Audit Check-list 
Statistical Analysis
Version dated November 19, 2025 (LMA)

[bookmark: _Toc441377138]CBA le 08/05/2017 : version courte de la CL en section 5
Predicate rules & Referentials
Reprendre l'intranet car pas à jour
Décision du 24 novembre 2006 fixant les règles de bonnes pratiques cliniques pour les recherches biomédicales portant sur des médicaments à usage humain
Décision du 5 janvier 2006 portant homologation d'une méthodologie de référence pour les traitements de données personnelles opérés dans le cadre des recherches biomédicales (méthodologie de référence MR-001)
Norme ISO 27002:2005, Technologies de l'information - Techniques de sécurité - Code de bonne pratique pour la gestion de la sécurité de l'information
ICH E6(R2) Note for Guidance on Good Clinical Practice, CPMP/ICH/135/95, 17 July 1996
ICH E9 Note for Guidance on Statistical Principles for Clinical Trials, CPMP/ICH/363/96, 5 February 1998
Ajouter addendum E9
ICH E3 Note for Guidance on Structure and Content of Clinical Study Reports, CPMP/ICH/137/95
Guideline for Standard Operating Procedures for Good Statistical Practice in Clinical Research, versions 1-6, 1999 - 19 July 2001, PSI
Guidance for Industry - Part 11, Electronic Records; Electronic Signatures — Scope and Application, FDA, August 2003
21 CFR Part 11 "Electronic Records; Electronic Signatures ; Final Rule, Federal Register, 4–1–03 Edition
FDA Guidance for Industry - Computerized Systems used in Clinical Investigations, May 2007
GAMP (Good Automated Practices), a risk-based approach to compliant GxP computerized systems, version 5, April 2008, ISPE
Computerised systems validation in Clinical Research, a practical guide, 2nd edition, February 2004, CR-CSV Working Party

Resources devoted to the Statistics System and to the clinical trial
☐ Human resources allocated to a project are sufficient and adapted (organization of the department, back-up, training, etc.)
☐ The software used for Statistics analysis is a custom system developed internally / a commercial system developed by third party:
SAS (version xx), 
R (version xx), 
Statistica (version xx), 
Matlab (version xx), 
SPSS (version xx), 
S-Plus (version xx), 
STATA (version xx),

 “single computer” or “client server” installation?
 Licence available (voir si licence concerne un seul poste ou plusieurs postes ou un serveur, et si serveur y-a-t’il des licences utilisateurs ?
VSI (voir 4.5) :
QI : log d’installation avec la conclusion (succes or failure). Si installions poste par poste on doit avoir autant de log d’installation.
VSI de la programmation : voir 3.4
☐ For each tool, specify if it is considered as qualified by the CRO, referring to the available Qualification Report (or equivalent); e.g.:
☐ SAS IQ and OQ are documented (soit serveur, soit par poste) and were run on date.
☐ If SAS locally installed: check if the number of installed workstations is consistent with the current license
☐ SAS license is valid until date.
☐ Standard macros are used as part of programming activities (macro name) and are considered as validated by CRO
· Registry of macros
· Qualification of macros and documentation of tests
· Validation status
☐ In case of SAS version change: change control process to guarantee macro's validated status.
☐ Regression testing has been performed in case of version change.

	"Failure to document and therefore demonstrate the validated state of a computerised system is likely to pose a risk to data integrity, reliability and robustness, which depending on the criticality of the affected data may result in a recommendation from the GCP inspectors to the CHMP not to use the data within the context of an MAA. […]
The sponsor is ultimately responsible for the validation of the computerised system and for providing adequate documented evidence on the validation process. Sponsors shall be able to provide the GCP inspectors of the EU/EEA authorities with access to the requested documentation regarding the qualification and validation of computerized systems irrespective of who performed these activities.
The sponsor may rely on qualification documentation provided by the vendor, if the qualification activities performed by the vendor have been assessed as adequate. However, the sponsor may also have to perform additional qualification (and validation) activities based on a documented risk assessment. The conditions for a sponsor to rely on a vendor's qualification documentation are described in Q&A # 9"
Notice to sponsors on validation and qualification of computerised systems used in clinical trials, EMA/INS/GCP/467532/2019, 07 April 2020




Statistics process
Statistical Analysis Plan
☐ The statistical analysis plan is consistent with the statistical part of the protocol.
☐ The statistical analysis plan has a version xxx dated xxxx.
☐ The statistical analysis plan includes the following topics:
☐ a clear identification of the statistical authorship of the analysis plan, version and date
☐ a statement of the objectives of the trial, as stated in the protocol
☐ references to any relevant literature review, clinical development plan and results from any other similar trials
☐ the rational for any changes between the methods in the protocol and analysis plan
☐ a full and detailed description of the methods of analysis
☐ the populations definition (e.g. intention to treat, as randomised, efficacy evaluable, etc.) 
☐ all primary and secondary end-point indicators
☐ the hypotheses to be tested and any parameters that are to be estimated in order to meet the trial objectives
 the method for checking the statistical model and then for alternative methods to be used if the test assumptions are not met
 the list of all tables, graphs, etc.
 The statistical analysis plan was finalised prior to data analysis and before treatment unblinding
 The statistical analysis plan is approved and the approval is documented.
 The statistical analysis plan history is documented.

	Observation n° Grade

	Blablabla

Main audit standards

	Suggestions	Comment by Lobna Miftah-Alkhair: À supprimer si l'option n'est pas prévue au devis signé 

	


[bookmark: _Toc392063692][bookmark: _Toc421946757]Statistical analysis programming and control

	CA le 20/03/14
By default:
· the Statistician in charge of programming systematically reviews:
· the source code/syntax,
· logs and outputs,
· a second Statistician and/or the Head of Statistics reviews the TLFs-outputs (including derived datasets) to ensure data consistency and compliance with the statistical methodology defined for the study/project,
Depending on the study/project criticality, one or more of the following operations are added (as defined with the client):
· code/syntax review by a second Statistician,
· programming by the same Statistician according to a second and different statistical or programming method, with comparison of outputs,
· independent programming by a second Statistician, with comparison of outputs.
The extent of additional controls may concern all or part of programming, depending on the client's requirements (can be limited to principal criteria and population definitions).




List of programs used

The process for obtaining clinical trial specific- programs and macros was the following and is documented:
 writting and approval of program specifications (allow the programmers to develop programs),
 risk analysis on programs and macros
 program development and its documentation (history of versions and 'Change Control'),
 code reviex (algorithms, formules, program documentation) and documentation of this review:
 review by a programmer if low program criticity level,
 review by an independent statistician if important program criticity level.
 execution of program's tests:
 comparison of output vs specifications (format, page layout),
 log review (verification of lack of mistakes / alerts, verification that the correct number of observation has been treated for each step of the program, verification that datea has been correctly combined [merged or joined])
 if applicable, double programmation on all / part of the program by another programmer / statiostician
 finalisation of the programming (focus on output accuracy
 documentation related to program validation (validation report)
 maintenance and control of program, tool (patchs) modifications ('change control') :
 there are recommandations on test and documentation modalities to be implemented for a modification
 each modification is documented (reason, date, done by …, number of the new program version)
 output include the number of the program version, its execution date and the name of the person having exectuted it,
 archiving of the program complete documentatio including all the versoins

	CA le 20/03/14
conventions de programmation
gestion des en-têtes (cartouche) des programmes
gestion des versions des programmes
inventaire des programmes et statut de validation


Management of randomisation list
 the randomisation list generation was made according to written specifications.
 randomisation list is generated on the basis of a description of the required randomisation, documented by …
 the used generation method is a repetitive method, allowing to re-generate a posteriori the randomisation list,
 the control of the process for the randomisation list generation is documented by … (quality control log).
 the randomisation list is stored in a secure manner until unblinding.
CDISC standardisation: ADaM formatting
	LMA 11/2025
Contenu d'une soumission ADaM
*.xpt
Define.xml
Reviewer's Guide (adrg.pdf)
programmes
analysis results datasets (permet au stat FDA de remonter le ADaM puis le SDTM et c'est fait pour le critère principal et les secondaires)
Le define xml est une description de ce qu'il y a dans les fichiers soumis.
Les documents à connaitre pour faire le mapping CDISC
les specifications du define xml (à suivre car elles changent régulièrement)
les Implementation guide pour SDTM d'une part et pour ADaM d'autre part
il faut une traçabilité des données entre le SDYM et l'ADaM qui soit parfaite
Conventions de nommage à respecter (ex: les fichiers ADaM ont des noms qui commencent tjs par ad)
L'Implementation guide détaille 3 types de fichiers
ADSC : 1 enregistrement / sujet
BDS : 1 enregistrement par timepoint
OCCDS : pour les fichiers AE et traitements concomittants
Validation par Pinnacle 21
Doit être faite et avec aucun message (sauf s'il s'agit d'un bug avéré de Pinnacle 21)
Mais ce n'est pas suffisant (citation de l'intervenant; c'est pas pcq pas d'erreur pinnale que c'est correct !)
Vérifier la cohérences des données inter-datasets
Éviter les variables commentaires en SUPP (la FDA n'en veut pas)
La FDA demande une vérification de la cohérence des dates de décès
Faire un QC du CRF annoté car svt des annotations manquantes et incliure un QC des couleurs utulisées pour les annotations
Avoir un rapport de QC documenté qui démontre QC des define xml, des fichiers sdrg et adrg.

Ce qui pose aussi pb:
Souvent on met à jour les programmes sans modifier le define xml
Solution centraliser les programmes et intégrer une ligne de mise à jour du define dans le détail du programme, ex. en-tête)
Erreurs fréquentes:
ADaM
Fausses dérivations
Codelist incohérentes avec les données
Dérivations incompréhensibles



Handled by STAT team or dedicated CDISC team?
SOP exists?
☐ ADaM formatting is described in the SOP "…" version X effective on XX: 
☐ The creation of specifications and related programming activities is detailed in SOP xxx.
☐ Specifications are submitted to the Sponsor.
Specifications based on ADaM IG (Implementation Guide) version x.xx https://www.cdisc.org/standards/foundational/adam#standard__versions (current version 1.3 (since 29-Nov-2021) > NB: version 1.2 used if Pinnacle 21 validation avec v3.4 not implemented in Pinnacle 21)

☐ ADaM formatting is performed under management of the Lead Statistician 
☐ Describe process: 
☐ Documentation review (including SDTM/legacy datasets, SAP, Protocol, Analysis datasets, aCRF,…)
☐ ADaM mapping creation
☐ ADaM programming (single / double programming) 
☐ (SAS) programming is done by… using (specify tool)
☐ Control of (SAS) programming is risk-based and documented in the "xxx" form.
☐ A mix of the following QC methods can be applied:
· ☐ visual inspection of the code by a 2nd Statistical Programmer
· ☐ examination of selected summary output by the Lead Statistician
· ☐ use of non-SAS tool (e.g. Excel) by Lead Statistician
· ☐ independent rewriting of SAS code (by a 2nd Statistician or Statistical Programmer)
☐ detailed testing using specific test cases (barely used method, according to the auditees)
· ☐ validation using Pinnacle21 (to check format compliance with CDISC requirements) > comment est-ce documenté ? a priori un rapport de validation est généré automatiquement
· 
☐ issuance of draft ADaM datasets
☐ validation of draft ADaM datasets: manual, automated (e.g. Pinnacle 21 tool)
☐ revision until no remaining error or remaining error are unexplainable 
· documentation
☐ final deliverables
· ☐ final ADaM datasets
· ☐ ADaM Reviewer's Guide
· ☐ data definition files containing metadata and computational algorithms about the ADAM domain: define.xml and define.pdf
☐ Table outputs are sent to the Sponsor for review and comments (such as the request for merge, split tables, etc.). 
☐ Documentation transfer is made using a FTPS/ other.
☐ Any modification resulting from the QC is documented in… (e.g. the program's headers, as change control process).
☐ if requested by the Sponsor, a QC report can be issued.
☐ Creation of the Define xml (using Pinnacle 21)
Blind data review
 The listings are available.
 The listings were blinded.
 The data review is documented with minutes and actions plan.
 The actions were performed and documented.
 Modifications made to the database are documented.
Unblinding
 The unblinding is documented 
Unblinding modalities (roles and responsibilities, authorization, documentation, etc.)
Randomization list import modalities
Randomization list post-loading control
 The unblinding was performed by (Statistician / Data Manager)
 The randomization list loading is controlled and this control was documented. 
 The randomization list loading is not controlled. 
 The authorization to unblind was documented.
 The authorization to unblind was not documented.
Interim statistical analysis
 Interim statistical analysis were planned.
There have been X interim statistical analysis.
 The Interim statistical analysis plan includes the following information:
 justification of the Interim statistical analysis 
 triggering factor(s), periodicity and number of planned interim statistical analysis
 analyzed variables
 methods to keep blinding for involved staff (investigator and his/her staff and sponsor's staff) 
 results analysis (defined significant level for each interim analysis and calculation method)
 consequences according to the results:
 early termination modalities are described in the protocol
 results are approved by the Scientific Committee (if applicable)
[bookmark: _Toc392063694][bookmark: _Toc421946758]Final statistical analysis
 The procedure covers the following steps:
 methods to keep blinding
 modalities in case of database unlock
 analysis modalities
 confrontation of different analysis conclusions (ITT, "per protocol",...)
 analysis validation
 analysis approval
[bookmark: _Toc392063696][bookmark: _Toc421946759] Statistical analysis has been performed after database lock.
How this lock is documented?
Validation of the analysis results
Review of derived datasets by a second statistician 
Review of TLFs by a second statistician
Statistical Report
 The Statistical Report (TLFs with statistical considerations) was issued on date by…
 An internal review was done by… on date.
 This review is documented (specify).
 The Statistical Report was transmitted to the Sponsor on date.
Statistical part of the Clincal Study Report
"1.13 CLINICAL TRIAL / STUDY REPORT
A written description of a trial/study of any therapeutic, prophylactic, or diagnostic agent conducted in human subjects, in which the clinical and statistical description, presentations, and analyses are fully integrated into a single report (see the ICH Guideline for Structure and Content of Clinical Study Reports)…
6. CLINICAL TRIAL PROTOCOL AND PROTOCOL AMENDMENT(S)
The contents of a trial protocol should generally include the following topics...
6.9.6 Procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the original statistical plan should be described and justified in protocol and/or in the final report, as appropriate)…" (Note for Guidance on Good Clinical Practice, CPMP/ICH/135/95, 17 July 1996)
+  Note for Guidance on Structure and Content of Clinical Study Reports, CPMP/ICH/137/95
 The Statistical part of the Clinical Study Report meets the ICH guideline and includes:
 les méthodes statistiques prévues dans le protocole et la détermination de la taille de l'échantillon :
 les plans statistique et analytique,
 la détermination de la taille de l'échantillon.
 les changements dans la conduite de l'étude ou dans les analyses prévues,
 les patients de l'étude :
 la description des Patients,
 les déviations au protocole.
 l'évaluation de l'efficacité :
 les populations étudiées,
 les caractéristiques démographiques et autres,
 la mesure du respect du traitement,
 les résultats d'efficacité et tableaux récapitulatifs de données individuelles:
 l'analyse de l'efficacité,
 les points statistiques / analytiques :
 l'ajustement des covariables
 la gestion des perdus de vue et des données manquantes
 les analyses intermédiaires et le monitoring des données
 les études multicentriques
 les comparaisons multiples
 la sous-population de patients analysée pour l'efficacité
 les études d'équivalence
 l'analyse de sous-populations
 les tableaux récapitulatifs de données individuelles d'efficacité
 les doses, concentrations et relations avec l'efficacité
 les interactions avec les traitements et les pathologies
 les tableaux de valeurs individuelles
 les conclusions sur l'efficacité

Computerized systems validation
Note CBA 26 SEP 2017 : Attention !!! le niveau de documentation décrit ci après n’est pas appliqué en standard pour la validation d’une programmation stat pour une étude (à ce niveau là on parle plutôt de contrôle de la programmation cf encadré de la section 3.2). Il pourrait cependant s’appliquer à une démarche de validation de macros standards.

	[bookmark: _Hlk45885479]"Failure to document and therefore demonstrate the validated state of a computerised system is likely to pose a risk to data integrity, reliability and robustness, which depending on the criticality of the affected data may result in a recommendation from the GCP inspectors to the CHMP not to use the data within the context of an MAA. […]
The sponsor is ultimately responsible for the validation of the computerised system and for providing adequate documented evidence on the validation process. Sponsors shall be able to provide the GCP inspectors of the EU/EEA authorities with access to the requested documentation regarding the qualification and validation of computerized systems irrespective of who performed these activities.
The sponsor may rely on qualification documentation provided by the vendor, if the qualification activities performed by the vendor have been assessed as adequate. However, the sponsor may also have to perform additional qualification (and validation) activities based on a documented risk assessment. The conditions for a sponsor to rely on a vendor's qualification documentation are described in Q&A # 9"
Notice to sponsors on validation and qualification of computerised systems used in clinical trials, EMA/INS/GCP/467532/2019, 07 April 2020



Qualification de SAS
S’assurer que la licence SAS utilisée est valide (en terme de pèriode de validité)
Si SAS est installé en local : s’assurer que le nombre de poste installé est cohérent avec la licence en vigueur
S’assurer que les QI et QO SAS ont été executées (soit serveur, soit par poste) et que des tests de régression ont été effectués en cas de changement de version
Contrôle de la programmation pour l’étude
Cf section 3.2
Validation des macros SAS standards
S’assurer qu’il existe une liste des macros SAS en vigueur
Pour chaque macros, vérifier que sont documentés : 
Les spécifications de la macro
Les risques liés à son utilisation
La statégie de test
L’execution des tests
Le statut de validation de la macro
S’assurer qu’un processus de change control est en place pour garantir le maintien du statut validé des macros standars en cas de changement de version SAS
Maitrise des modifications "Change Control »
pages 48-49 (Computerised systems validation in Clinical Research, a practical guide, 2nd edition, February 2004, CR-CSV Working Party)
 La gestion des modifications apportées aux programmes/macros statistiques est décrite dans la procédure …
 Cette procédure couvre les aspects suivants :
 Enregistrement et évaluation de la demande de modification (incluant une analyse d’impact et une analyse de risques)
 Approbation (ou refus) de la demande
 Traitement de la demande : réalisation des controles/tetst requis
 Accord pour utilisation
Sécurité: Aspects spécifiques
S’assurer que l’accès au(x) repertoire(s) stat est restreint à la biométrie.
+ pages 20-21 (Computerised systems validation in Clinical Research, a practical guide, 2nd edition, February 2004, CR-CSV Working Party)

Si il est nécessaire de détailler davantage les différents points de sécurité, se référer à la Check liste "Sécurité"


Version courte – CBA le 08/05/17
Statistics Department organization
☐ The Statistics Department is headed by xxx and include:
· xxx Statisticians
· xxx SAS Programmers.
☐ The competencies are adequate for the project.
☐ Staff allocated to the project is identified on a "Project Staff Log".
☐ There is enough staff for continuity of activities, e.g. during holidays.
☐ Backup functions are identified.
[bookmark: _Hlk89269298]SOPs applicable to statistical activities in the framework of the study xxx
☐ The statistical activities handled in the framework of the study xxx are appropriately described in a set of SOPs.
☐ The operational steps are known and applied by the staff.
☐ Key steps of statistical activities are QC'ed and authorized by the Sponsor when appropriate.
☐ Relevant templates and forms to document activities are available as part of the QMS and used as part of the study documentation.
Statistical tools and qualification status
	"Failure to document and therefore demonstrate the validated state of a computerised system is likely to pose a risk to data integrity, reliability and robustness, which depending on the criticality of the affected data may result in a recommendation from the GCP inspectors to the CHMP not to use the data within the context of an MAA. […]
The sponsor is ultimately responsible for the validation of the computerised system and for providing adequate documented evidence on the validation process. Sponsors shall be able to provide the GCP inspectors of the EU/EEA authorities with access to the requested documentation regarding the qualification and validation of computerized systems irrespective of who performed these activities.
The sponsor may rely on qualification documentation provided by the vendor, if the qualification activities performed by the vendor have been assessed as adequate. However, the sponsor may also have to perform additional qualification (and validation) activities based on a documented risk assessment. The conditions for a sponsor to rely on a vendor's qualification documentation are described in Q&A # 9"
Notice to sponsors on validation and qualification of computerised systems used in clinical trials, EMA/INS/GCP/467532/2019, 07 April 2020



In the framework of the study xxx, the main following tools are used:
☐ SAS version xx (specify if SAS server or individual installations)
☐ R version xx
☐ Statistica version xx
☐ SPSS version xx
☐ STATA version xx
☐ PASS version xx
If multiple tools are used for the study, specify which tool is used for which type of statistical activities.
☐ For each tool, specify if it is considered as qualified by the CRO, referring to the available Qualification Report (or equivalent); e.g.:
☐ SAS IQ and OQ are documented (soit serveur, soit par poste) and were run on date.
☐ If SAS locally installed: check if the number of installed workstations is consistent with the current license
☐ SAS license is valid until date.
☐ Standard macros are used as part of programming activities (macro name) and are considered as validated by CRO
· Registry of macros
· Qualification of macros and documentation of tests
· Validation status
☐ In case of SAS version change: change control process to guarantee macro's validated status.
☐ Regression testing has been performed in case of version change.
Statistical activities for the study xxx
Sample size calculation
☐ Sample size calculation was done by… using (specify tool used).
☐ Appropriate documentation is available in the study TMF, allowing traceability of the following:
☐ calculation hypothesis
☐ bibliography
☐ tool used (version)
☐ results and verification
Statistical part of the study protocol
☐ Statistical part of the study protocol was prepared by … and verified by …
☐ Internal review is documented:
☐ in the internal review form xxx
☐ in track changes
☐ by email
☐ Review/approval by the Sponsor is documented as part of the protocol validation process.
☐ Related documentation are available in the study TMF
Randomization list management
 The randomization list was issued by… (Statisician independent from the project team, in case on blind study) based on … (randomization list specifications).
 A QC was done and documented to ensure:
 appropriateness of the method used to generate the list (i.e. reproductibility)
 appropriateness of the generated list
 The randomisation list is kept in acceptable conditions (confidentiality) until the unblinding (if applicable)
Statistical Analysis Plan (SAP)
	Note LMA du 13/09/2024 :
Attention aux modifications du SAP en cours d'étude.
Lors de l'audit revoir avec attention le type de modifications réalisées car si elles sont substantielles elles peuvent avoir un impact sur LE Protocole de l'essai et nécessiter de nouvelles soumissions.
Vérifier si une analyse d'impact a été faite dans ce sens



☐ SAP writing is under the responsibility of…
☐ Version(s) currently available for the study xxx include(s):
specify available version(s) i.e. intermediate and final version
☐ Internal review by… is documented.
☐ The SAP (final version) was approved by the Sponsor on date.
☐ It was finalised prior to data analysis and before treatment unblinding.
☐ The SAP (final version) is available in the study TMF, with relevant review and approval documentation.
CDISC standardization: ADaM formatting
(voir section dans la version longue)
Data Blind Review (DBR)
 The listings required for the DBR are prepared by… and controlled as follows:
 documented review of a few patients data for the different types of listing
 100% QC
 other (e.g. SAS programming validation)
 The DBR:
 was conducted on date
 is documented (minutes, report, etc.)
  (if relevant) an actions plan is available.

Process for integration of analyses sets in database/ statistical programs

Transmission of database to Statistician
Explanation of database transmission to Statistician (format, access (secured), …)


Unblinding
 The unblinding was performed by … (Statistician / Data Manager)
 The unblinding is documented 
Unblinding modalities (roles and responsibilities, authorization, documentation, etc.)
Randomization list import modalities
Randomization list post-loading control
 The randomization list loading is controlled, and this control is documented. 
 The authorization to unblind is documented.
 The process of unblinding, as described in SOP xxx, was fulfilled.
SAS programming and QC
☐ For the study xxx, SAS programming and QC steps are documented in … (e.g. "QC and statistical programming plan").
☐ SAS programming in performed by…
 taking into account internal programming standards
 including by default the following QC steps:
 auto-check by the Statistician/Programmer in charge of analysis programming (code review, log control, outputs verification)
 code review by a 2nd statistician/SAS programmer
 outputs review by a Senior Statistician
 change control, if applicable (main modifications are documented in the program header – all versions of programs are retained)
 and according to contractual requirements (e.g. for the principal endpoints and population definition)
 programming by the same Statistician/Programmer according to a second and different statistical or programming method, with comparison of outputs
 independent programming by a second Statistician/Programmer, with comparison of outputs.
 Each program version is stored and annotated, allowing traceability of changes.
 For each analysis, electronic directories organization and files management allows a clear traceability between:
 datasets
 programs used
 QC documentation
 outputs (results)
 corresponding statistical report
 The management of programs, raw data and code and outputs review are documented.
Interim analysis
 The Interim statistical analysis is described in the protocol version xxx.
 The interim analysis was carried out by a Statistician not otherwise involved in the trial to minimize access to unblinded information and treatment codes.
 An interim SAP is available (version xx) and was approved before running the interim analysis.
 Results of the interim analysis were reviewed by … (e.g. independant Committee, Sponsor).
 Results were considered as acceptable in terms of study continuation. Corresponding documentation is available in the study TMF.
Statistical analysis (final)
 The final statistical analysis was run on date, after database lock and SAP approval.
 TLFs were:
 reviewed by a 2nd (Senior) Statistician on date
 transmited to the Sponsor on date
 Additional exploratory data analysis were run on date to better interpret the results.
 The list of additional analysis is available.
Statistical report
 The Statistical Report (TLFs with statistical considerations) was issued on date by…
 An internal review was done by… on date.
 This review is documented (specify).
 The Statistical Report was transmitted to the Sponsor on date.
[bookmark: _Toc531878038]Version history of the audit report
	Version
	Date
	Comments

	V0.1
	
	Livraison de la version préliminaire pour relecture du commanditaire de l'audit
Delivery of the draft version for review by the audit sponsor

	V1.0
	
	Delivery of the signed version after receipt of the audit sponsor's comments received on ….


Auditor's resume
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