmark: _Toc174171127][bookmark: _Toc175124222][bookmark: _Toc417578458][bookmark: _Toc174171140][bookmark: _Toc175124235]Local laboratory
☐ There were sufficient qualified personnel in the laboratory to carry out the tasks of the clinical trial.
☐ There were no sufficient qualified personnel in the laboratory to carry out the tasks of the clinical trial.
☐ The laboratory was sufficiently informed concerning the clinical trial.
☐ The laboratory was not sufficiently informed concerning the clinical trial.
☐ The process for obtaining the lab results was acceptable. 
☐ The process for obtaining the results was not acceptable. 
☐ The equipment and the buildings of the laboratory were acceptable. 
☐ The equipment and the buildings of the laboratory were not acceptable. 
☐ The accreditation/certificate was valid.
☐ The accreditation/certificate was not valid.
☐ The normal ranges are available (signed and accurate).
☐ The normal ranges are not available (signed and accurate)
☐ Biological samples are sent to a central laboratory:
Laboratory kits management is documented
Sample management is documented (time sampling, centrifugation...)
The laboratory manual is present
Storage of samples is documented (temperature recording...)
[bookmark: _Toc417578459]Compliance with Study Clinical Trial Protocol
[bookmark: _Toc417578460]Compliance
☐ The number of patients recruited was in accordance with the Clinical Trial Protocol.
☐ The number of patients recruited was not in accordance with the Clinical Trial Protocol.
☐ The inclusion and exclusion criteria were respected.
☐ The inclusion and exclusion criteria were not respected for the patients.
☐ The frequency, the realization of the procedures and the exams of the Clinical Trial Protocol were respected.
☐ The frequency, the realization of the procedures and the exams of the Clinical Trial Protocol were not respected for the following patients:
☐ The visit schedule was respected.
☐ The dosage and the administration of the treatment were respected.
[bookmark: _Toc417578461]Clinical Trial Protocol deviations
☐ The Clinical Trial Protocol deviations were documented.
☐ The Clinical Trial Protocol deviations were not documented.
☐ The Clinical Trial Protocol deviations were not systematically documented.
☐ The Clinical Trial Protocol deviations were reported to the Sponsor.
☐ The Clinical Trial Protocol deviations were not reported to the Sponsor.
☐ The Clinical Trial Protocol deviations were not systematically reported to the Sponsor.
☐ The Clinical Trial Protocol deviations were authorised by the Sponsor.
☐ The Clinical Trial Protocol deviations were not authorised by the Sponsor.
☐ The approval given by the Sponsor on the Clinical Trial Protocol deviations was not documented.
[bookmark: _Toc174171141][bookmark: _Toc175124236][bookmark: _Toc417578462]Monitoring
☐ The site was correctly selected (training / back ground / resources).
☐ The site was not correctly selected (training / back ground / resources).
☐ The site was correctly set up
☐ The site was not correctly set up
☐ The clinical trial is monitored according a risk based approach or a monitoring plan.
☐ There is a trial specific adaptation of extent and nature of monitoring (risk based approach).
for example, adaptation of on-site monitoring visits, SDV (Source Data Verification) focused on particular data, (complementary) central monitoring processes etc. (subject to appropriate metrics being captured to determine when/if escalation in monitoring would be appropriate), data handling, and evaluation as well as reporting. (5.1 reflection paper on risk based quality management in clinical trials, EMA, GCP Inspectors Working Group, 18 November 2013)
☐ The clinical trial is not monitored.
☐ The frequency of the monitoring visits is satisfactory.
☐ The frequency of the monitoring visits is not satisfactory.
☐ The visits are documented correctly. 
☐ The visits are not documented correctly. 
☐ The problems encountered during monitoring were correctly followed/resolved.
☐ The problems encountered during monitoring were not correctly followed/resolved.
☐ All the contacts with the site were documented. 
☐ All the contacts with the site were not documented.
[bookmark: _Toc174171142][bookmark: _Toc175124237][bookmark: _Toc417578463]Drug Safety
☐ The AE corresponding to the criteria "serious" were recognized as SAE.
☐ The AE corresponding to the criteria "serious" were not recognized as SAE.
☐ The SAE of the site were reported within correct times.
☐ The SAE of the site were not reported within correct times.
☐ The SAE report forms (initial and follow up) were consistent with the CRFs and the patient files.
☐ The SAE report forms (initial and follow up) were not consistent with the CRFs and the patients' medical records.
☐ SAEs (initial and follow-up) were correctly documented.
[bookmark: _Toc174171143][bookmark: _Toc175124238][bookmark: _Toc417578464]Data Management
[bookmark: _Toc417578465]Patients files
☐ The patient files, the source data and the CRFs were present on site for all the patients.
☐ Some patients files / source data and the CRFs were missing for patients x, y, z.
☐ Some patients’ files were not available for the audit.
☐ The patients’ files were complete.
☐ Some patients’ files were not complete.
☐ The participation of the patient in the clinical trial was indicated in the patient file.
☐ The participation of the patient in the clinical trial was not indicated in the patient file.
☐ The source data allowed checking the validity of the patient inclusion. 
☐ The source data did not allow checking the validity of the patient inclusion. 
☐ Some data of the CRFs were source data (first data record).
☐ The source data were re-examined by the personnel of the site and commented. 
☐ The source data were not re-examined by the personnel of the site.
☐ Medical folders are electronically registered (regulation 21CFR part 11):
Secure access
Personal access
Audit trail
☐ Medical folders are electronically registered but do not respect the regulation 21CFR part 11.
☐ Patients folders are printed and signed before monitoring visit.
[bookmark: _Toc417578466]Case Reports Forms
☐ The CRFs were filled in correctly.
☐ The CRFs were not filled in correctly.
☐ The CRFs were filled in within the recommended timelines.
☐ The CRFs were not filled in within the recommended timelines.
☐ The CRFs were validated by an appropriate person.
☐ The CRFs were not validated by an appropriate person.
☐ The transmission of the CRFs to the Sponsor was correctly documented.
☐ The transmission of the CRFs to the Sponsor was not correctly documented.
☐ The CRFs, the queries and the source data were consistent.
☐ The CRFs, the queries and the source data were not consistent.
☐ The corrections carried out on the CRFs were dated, signed and explained.
☐ The corrections carried out on the CRFs were not dated, signed and explained.
☐ The CRFs were modified on site after their transmission to the Sponsor.
☐ The Principal Investigator signed the CRF pages.
[bookmark: _Toc175124061][bookmark: _Toc417578467]Auditor's Curriculum Vitae
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