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PROTOCOL AND AMENDMENTS

Faits d’audits
 The protocol version [__] dated [__/__/__] and the amendment # version [__] dated [__/__/__] were present on site.
 The protocol version [__] dated [__/__/__] was not present on site.
 The amendment # [__] version [__] dated [__/__/__] was not present on site.
 The protocol was signed by the Investigator before the beginning of the study. 
 The protocol was not signed by the Investigator before the beginning of the study. (date of signature [__/__/__], first patient included [__/__/__])
 The amendments were signed before their implementation.
 The amendment # [__] was not signed by the Investigator before implementation.

Références


	Observation #
	Suggested action plan

	Absence of the signed protocol on site
	

	Absence of the signed amendment # on site
	

	Protocol not signed before the beginning of the study
	

	Amendment # not signed before implementation
	


ETHICS COMMITTEE
Initial approval
Faits d’audits
 The following documents were submitted to Ethics Committee :
Protocol
Amendments
Informed consent
Investigator Brochure
the recruitment and indemnisation procedures
CVs
 The following documents were not submitted to the Ethics Committee :
Protocol
Amendments
Informed consent
Investigator Brochure
the recruitment and indemnisation procedures
CVs
 Dr X, Investigator was not notified to the Ethics Committee.
 The approval of the Ethics Committee was available in the Investigator's File.
 The approval of the Ethics Committee was not available in the Investigator's File.
 The favourable opinion of the Ethics Committee was obtained before the starting of the study.
 The favourable opinion of the Ethics Committee was not obtained before the starting of the study.
 The protocol used on site was not approved by the Ethics Committee.
 The amendment # [__] dated	 [__/__/__] was not approved by the Ethics Committee.
 The investigator was a member of the Ethics Committee.
 The favourable opinion mentioned the list of voting members.
 The favourable opinion did not mention the list of voting members.
 The list of members of the Ethics Committee was adequate.
 The favourable opinion of the Ethics Committee mentioned the date, the study and the evaluated documents.
 The favourable opinion of the Ethics Committee did not mention the identification of the approved documents.


Références

	Observation #
	Suggested action plan

	List of members of the Ethics Committee non adequate
	

	Favourable opinion of the Ethics Committee on the protocol used on site not documented
	

	CVs not approved by the Ethics Committee
	

	Favourable opinion not complete
	



on going review
Faits d’audits
 The documents initially submitted to Ethics Committee, modified in the course of the study, were submitted again to the Ethics Committee.
 The following documents initially submitted to Ethics Committee, modified in the course of the study, were not submitted again to the Ethics Committee.
Protocol
Amendments
Informed consent
Investigator Brochure
the recruitment and indemnisation procedures
CVs
 Dr X, Investigator was not notified to the Ethics Committee.
 The Ethics Committee was informed the study by an annual report.
 The Ethics Committee was not evaluated once a year by the Ethics Committee.
 The study progress reports given to the Ethics Committee were present in the Investigator's File.
 The study progress reports given to the Ethics Committee were not present in the Investigator's File.

Références

	Observation #
	Suggested action plan

	Absence of submission to the Ethics Committee of the modified documents
	

	Absence of annual report for the Ethics Committee
	

	
	

	
	



Competent Authorities
Faits d’audits
 The competent authorities authorized the study according to local requirements.
 Dr X, Investigator was not notified to the competent authorities.

Références

	Observation #
	Suggested action plan

	
	

	
	


Essential documentation
 The Investigator file was available, complete and updated. The following documents were present :
The Investigator Brochure dated [__/__/__],
The patient enrolment log,
The screening enrolment list,
The patient Identification list,
A specimen of the Case Report Form and a specimen of the Informed Consent Form,
the contract between the sponsor and the Investigator,
the Insurance Certificate,
the CVs of the Investigator and sub-Investigators,
the delegation log,
the monitoring visit log,
the Initiation Visit Report and the documentation of the Investigators Meeting,
the normal ranges and the laboratory certificate,

 The following documents were not updated :
The Investigator Brochure dated [__/__/__],
The patient enrolment log,
The screening enrolment list,
The patient Identification list,
The delegation log,
The contract between the sponsor and the Investigator,
The Insurance Certificate,
The monitoring visit log,
the normal ranges and the laboratory certificate.

Références

	Observation #
	Suggested action plan

	Investigator Brochure was received after the beginning of the study.
	Document this regulatory deviation.

	
	



site, PERSONNEL AND EQUIPMENT

Personnel
Faits d’audit
training
 The Investigator was trained on GCPs and regulatory requirements in force.
 The Investigator is qualified, experienced and trained to carry out the study.
 The Investigator was not trained to carry out the study.
 The Investigator training at the Investigators meeting was not documented.
delegation
 The personnel involved in the study were informed of their responsibilities in the study.
 The personnel have sufficient time for the study.
 The tasks were delegated appropriately by the Investigator and the delegations were appropriately documented.
 The tasks were delegated appropriately by the Investigator but the delegations were not documented.
 The medical responsibility was given to a physician.

Référentiels

	Observation #
	Suggested action plan

	Investigator training not documented
	

	Tasks not appropriately delegated
	

	Tainfsks delegations not appropriately documented
	



Equipment
Faits d’audit
 The buildings and the equipments were adequate for the study.
 The buildings and the equipments were not adequate for the study.

Référentiels

	Observation #
	Suggested action plan

	
	


Pharmacy

Faits d’audit
 The equipment and the buildings of pharmacy were adequate.
 The equipment and the buildings of pharmacy were not adequate.
 Pharmacy was correctly informed on the study.
 Pharmacy was not correctly informed on the study.
 The CV of the pharmacist was available.
 The CV of the pharmacist was not available.

Référentiels

	Observation #
	Suggested action plan

	
	



Local laboratory

Faits d’audit
 There were sufficient qualified personnel in the laboratory to carry out the tasks of the study.
 There were no sufficient qualified personnel in the laboratory to carry out the tasks of the study.
 The laboratory was sufficiently informed concerning the study.
 The laboratory was not sufficiently informed concerning the study.
 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.

Référentiels

	Observation #
	Suggested action plan

	
	




Process of informed consent
Informed consent form

Faits d’audit
 The informed consent used (version # [__] dated [__/__/__]) was the version approved by the Ethics Committee.
 The informed consent used (version # [__] dated [__/__/__]) was not the version approved by the Ethics Committee.
 The informed consent used (version # [__] dated [__/__/__]) could not be identified as the version approved by the Ethics Committee.
Référentiels

	Observation #
	Suggested action plan

	
	



Informed consent form fill in
Faits d’audit
Patient signature
 The date of signature, the name and the patient address were completed by the patients.
 The date of signature, the name and the patient address were completed by the Investigator.
 The date on the form seems to be added by the Investigator (same ink, same written).
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 Dr. [____________] , Principal Investigator, 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 were not dated and signed by the Investigator.
 The form envisaged the identification of the person to be contacted for possible questions.
 The identification of the person to be contacted for possible question is filled in on whole forms.
 The identification of the person to be contacted for possible question is not filled in on whole forms.
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.
 The modifications were made on each specimen of the form.

Référentiels

	Observation #
	Suggested action plan

	
	



Informed consent collection
Faits d’audit
 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 X, this person was not designated by the Investigator in the delegation tasks log.
 The consent was not obtained prior to the procedure X for patients X/Y.
 The consent was obtained prior to any study-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 study because the signature of the consent was not dated by the patient.
France :
 For the patients n#X/Y, the consent was collected by [____________], this person was not physician.

Référentiels

	Observation #
	Suggested action plan

	
	




Informed consent documentation
Faits d’audit
 Following the Investigator, a copy of the inform consent form was given to each patient.
 The patients copies of the inform consent forms for the patients #X/Y were retrieved on site.
 The inform consent form was not on NCR paper, and the investigator confirmed that no copy was given to the patients. 
 Copies of the signed inform consent forms were filed by the Investigator in the Investigator's file.
 Copies of the signed inform consent forms were missing in the Investigator's file.
France :
 Copies of the inform consent form(s) have been given to the Sponsor without using sealed envelops that attest confidentiality of data.

Référentiels

	Observation #
	Suggested action plan

	
	



clinical supplies

Responsibilities
Faits d’audit
 The responsibility concerning the clinical supplies is assumed by the Investigator.
 The responsibility concerning the clinical supplies is not assumed by the Investigator.
 The responsibility of the clinical supplies is assumed by the pharmacy.
 The responsibility of the clinical supplies is not assumed by the pharmacy.

Référentiels

	Observation #
	Suggested action plan

	
	




Sending, storage and facilities

Faits d’audit
 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.
 The clinical supplies were not 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.
 The clinical supplies were not labelled in agreement with GMP.

Référentiels

	Observation #
	Suggested action plan

	
	



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 Investigato'sr 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.
 The Investigator did not inform the Sponsor of the code broken.
Dispensing
Faits d’audit
 The clinical supplies were used exclusively according to the protocol.
 The clinical supplies were not used exclusively according to the 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.

Référentiels

	Observation #
	Suggested action plan

	
	



Return
Faits d’audit
 An inventory of the clinical supplies used / not used /returned to the Sponsor/ destructed was present.
 An inventory of the clinical supplies used / not used /returned to the Sponsor/destructed did not exist.

Référentiels

	Observation #
	Suggested action plan

	
	



Re-allocation

Faits d’audit
 Acceptable reallocation took place.
 There was no treatment reallocation.
 Reallocation took place but the reasons were not acceptable.
 The re-allocation was correctly documented.
 The re-allocation was not correctly documented.

Référentiels

	Observation #
	Suggested action plan

	
	


compliance with protocol
Faits d’audit
compliance
 The number of patients recruited was in accordance with the Protocol.
 The number of patients recruited was not in accordance with the 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 protocol were respected.
 The frequency, the realization of the procedures and the exams of the protocol were not respected for the following patients : 
 The planification of the visits was respected.
 The planification of the visits was not respected.
 The dosage and the administration of the treatment were respected.
 The dosage and the administration of the treatment were not respected.
Protocol deviations
 The protocol deviations were documented.
 The protocol deviations were not documented.
 The Protocol deviations were not systematically documented.
 The protocol deviations were reported to the Sponsor.
 The protocol deviations were not reported to the Sponsor.
 The protocol deviations were not systematically reported to the Sponsor.
 The protocol deviations were authorised by the Sponsor.
 The protocol deviations were not authorised by the Sponsor.
 The approval given by the Sponsor on the protocol deviations was not documented. 

Référentiels

	Observation #
	Suggested action plan

	
	



monitoring

Faits d’audit
 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 study was monitored.
 The study was not monitored.
 The frequency of the monitoring visits was satisfactory.
 The frequency of the monitoring visits was not satisfactory.
 The visits were documented correctly. 
 The visits were 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. 

Référentiels

	Observation #
	Suggested action plan

	
	



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 files.
 The SAEs (initial and follow-up) were correctly documented.
 The SAEs (initial and follow-up) were not correctly documented.


Data Management
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 study was indicated in the patient file.
 The participation of the patient in the study 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.
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.

