Medical Writing audit CL

Mise à jour du 05/09/2019 (CM)

[bookmark: _Toc10739414]Identifier quels sont les services proposés par l'audité en termes de rédaction médicale e.g. Protocole, Rapport, BI, 
General process
Cette section peut être utilisée comme une conclusion pour le rapport ou comme CL
☒ There are SOPs related to study documents writing and delivery as well as adhoc templates:
· ☐ Protocol
· ☐ IMPD 
· ☐ ICF
· ☐ CRF
· ☐ IB
· ☐ CSR
· ☐ other:

☐ For each process responsibilities are appropriately defined:
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☐ Each document is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ Each document is submitted to the sponsor before release (for signature?)

☐ Each document required in a local version (e.g. ICF, protocol summary…) is translated in English 
· ☐ with a certificate of translation
· ☐ with back translation.
☐ Distribution of document is controlled and documented.
Clinical study protocol
☐ There is SOP and template related to study protocol writing and delivery.
☐ Study protocol is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ Study protocol is written using a template compliant to applicable regulations (describe how the compliance is guarantee)
☐ Responsibilities are appropriately defined:
Writers:
☐ Project Manager
☐ Biostatistician
☐ Pharmacovigilance
☐ Coordinating Investigator
☐ Subject Matter Expert (SME)
☐ other
Reviewers (function and role):
☐ CRO medical representative?
☐ Sponsor (in case medical writing is outsourced)
☐ Coordinating Investigator
☐ Biostatistician
Approvers who sign the protocol:
☐ Chief Medical Officer or Sponsor (in case medical writing is outsourced)
☐ Coordinating Investigator
☐ Biostatistician.
☐ The process includes documented steps to check:
☐ compliance of the protocol with the study synopsis (when applicable)
☐ accuracy of scientific and medical information
☐ includes scientifically based justification (design, fit for purpose…)
☐ compliance with regulations and guidelines.
☐ Reviews are documented using … (dedicated form ?)
☐ Approval is documented using … (dedicated form or directly on the protocol?).
☐ Protocol required in a local version is translated in English 
· ☐ with a certificate of translation
· ☐ with back translation.
☐ Distribution of protocol is controlled and documented.

Change control for protocol amendment
☐ When a study modification is implemented, an impact analysis on the study protocol is performed (ex: nécessité de modifier le paragraphe xx, la discussion, la conclusion, le synopsis …)
☐ This impact analysis is documented.
☐ Protocol modifications are managed using the track change mode / using a comparative table.
☐ Rational for modification are also documented as well as decision to implement or not the modifications.
☐ The documentation is filed in the TMF.
IMPD (or equivalent)
☐ There is SOP and template related to IMPD writing and delivery.
☐ IMPD  is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ IMPD is written using a template / ToC compliant with applicable regulations (describe how the compliance is guarantee)
☐ Responsibilities are appropriately defined:
Writers:
☐ Pharmacist
☐ Pharmacovigilance
☐ Subject Matter Expert (SME)
☐ other
Reviewers (function and role):
☐ CRO representative?
☐ Sponsor representative (in case medical writing is outsourced)
Approvers who sign the protocol:
☐ Chief Medical Officer or Sponsor (in case medical writing is outsourced)
☐ Responsible Pharmacist
☐ other
☐ The process includes documented steps to check:
☐ compliance of the IMPD with the template/ToC
☐ accuracy of scientific and medical information 
☐ compliance with regulations and guidelines.
☐ Reviews are documented using … (dedicated form ?)
☐ Approval is documented using … (dedicated form or directly on the protocol?).
☐ Distribution of protocol is controlled and documented.

IMPD update
☐ When the IMPD is updated, an impact analysis on the other study documents is performed (e.g. IB to be updated, new information to be added in the protocol…)
☐ This impact analysis is documented.
☐ IMPD modifications are managed using the track change mode / using a comparative table / other.
☐ The documentation is kept by….
ICF
☐ There is SOP and template related to ICF writing and delivery.
☐ ICF is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ ICF is written using a template compliant to applicable regulations (describe how the compliance is guarantee)
☐ Responsibilities are appropriately defined:
Writers:
☐ Project Manager
☐ Pharmacovigilance
☐ Coordinating Investigator
☐ Subject Matter Expert (SME)
☐ other
Reviewers (function and role):
☐ CRO medical representative?
☐ Sponsor (in case medical writing is outsourced)
☐ Coordinating Investigator
Approvers who sign the protocol:
☐ Chief Medical Officer or Sponsor (in case medical writing is outsourced)
☐ Coordinating Investigator
☐ other
☐ The process includes documented steps to check:
☐ compliance of the ICF with the study protocol 
☐ accuracy of information 
☐ compliance with regulations and guidelines.
☐ Reviews are documented using … (dedicated form ?)
☐ Approval is documented using … (dedicated form or directly on the protocol?).
☐ Adaptation of master ICF to comply with local requirements is managed as follows:
Describe the process and functions involved
☐ ICF required in local version are translated:
· ☐ with a certificate of translation
· ☐ with back translation.
☐ Distribution of ICF is controlled and documented to guarantee that investigational sites received only approved/authorized ICF.

Change control for ICF
☐ When a study modification is implemented, an impact analysis on the ICF is performed
☐ This impact analysis is documented.
☐ ICF modifications are managed using the track change mode / using a comparative table.
☐ Rational for modification are also documented as well as decision to implement or not the modifications.
☐ The documentation is filed in the TMF.
CRF
Copié-collé de la CL data management 
☐ The management of CRF design is described in the procedure … and is as follows:
☐ CRF is designed from Protocol / list of specifications ("sponsor specifications") / internal or CDISC standards / sponsor standards
☐ CRF is validated internally before submission to sponsor
☐ validation covers:
consistency with the Protocol
medical validation
facilité de remplissage
other (specify)
☐ internal validation is documented
☐ CRF are systematically approved by the Sponsor and this approval should be documented.
☐ management of CRF update/change is as for initial version
☐ successive versions of CRF are identified properly (version, date, reference to a protocol version, CRF history?) and are filed in the TMF.
Investigator Brochure (IB)
☐ There is SOP and template related to IB writing and delivery.
☐ IB is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ IB is written using a template compliant to applicable regulations (describe how the compliance is guarantee)
☐ Responsibilities are appropriately defined:
Writers:
☐ Project Manager
☐ Pharmacovigilance
☐ Subject Matter Expert (SME)
☐ other
Reviewers (function and role):
☐ CRO medical representative?
☐ Sponsor (in case medical writing is outsourced)
Approvers who sign the IB:
☐ Chief Medical Officer
☐ The process includes documented steps to check:
☐ compliance of the IB with the template
☐ accuracy of scientific and medical information 
☐ compliance with regulations and guidelines.
☐ Reviews are documented using … (dedicated form ?)
☐ Approval is documented using … (dedicated form or directly on the protocol?).
☐ Distribution of IB is controlled and documented.

Change control for IB
☐ The process is to revised the IB at least yearly.
☐ This revision is documented even when no update is necessary.
☐ When IB has to be updated, modifications are managed using the track change mode / comparative table.
☐ The documentation is filed in the TMF.
Clinical Study Report (CSR) and lay summary (as applicable)
☐ There is SOP and template related to CSR writing and delivery.
☐ CSR is controlled by a version and a date, with a documented history (tracker, History table in the document itself, separate document…).
☐ CSR is written using a template compliant to applicable regulations (describe how the compliance is guarantee)
☐ Responsibilities are appropriately defined:
Writers:
☐ Project Manager
☐ Biostatistician
☐ Pharmacovigilance
☐ Coordinating Investigator
☐ Subject Matter Expert (SME)
☐ other
Reviewers (function and role):
☐ CRO medical representative?
☐ Sponsor (in case medical writing is outsourced)
☐ Coordinating Investigator
☐ Biostatistician
Approvers who sign the CSR:
☐ Chief Medical Officer
☐ Coordinating Investigator
☐ Biostatistician.
☐ The process includes documented steps to check:
☐ CSR layout (headers, footpage, versioning, …)
☐ compliance of the CSR with template
☐ accuracy of information and consistency between all sections of the CSR
☐ compliance with regulations and guidelines.
☐ Reviews are documented using … (dedicated form ?)
☐ Approval is documented using … (dedicated form or directly on the CSR?).
☐ Distribution of CSR is controlled and documented.

Change control for CSR 
☐ After CSR release, when a modification is implemented, an impact analysis on the CSR itself and on administrative/regulatory steps is performed (ex: nécessité de modifier le paragraphe xx, la discussion, la conclusion, modalités d'infos des autorités …)
☐ This impact analysis is documented.
☐ CSR modifications are managed using the track change mode / using a comparative table.
☐ Rational for modification are also documented as well as decision to implement or not the modifications.
☐ The documentation is filed in the TMF.

For a Sponsor: 
☐ A CSR is issued for all studies (completed, early termination, negative results…).

Study plans 
If not discussed during Project Management session:
 There are SOPs and template related to study plans writing and delivery (monitoring plans, PMP, safety plans…).
See operational processes CL for details
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