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investigator Interview 	Comment by Marie-Noëlle BOUVERNE: Revoir ce form
Ajouter questions sur acces EDC et IRT (avez-vous testé avant FPI ?)
Ajouter questions "any local specificity with IRB/EC ? (ex. Envoi des SUSARs)

Name and function:	Date and time:

Course of study (section 3 in audit report)	Comment by Amandine QUACH: Doit-on garder les numéros de section sachant qu'elles peuvent changer dans le rapport d'audit ? 
☐ Site study practical organization (from patients' visits planning to patients FU):
	☐ recruitment
	☐ Appointment management
	☐ randomization
	☐ Follow-up
☐ Particular issues? 

Experience and availability (sections 3.1 and 3.2 in audit report)	Comment by Amandine QUACH: Ne faudrait-il pas commencer l'interview par ce point là ?
☐ Participation to other studies?
☐ # of clinical studies currently ongoing?
☐ Previous audit(s)? Previous inspections?

Responsibilities (section 3.3 in audit report)
☐ How do you "manage and monitor the conduct of research on the site"? 
☐ Organizational chart or "delegation of the responsibilities" list (if not in the SMF) ?
☐ Site staff aware and informed of his study responsibilities? 

Site staff (section 3.3 in audit report)
☐ Specific study training for site staff? (internal and from sponsor)
☐ General training on regulations and Good Clinical Practice?
☐ Attendance to initiation visit? 
☐ Patient followed-up by the same site physician?

Site visit/facilities/Equipment (section 3.4 in audit report)
☐ Specific process in place for this study? 
☐ Facilities /equipment maintenance? 
☐ Description of logistic networks and results delivery processes? 	Comment by Amandine QUACH: Je ne comprends pas la signification de ce point
Protocol & Amendments (section 8. in audit report)
☐ Ambiguities or difficulties inherent to protocol?
 (e.g.: difficulty to match patient visits with the protocol visits windows ...)
☐ In case of questions / inclusions or violations, notification procedure to sponsor?

Consent (section 5 in audit report)
☐ Description of Informed Consent collection process
☐ Difficulties to collect Informed Consent?
☐ Sufficient time given to the patients to consider participation to the project?
☐ Copy of inform consent form given to each patient after signature?
☐ Information of Patient's GP (with his/her agreement?)
☐ More frequent questions?

Safety (section 10 in audit report)
☐ Study drug/IMP well-tolerated ?
☐ Specific procedure for AEs reporting? 

Sources data (section 11.1 in audit report)
☐ Electronic Medical Record?

CRF and datamanagement (section 11.2. in audit report)
☐ CRF quality? 
☐ Patient visits course regarding CRF completion? 
☐ Quality of data transmission between sponsor and site? 	Comment by Amandine QUACH: Je ne comprends pas très bien ce point : est-ce la qualité de communication entre le Sponsor et le site ? Qualité des réponses fournies par le Sponsor au site ?
☐ eCRF connection for delegated staff (one ID/password per user?)

Monitoring (section 9 in audit report)
☐ Quality of monitoring? (frequency, availability) 
☐ Non-conformities reporting process? 

Pharmacy (section 6 in audit report)
☐ IMP Responsibilities of hospital pharmacy (reception, storage, accountability, administrative tasks) ?
☐ Collaboration between nurse/Pharmacist?
☐ Information/training of nurse/Pharmacist?
☐ Interview of nurse/Pharmacist about study drug management: 

Retention of documentation Archivage (section 4 in audit report)
☐ Solution for archiving documents at the end of study ? (where? How long? Protection?)



INVESTIGATOR iNTERVIEW (questions format)
1. Study conduct
☐ Site study practical organization (from patients' visits planning to patients FU):
	☐ How were the patients recruited? Were the patients referred by another physician? 
	☐ How do you manage the patients' appointments? 
	☐ What is the patient's circuit / path at site? When the patient arrives at site, who does he see first?
	☐ How do you maintain the blind between the masked and unmasked team members? If applicable
	☐ Have you implemented a specific organization for this study?
	☐ Are some nurses involved in this study? If yes, what tasks are they responsible for?
	☐ Have you encountered some particular issues? (e.g. is there any unblinding?)

Experience and availability	Comment by Amandine QUACH: Questions à poser en premier ? Avant les questions relatives à l'étude 
☐ Do you participate to other clinical studies? As a PI? As a sub-investigator? 
☐ How many clinical studies currently ongoing do you have?
☐ Have you experienced previous audit(s) or previous inspection(s)? How many? When?
Responsibilities
☐ How do you supervise the conduct of the research on the site"? (Do you organize some meetings with the study team?)
☐ Do you have an Organizational chart or "delegation of the responsibilities" list (if not in the ISF)?
☐ Is the Site staff aware and informed of his study responsibilities? 

Site staff
☐ Were Specific and adequate study trainings provided to site staff? (internal and from sponsor)
☐ Do you have general training on regulations and Good Clinical Practice? (especially GCP E6 R2 dated june 2017 cf GCP certificates)
☐ Who attended to the initiation visit? (cf initiation visit report)
☐ Are the patients followed-up by the same site physician?

Site visit/facilities/Equipment
☐ Do you have specific process in place for this study? 
☐ How is the facilities /equipment maintenance managed? For instance, for the "Goldman applanation tonometer": is it always the same which is used? Is it calibrated? How?
☐ Description of logistic networks and results delivery processes? 

Protocol & Amendments
☐ Have you experienced ambiguities or difficulties inherent to protocol? (e.g.: for example difficulty to match patient visits with the protocol visits windows ...)
☐ In case of questions / inclusions or violations, what is your notification procedure to the sponsor?

Consent
☐ Can you describe the Informed Consent collection process at your site?
☐ Did you have any difficulties to collect Informed Consent?
☐ Do you give a period of reflection to the patients to consider their participation to the project?
☐ Do you provide a copy of inform consent form to each patient after signature?
☐ Do you inform the Patient's General Practitioner (with his/her agreement?) of his participation to the study?
☐ What are the more frequent questions that you have?

Safety
☐ Is the Study drug/IMP well-tolerated by the patients? 
☐ Do you have a specific procedure for AEs reporting?

Biological samples
☐ Are there biological samples in the study? Who collects the samples? How are the samples stored? Who is responsible for the shipment to the Sponsor? 

Sources data
☐ What type of sources data is used at site? Is it Electronic Medical Record? If yes, what type of access is provided to the monitors / auditors? Access to study's patients only? Audit trail is available? 
☐ Do you use paper source record / worksheets? Who completes the paper source record? Is it the Study Coordinator? In this case, how is data accuracy ensured? Is there a medical oversight ie PI / SI signature and date?

CRF and data management
☐ Is the eCRF well designed and friendly to use? Have you experienced any navigation issues?
☐ Is the eCRF completion logical compared to the patient visits course?
☐ Quality of data transmission between sponsor and site?
☐ Who has access to the eCRF among the delegated staff? (one ID/password per user?)

Monitoring
☐ How is the monitoring quality? (Are you satisfied with the monitoring frequency? CRA availability?) 
☐ In case of non-conformities, what is the reporting process? 

Pharmacy
☐ Is the pharmacy involved in the study? Is the Pharmacy responsible for some aspects of IMP logistics? For example, IMP receipt? 
☐ Who dispenses the IMP? Is it the Pharmacist? Study coordinator? If this is the SC, is it addressed in local regulation? She should be delegated to this task and trained appropriately.
☐ How does the IMP return carry out? To whom does the patient return the IMP?
If the pharmacy is NOT involved in the study, the following questions are not applicable:
☐ What are the hospital pharmacy responsibilities regarding the IMP (receipt, storage, accountability, administrative tasks)?
☐ Is there any collaboration between the Study Nurse / Study Coordinator and the Pharmacist?
☐ How are the Pharmacists trained to the study?
☐ Interview of nurse/Pharmacist about study drug management

Retention of documentation - Archiving 
☐ How are the documents archived at the end of the study (where? How long? Are they under protection?)?

_____
2

A_EC_Site_Interview_investigateur_EN.docx / Page 3/3
image1.emf

