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	Comment by David MARCEREUIL: Update to be considered with the EU-CTR:

Definitions of roles and responsibilities, notably for the submission within the CTIS

User access and management within the CTIS

Submission of information according to EU CTR requirements
Require timely collection of information
System to ensure collection and transmission of the required information.
Timely submission
Oversight and control that information submitted appropriately.

Inclusion of serious breach management and reporting within the check list, SOP and contracts.

[bookmark: _Toc255310133][bookmark: _Toc18576696][bookmark: _Hlk12010864]Administrative and regulatory steps
[bookmark: _Hlk18576775][bookmark: _Toc18576698][bookmark: _Toc18573592]Regulatory Human resources 
[bookmark: _Hlk187747925]The department is organized as follows:
☐ Interactions with other departments and vendors are addressed in…

☐ The allocation of resource is based by function on the following criteria:
☐ Maximum of x projects per function 
☐ Systematic allocation of administrative support 
☐ …
☐ 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.)

☐ Human resources allocated to the project are sufficient, adapted to the project conditions and trained on:
☐ Regulatory requirements
☐ Applicable procedures, instructions, templates use, etc.


☐ There is a documented handover process in case of staff change (traceability of transferred activities, handover dates,…).
☐ A back-up system exists to guarantee continuity of activity.
[bookmark: _Toc18573590][bookmark: _Toc18576697]Regulatory Documentation
☐ Administrative and regulatory steps are addressed in the procedure "…" (scope, reference documents, responsibilities, Sponsor's involvement, quality controls…).
☐ Administrative and regulatory steps are managed by (function)
☐ The administrative and regulatory steps are known and applied.
☐ There is a list of regulatory requirements in each country (regulatory watch).
☐ A system which guarantees the update of the regulatory documentation exists (regulatory Intelligence).

	Observation n° Grade

	Blablabla

Main audit standards

	Suggestions (à supprimer si pas prévu au devis)

	




[bookmark: _Toc18573593][bookmark: _Toc18576699]Regulatory process
 Trial submitted under the Directive 2001/20-EC or under the EU CTR?
· Impact of EU CTR assessed? 
· Discussed with the Sponsor?

Adapter s'il s'agit d'une investigation clinique !! référentiels MDR, ISO 14155, guides MDCG

☐ The process for administrative and regulatory documents preparation / review / approval is defined and documented.
Request list of documents* to be submitted + required approval (CA + EC + other bodies (CNOM, CNIL, …) for each participating (or anticipated) country)
[bookmark: _Hlk187747959]
☐ There are documented evidences of internal reviews of files to be submitted.
☐ There are documented evidences of Sponsor's approval before submission.
☐ There are documented evidences of communication with CA/EC and validation of answers by the Sponsor.
☐ Regulatory trackers are maintained to have an overview of submissions and approvals.

☐ The process for assessment of change is detailed in the quality system and is documented ?
Changes are assessed as substantial or not.
Validation by Sponsor of the substantiality is documented
Process is defined for the management of the non-substantial and substantial modifications (record, notification to EC/ CA, submission for approval as amendment)

☐ There is a process for documents translation (study documents, regulatory documents, communication with local EC/CA,…)
☐ Translations are validated (certificate of translation, back-translation).
☐ There is a process for ICF adaptation to local regulations:
from Master ICF
integration of local requirements
check of this integration
documentation of this check
management of versions (Master version / Local version).


For a particular study: see also TMF audit CL
☐ The documentation related to the following administrative and regulatory steps are complete and available:
☐ Clinical trial identification number (e.g.: EudraCT, NCT, ID-RCB,…)
☐ Insurance contract, the insurance certificate and its updates 
☐ Ethics committee submission (initial and amendments)
☐ Competent Authorities submission (initial and amendments)
☐ Individual Data Protection
☐ Investigators contracts / negotiation & payment of fees
☐ Registration of the clinical trial in a public registry
☐ Information on study start to EC / CA
☐ Progress reports submission
☐ Information on study end to EC / CA
☐ CSR or summary submission
☐ Publication of the summary of trial results in a public registry,
☐ Communication of the trial results to investigators,
☐ Communication of the trial results to patients
☐ Local and specific regulations.


[bookmark: _Hlk187747977]Process of amendment:
· Change control documentation
· Substantiality assessment and documentation
· Decision for NA, single notification or submission of amendment
· Submission and approval
· Information and communication to sites

Process for specific situation:
· Temporary halt/ early termination
· End of study notification
· CSR and publication of results
· Preparation and submission of information for lay person
· Urgent safety measures (USM)
· Serious breach
· SAE > tracker
· DSUR > tracker
· (data breach)



* List of documents to be submitted:
For the CTIS submission (part II):
☐ Investigators CV dated less than 1 year for France: https://sante.gouv.fr/IMG/pdf/cnriph_documents_attendus_en_france_concernant_la_partie_ii_de_cta_2023_08_17.pdf 
☐ Investigators GCP training within the last 3 years for France: https://sante.gouv.fr/IMG/pdf/cnriph_documents_attendus_en_france_concernant_la_partie_ii_de_cta_2023_08_17.pdf
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