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1 [bookmark: _Toc187748304]Investigational sites monitoring
	Observation n° Grade

	Blablabla

Main audit standards

	Suggestions

	



Feasibility & sites selection, Investigators meeting and training, site initiation, follow-up and close-out visits, remote monitoring
1.1 [bookmark: _Toc187748306][bookmark: _Hlk18575773]Human resources devoted to Monitoring
☐ There is a controlled system to manage operational human resources (i.e.: staff workload assessment, update, availabilities, etc.) under the responsibility of function.
☐ The allocation of resource is based on the following criteria:
☐ Maximum of x sites per CRA / x studies per CRA / orther ?
☐ Systematic allocation of administrative support for each project in addition to CRAs 
☐ CRAs assigned depending on their therapeutic area knowledge
☐ …
☐ The staff workload is calculated as mentioned above and includes:
☐ Time dedicated to remote monitoring ( …% of …)
☐ Time dedicated to study administrative tasks and meetings ( …% of …)
☐ Time dedicated to non-billable administrative tasks and meetings ( …% of …)
☐ The staff workload/availability is revised with an appropriate frequency.
☐ Human resources allocated to the project:
☐ are identified in staff log or equivalent
☐ include… (xx PM, xx CRAs, xx CTAs, etc.)
☐ CRA have been mandated by the Sponsor (required at least by French regulation)
☐ Human resources allocated to the project are sufficient, adapted to the project conditions and trained on:
Regulatory requirements
Protocol
Pathology
IMP
Applicable procedures, instructions, templates use, etc.
☐ There is a documented handover process in case of CRA / CTA change (traceability of transferred activities, study training documentation, handover dates,…).
☐ A back-up system exists to guarantee continuity of monitoring activity.
1.2 [bookmark: _Toc187748309]Monitoring team management
☐ Organization of the department:

☐ Number of investigational sites per CRA: xxx
Check if there is a corresponding tracking tool
☐ Number of visits per month: xxx
Check if workload is adapted, with sufficient time for visits preparation and reporting
Check if a tracking tool exists
☐ Communication workflow with vendors (other CROs) and CRAs:
☐ Regular meetings with top management
☐ Escalation process
☐ "Non-project" internal meetings: frequency, minutes, discussed topics…
☐ "Project-specific" internal meetings: frequency, minutes, discussed topics…
☐ Communication system implemented with CRA is effective and applied.
☐ Feedback system implemented by the Management.
☐ Quality control (TMF QC, co-monitoring visits, visit reports review, etc.): who, frequency, documentation ?
☐ Regular assessment of CRA (including on-site co-visits):
☐ Planning
☐ Documentation
☐ Actions
☐ Continuous training (cf CL Quality System Audit)
☐ In case of outsourced CRAs: selection , qualification, training and regular assessment process.
1. [bookmark: _Toc187748305][bookmark: _Toc187748307]Regulatory Documentation
☐ The applicable requirements and recommendations for the process are documented, easily available, known by the concerned staff (training evidences).
☐ A system which guarantees the update of the regulatory documentation exists (regulatory Intelligence).
1.4 Procedures, instructions, forms, templates
☐ There is an up-to-date list of applicable procedures for the study.
☐ The applicable procedures to the Clinical Operations System are the following:
International procedures of the Sponsor:

Local procedures of the Sponsor:

Procedures of the Clinical Research Organization:

☐ There are study-specific SOPs/templates/forms designed for each project and available for the study team.
1.5 [bookmark: _Toc187748308]Monitoring tools
☐ A Monitoring Plan is available, addressing:
☐ risk-based approach
☐ on site activities
☐ centralized/remote activities
☐ The Monitoring Plan 
[bookmark: _Hlk11944029]☐ is issued prior the start of the monitoring activities, and appropriately updated during the course of the study.
☐ is reviewed as necessary and is made available for the CRAs on time.
☐ Tools are available for the CRAs to conduct monitoring activities appropriately (e.g. checklist for investigator file preparation/control, green light checklist, forms to check IMPs on site, Source Data Verification form, etc.)
☐ In case of remote monitoring, the tools used are adequately validated and are compliant with regulatory requirements (consider requirements related to MR quality control annex 2026)
☐ There are other specific plans available.
[bookmark: _Hlk524613974]☐ Visit reports are electronic: 
explain the review and validation workflow 
remote access if report writing/review out of office ?
☐ There are tools for the oversight of monitoring activities: 
☐ planning of monitoring visits 
[bookmark: _Hlk515545513]☐ tracking of monitored CRF, of queries to be resolved/resolved
☐ writing / review / transmission to the Sponsor of the monitoring visit reports
☐ tracker of protocol deviations and non-conformities,
☐ CRA and CTA workload.
[bookmark: _Hlk11943977]Briefly describe the too(s)l (name, activities managed through the tool, who can access the tool to enter data/to check/…)
☐ There is a paper TMF/ an eTMF : access conditions for CRA?
☐ There is a system for study electronic files management guaranteeing an easy and secure access to study information for all authorized staff: predefined architecture shared by all the projects, classifying rules (order, delay, responsible), electronic documents identification rules, quality control…
☐ There is a system for study related emails management guaranteeing an easy and secure access to study information for all authorized staff: predefined architecture shared by all the projects, classifying rules (order, delay, responsible), electronic documents identification rules, quality control…
☐ Security of used systems (access, backup, standby system, validation if applicable, etc.) cf CL VSI pour plus de détails
1.6 [bookmark: _Toc187748310]Feasibility and site selection
	LMA 11/2025
Vérification des audits trails pour les centres utilisant des dossiers médicaux informatisés. Checklist à étoffer lors de la sélection des centres quitte à les faire compléter par les DSI des centres investigateurs pour s'assurer que l'audit trail répond aux exigences de la guideline




☐ The CRAs are in charge of study feasibility conduct and sites selection.
☐ There is an updated list of potential investigators (electronic or paper) available for sites identification.
☐ The Investigators database is managed according to local regulations regarding protection of personal data.
☐ There is a procedure addressing the study feasibility process.
☐ The study feasibility survey is documented.
☐ There is a procedure addressing the site selection process: 
☐ preparation (specifications for site selection, review of database information, study feasibility survey, training on protocol, confirmation letter, confidentiality agreement collection, etc.)
☐ visit conduct
☐ visit report (template of report, timelines, review before release, etc.)
☐ visit follow-up (post visit letter, filing, etc.)
☐ The selection visit plans to check the following points:
☐ investigator's interest for the study,
☐ investigator's qualification and training on ICH GCP
☐ site resources and equipment, availability
☐ verification of the compliance of computerised systems used
☐ the electronic medical records system for data protection compliance (see ICH E6 R3 requirements, EMA CS 2023 guideline, GCP Inspectors Reflection paper on expectations for electronic source data
☐ https://www.cnil.fr/fr/donnees-de-sante-la-cnil-rappelle-les-mesures-de-securite-et-de-confidentialite-pour-lacces-au (mise en demeure d'établissements de prendre les mesures permettant d'assurer la sécurité du dossier patient + listes mesures attendues)
☐ systems used for quality control purposes (see MR quality control annex)
☐ expected subject recruitment (number or rate)
☐ competition with other ongoing studies
☐ investigator's agreement / commitment for conducting the study according to Protocol, GCP, monitoring / audits / inspections procedures
☐ The selection visit is performed by a CRA / a lead CRA / a Project Manager.
☐ The selection visit is documented.
☐ The final selection is supported by an appropriate documentation including non-selected sites.
1.7 [bookmark: _Toc187748311]Investigators' meeting
☐ There is a procedure addressing the Investigator's meeting organization: 
☐ Preparation, trainers' appointment,
☐ Topics (study, pathology, GCP, safety, practical modalities)
☐ Training assessment, feedback and question & answers
☐ Training documentation 
☐ Actions taken following the Investigators meeting
☐ The local regulatory requirements related to Investigator's meeting organization are known and applied.
1.8 [bookmark: _Toc255310134][bookmark: _Toc187748312]Sites initiation
	LMA 11/2025:
The Investigator has been trained on how to access and navigate thorugh the audit trail ?
There are documented evoidences of such training ?



☐ There is a procedure addressing sites initiation process.
☐ Sites are initiated once the green light is given and only by staff trained on the study and its specificities.
☐ Site initiation is compliant with sponsor specifications and with SOPs (duration, persons to meet, topic to be discussed…).
there is a template for SIV presentation including a reminder on applicable GCP, GDPR and safety requirements
the SIV process includes staff training on data collection tools as well as explanation on how to navigate in the audit trail
☐ Site initiation is documented in a report issued in the expected timelines, reviewed by the sponsor or its representative.

☐ Site initiation could be/was done by phone.
☐ Questions asked during site initiation but not solved:
are followed up with the sponsor 
answers are provided to the site
when relevant, are shared with other investigational sites
☐ Systematic confirmation and follow up emails are sent to the sites for initiation visits.
☐ Discussion with X CRA about the following subjects to check their knowledge of SOP related to initiation visit:
Information passed in from the CRA to the investigator and the staff involved in the study
Documents collected by the CRA
Documents and supplies provided by the CRA
People to meet 
Additional initiation visit to plan in case one or many participants to the trial are absent during the study initiation visit

1.9 [bookmark: _Toc187748313]Periodic Monitoring
	Un point intéressant : mettre en place des indicateurs permettant de voir si l'investigateur se connecte à l'eCRF

Examples of key questions:
Is there any backlog for monitoring activities?
How do you guarantee that the frequency for a given site is appropriate and that no change is required? (ex. less or more visits)
From a PM point of view:
how do you check if on-site SDV is appropriately done?
Do you discuss with CRAs priorities for next visits? Is it documented?
How the review of protocol deviations is done?
How other site issues/deviations reported as part of monitoring visits are handled by the CRAs/CPMs?
How CAPA plans per site are managed?
Is there any sites with particular problems? How these sites are managed?
What kind of tool is implemented to help CRAs ensuring the ISF is up-to-date all along the study?



☐ There is a procedure addressing periodic monitoring process.
☐ There is a methodology to prepare the visit (review of the last report, the study status, pending queries, etc.).
☐ Periodic monitoring visits are documented in a report issued in the expected timelines, reviewed by the sponsor or its representative.
☐ There is a Monitoring System Alert to report rapidly any noncompliance or nonconformity.
☐ Non-conformities and protocol deviations are identified and managed until resolution.
☐ There is a defined escalation process for critical/major issues.
☐ Systematic confirmation and follow up emails are sent to the sites for periodic monitoring visits.
☐ The frequency of monitoring visits is compliant with the frequency described in the Monitoring Plan and adequate regarding the number of patients / workload.
☐ A control process is implemented to check risk-based monitoring issues (e.g.: SDV limited to 20% of the CRFs for each site) and to reassess risks if needed (e.g.: extension of monitoring for some specific data).
☐ For x sites, cross-check the information of x initiation and monitoring reports/forms with the documents relative to the different administrative steps (e.g.: CPP's favorable opinion, mails…) to verify if:
☐ The shipment of the trial supplies and IMPs has been done once all the administrative steps have been carried out 
☐ The initiation deadlines are compliant with the contract/specifications/SOPs
☐ Interviews with x CRA and simultaneous review of the monitoring reports upon the following subjects:
☐ Informed Consents
☐ On-site Document management (transmission of new versions, risk when use of expired documents)
☐ Reporting of serious adverse events (to cross with the pharmacovigilance documents and phone-call and mail exchanges) 
☐ Check-up of the CRF data compared with the source data (cross-check with the CRF pages displayed at the headquarters)
☐ Classification of the documents in the ISF (completeness and updating)
☐ Transmission of the data to the data management
☐ Tracking and products accounting for the clinical trial : (cross-check the information of the CRA's CTP accounting forms and the one's of the CTP Unit, with the acknowledgements of receipt and the shipments sent to the sites)
☐ Return conditions of the CTP to the sponsor or destruction
☐ Management of biological samples (tracking of samples, shipment documentation, results transmission,…)
	Examples of questions for a CRA interview:
How many investigational sites are you currently managing?
Are you involved in the study since its beginning?
In terms of communication flows:
How do you interact with PM/Lead CRA/other CRAs?
What kind of team meetings are organized?
is communication fluid and easy?
At the start of monitoring activities, how have you been trained to study specificities?
What kind of training are done in an ongoing basis?
How do you prepare and conduct a monitoring visit?
What kind of tools are you using to facilitate MV preparation and conduct?
During a MV:
Do you have time to discuss with the PI or Study Coordinator? How long? Is it systematically done during each MV?
in case of particular issues/problems with a site, how do you escalate the issue/problem?
How do you manage post-visit activities?
Are you able to submit reports on time?
How do you manage CAPA plan associated to the MV reports? How do you ensure that all actions are solved in due time?
Between 2MVs, do you initiate phone contacts with sites?
Overall, do you have any difficulties in your activities? For instance: workload, lack of communication, not fully adapted monitoring tools…



☐ Data-clarifications are managed in a timely manner.
☐ Monitoring reports :
Are the deadlines for writing the reports respected?
Is the content sufficient? (accurate, detailed, complete)?
Is the content compliant with the monitoring strategy? (% SDV, review of critical data,…)
If written in English, is the CRA level important enough to prevent a lack of information?
Are they consistently reviewed and by whom?
Does a validation system exist?
Is there a corrective action system set-up, when necessary?
Are they reviewed by the Sponsor or its representative?
1.10 [bookmark: _Toc187748314]In-house monitoring activities
☐ In house monitoring activities include:
☐ remote monitoring (see below)
☐ study documentation management (filing in TMF)
☐ management of investigators fees
☐ update of trackers and databases (CTMS or other tools)
☐ Remote monitoring is addressed in a procedure that covers:
☐ review of eCRF and issue of e-queries
☐ documentation of remote monitoring (e.g. remote monitoring report, issued in the expected timelines, reviewed by the sponsor or its representative)
☐ …
☐ Remote monitoring process is detailed in the Monitoring Plan (responsibilities, frequency, concerned data,…).
☐ Remote monitoring activities are documented in a report issued in the expected timelines, reviewed by the sponsor or its representative.
☐ Systematic follow up emails are sent to the sites for remote monitoring activities.
☐ Time dedicated to remote monitoring is …% of CRA/DM/CTA……
☐ The study documentation is filed regularly by the CRA.
☐ Trackers, databases are updated regularly as planned in the related procedure.
1.11 [bookmark: _Toc187748315]Close-out visit
☐ There is a procedure addressing close-out visits process.
☐ Sites are closed only after:
☐ IMPs accountability and resolution/documentation of all discrepancies
☐ CRFs data are clean and CRFs are available for data management
[bookmark: _Hlk524615082]☐ sponsor's written agreement.
[bookmark: _Hlk524615117]☐ Site close-out visit is compliant with sponsor specifications and with SOPs (duration, persons to meet, topic to be discussed...).
[bookmark: _Hlk524615172]☐ Site close-out visit is documented in a report issued in the expected timelines, reviewed by the sponsor or its representative.
☐ Site close-out could be/was done by phone.
☐ Questions asked during site close-out visit but not solved:
are followed up with the sponsor 
answers are provided to the site
when relevant, are shared with other investigational sites.
☐ Systematic confirmation and follow up emails are sent to the sites for close-out visits.
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