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[bookmark: _Toc34636019][bookmark: _Toc417051612][bookmark: _Toc172027267]Executive summary
As part of its clinical trial safety obligations, SPONSOR/CSO mandated Sunnikan Consulting to conduct an internal audit of its corporate clinical trial safety system.
SPONSOR/CSO is located in City, COUNTRY.

The audit was conducted on audit date, by Auditor's name, Sunnikan Consulting auditor in SPONSOR/CSO facilities, according to the agenda sent to Auditee's name, function, on date.

This audit was aimed at assessing:
SPONSOR organisation with regards to clinical trial safety 
the quality system applicable to clinical trial safety activities, including the qualification and training of the personnel 
SPONSOR corporate/ CSO clinical trial safety system with regards to quality and processes,
the compliance of the clinical trial safety activities with the applicable regulatory requirements.

Overall, it may be noted that:
The clinical trial safety quality system is formalised,
Training to clinical trial safety of the concerned employees is performed and documented / The clinical trial safety personnel is appropriately trained and training is documented,
the cases are well managed and the quality of the data is good.

	Overall, it may be noted that:


No critical or major observation was noted. xx findings were identified: xx were classified as major, xx as minor and xx are comments.
The major findings concern the following:
Organisation:

Quality system:

Qualification and training:





The results of this audit are the reflection of a non-exhaustive review of the quality system and safety activities and, based on the available documentation and the interviews conducted during the audit.
[bookmark: _Toc172027269]Audit plan
[bookmark: _Toc172027270]Audit methodology
	Audit objectives
	This audit was aimed at assessing:
SPONSOR corporate/ CSO clinical trial safety system with regards to quality and processes,
the compliance of the clinical trial safety activities with the applicable regulatory requirements.

	Main audit standards
	Directive 2001/20/EC
Detailed guidance CT-3, June 2011
Regulation 536/2014/EC
Regulation 2017/745/EC
ICH E6 (R2) "Note for guidance on good clinical practice"
ISO 14155:2020
MDCG 2021-10Rev.1
21 CFR Part 312 (§32 &33) and 812 (§46 & §150)
Guidance for Industry and Investigators - Safety Reporting Requirements for INDs and BA/BE Studies, FDA, December 2012
Guidance for Clinical Investigators, Sponsors, and IRBs - Adverse Event Reporting to IRBs, FDA, January 2009
GAMP 5, A Risk-Based Approach to Compliant GxP Computerized Systems, ISPE,2022
Good Practice Guide: Validation and Compliance of Computerized GCP Systems and Data, Good eClinical Practice, ISPE, December 2017
Notice to sponsors on validation and qualification of computerized systems used in clinical trials, EMA, April 2020
Guideline on computerised systems and electronic data in clinical trials (EMA/INS/GCP/112288/2023), EMA, 9 March 2023
Regulation (EU) 2016/679 ("GDPR")
Loi n° 78-17 du 6 Janvier 1978 relative à l'informatique, aux fichiers et aux libertés et ses modifications, France
Benchmark methodologies MR-001 and MR-003
Articles L.1123-10 and R.1123-45 to R. 1123-62 of the French Public Health Code
Service agreements signed between CRO/CSO and SPONSOR
Protocol and Safety Management Plan of the xxx trial

	Audit scope
	SPONSOR 's organisation for clinical trial safety activities
Quality system applicable to the clinical trial safety activities:
safety regulatory monitoring
quality documentation
Qualification and training of the personnel involved in clinical trial safety activities
Project management at compound and study levels, implementation and follow-up of the vigilance activities, including the management of the Safety Project Plans and the other clinical trials documents
Risk management
Management of the xxx clinical trial safety activities, including:
collection, recording, processing, assessment and submission to the Competent Authorities and Ethics Committees, as applicable, of (S)AEs and Device Deficiencies
information of the Investigators
preparation and submission of DSURs and other periodic reports, if applicable
management of new safety events and urgent safety measures, if applicable
reconciliation of the clinical and safety databases
monitoring of the investigational product and trial risk-benefit ratio, if applicable
blind management,
Brief review of the safety database validation documentation and data migration documents
Personal data protection
Security (physical and logical) and business continuity
Documentation (tracking) and filing (electronic and hard copies) of the documents


The documentation reviewed was the documentation related to clinical trial safety activities.
A tour of facilities was performed on xxx. During this tour the filing room for clinical trial safety documentation (cases, DSUR) was visited.
[bookmark: _Toc328381857][bookmark: _Toc34636022][bookmark: _Toc417051614][bookmark: _Toc172027272]Audit attendees
	Alphabetical order
	Opening meeting
	Interview
	Closing meeting 

	
	
	
	

	
	
	
	

	
	
	
	


[bookmark: _Toc192994522][bookmark: _Toc194738681][bookmark: _Toc328381861][bookmark: _Toc417051619][bookmark: _Toc172027278]Audit findings classification 
The results of this audit are the reflection of a non-exhaustive review of the quality system and pharmacovigilance activities and, based on the available documentation and the interviews conducted during the audit.
According to the classification of the EMA, the findings are classified as critical, major or minor.

	"Critical
Conditions, practices or processes that adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Critical observations are considered totally unacceptable.
Possible consequences: rejection of data and/or legal action required
Remark: Observations classified as critical may include a pattern of deviations classified as major, bad quality of the data and/or absence of source documents. Manipulation and intentional misrepresentation of data belong to this group.
Major
Conditions, practices or processes that might adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Major observations are serious deficiencies and are direct violations of GCP principles.
Possible consequences: data may be rejected and/or legal action required
Remark: Observations classified as major, may include a pattern of deviations and/or numerous minor observations.

Minor
Conditions, practices or processes that would not be expected to adversely affect the rights, safety or well being of the subjects and/or the quality and integrity of data.
Possible consequences: Observations classified as minor, indicate the need for improvement of conditions, practises and processes.
Remark: Many minor observations might indicate a bad quality and the sum might be equal to a major finding with its consequences.
Comments
The observations might lead to suggestions on how to improve quality or reduce the potential for a deviation to occur in the future."
(Procedure for reporting of GCP inspections requested by the Committee for Medicinal Products for Human Use (CHMP), EMA, March 2017)




[bookmark: _Toc417051618][bookmark: _Toc172027279]List of abbreviations 
Xxxx	yyyyyy yyyyyyyyy yyyyyyyy



[bookmark: _Toc466881517][bookmark: _Toc485283739][bookmark: _Toc485284308][bookmark: _Toc486958770][bookmark: _Toc192994523][bookmark: _Toc194738682][bookmark: _Toc172027280]Audit report
[bookmark: _Toc172027281]Presentation of SPONSOR and its organisation
☐ SPONSOR is a pharmaceutical company founded in xxx and located in xxx.
☐ SPONSOR is specialised in xxx.

	Observation n° Grade

	Blablabla

Main audit standards

	Suggestions	Comment by Catherine MERAT: À supprimer si pas prévu au devis

	



[bookmark: _Toc486958771][bookmark: _Toc417051621][bookmark: _Toc240963606][bookmark: _Toc328381874][bookmark: _Toc172027282]SPONSOR clinical trials
☐ At the time of the audit, SPONSOR sponsors X interventional clinical trials in xx countries:
xxx
☐ The present audit focuses on the xxx and xxx clinical trials.

	
	xxx
	xxx

	Phase
	
	

	Country(ies)
	
	

	Product
	
	

	Product DIBD
	
	

	RSI
	
	

	Start date
	
	

	End date (planned)
	
	

	Number of inclusions
	
	

	Number of SAEs
	
	

	Number of SUSARs
	
	

	Double-blinded (Y/N)
	
	

	IDMC (Y/N)
	
	

	CRO (Y/N)
	
	



[bookmark: _Toc485283741][bookmark: _Toc485284310][bookmark: _Toc486958772][bookmark: _Toc172027283]SPONSOR's general organization
☐ SPONSOR's organization is described in a functional organizational chart, dated xxx and signed by xxx.
☐ It is up-to-date and reflects SPONSOR's current organization.
☐ The Vigilance Department depends from the xxx Direction.
[bookmark: _Toc417051622][bookmark: _Toc172027284]Clinical trial safety organisation
☐ SPONSOR's organization for clinical trial safety is described in a functional organizational chart, dated xxx and signed by xxx.
☐ It does accurately represent the Safety Department organization
☐ The Safety Department employs xxx collaborators (xx FTEs), including:
xxx
xxx.
☐ Backups are defined.
☐ The turnover over the past xx years is xxx.
☐ SPONSOR's Safety Department is in charge of the following activities:
Xxx,
Xxx.
☐ SPONSOR subcontracts parts of its (local) vigilance activities to a Contract Research/Safety Organization (CRO/CSO):
xxx.
☐ Responsibilities are defined between the Sponsor and the CROs/CSOs.
☐ SPONSOR manages around xx clinical trial cases per year and xx DSURs.

	Finding # Minor/Major/Critical/Comment
xxx.

	Suggestion of improvement
xxx.


[bookmark: _Toc430615049][bookmark: _Toc478143797][bookmark: _Toc486958774][bookmark: _Toc417051631][bookmark: _Toc417051628][bookmark: _Toc172027285]Quality Management System
[bookmark: _Toc430615050][bookmark: _Toc478143799][bookmark: _Toc486958776][bookmark: _Toc172027286]Quality documentation
☐ The management of quality documents is described in the procedure xxx "xxx", version xxx, dated date.
☐ The quality documents are managed in an electronic document management system (tool name)/hard copies.
☐ They are subject to a writing/review (by xxx)/approbation process (by xxx).
☐ They are revised at least every xx years.
☐ The quality documents are up-to-date and cover all processes.
☐ The training to the quality documents is ensured before they become applicable.

☐ However:
Examples are provided in the table below:

	SOP ID
	SOP Title
	Comments

	
	
	

	
	
	

	
	
	

	
	
	


[bookmark: _Toc478143800][bookmark: _Toc430615055][bookmark: _Toc430615051]
[bookmark: _Toc486958777][bookmark: _Toc172027287]Continuous improvement
[bookmark: _Hlk168324760][bookmark: _Toc486958778]Quality Controls
☐ Quality controls are performed by _ on 
☐ Quality controls are documented.
☐ There are quality metrics.

Audits
☐ The internal audit process is described in the procedure xxx "xxx", version xxx, dated date.
☐ An internal audit programme over xx years is established by xxx based on the risk-based approach audit strategy.
☐ The audit strategy includes the xx criteria: xxx that are taken into account xxx.
☐ Internal audits are performed according to the annual calendar (xxx). 
☐ CAPAs are implemented following audits and tracked in xxx (xxx).
☐ SPONSOR regularly audits its CROs/CSOs.
☐ SPONSOR has already been inspected by the ANSM/FDA xx times.
[bookmark: _Toc430615056][bookmark: _Toc486958779]Non-conformities/deviations management
☐ The management of non-conformities/deviations is described in the procedure xxx "xxx", version xxx, dated date.
☐ Any identified non-conformity/deviation is transmitted to xxx.
☐ SPONSOR records all non-conformities/deviations in xxx.
☐ CAPAs are implemented following non-conformities/deviations and tracked in xxx.
[bookmark: _Toc478143801][bookmark: _Toc486958780][bookmark: _Toc430615058][bookmark: _Toc172027288]Personnel qualification and training
[bookmark: _Toc486958781][bookmark: _Toc172027289]Personal files
☐ Personal files are kept for each collaborator including the CV, Job Description and training records (training plan, training certificates, attendance sheets, training material, etc.).
The personal files of the following people were reviewed during the audit:
Name, function,
Name, function.

	Name, function
	Date of entry in the company or in the function
	CV
	Job Description

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



☐ The CVs are up-to-date, dated and signed.
☐ There is a job description for each function. They are managed by xxx. The Job description details the responsibilities, tasks, hierarchical relationship, qualification required of each function and is signed by the employee and his/her manager as well as the Human Resources.
[bookmark: _Toc486958782][bookmark: _Toc172027290]Initial and continuous training
☐ The training process is described in the procedure xxx "xxx", version xxx, dated date.
☐ It covers the initial and continuous training of the personnel.
☐ Upon arrival in the company an initial training is initiated. It consists in xxx (training to vigilance regulatory requirements, to quality documents, to tools, etc.) according to a training plan/training matrix established for each function.
☐ The training is assessed through a test. A score of xxx is required to pass the test and validate the training. 
☐ When the minimal score is not obtained, a re-training is organised.
☐ When the training is completed, it is checked by xxx and the collaborator is considered qualified. It is documented on xxx.
☐ A continuous training plan is prepared each year, including xxx.
☐ SPONSOR personnel is appropriately qualified and trained to pharmacovigilance regulatory requirements and activities.

The personal records were checked for the following persons:

	Name
Position
	Job Description
	CV
	Training and Qualification

	
	
	
	



[bookmark: _Toc430615060][bookmark: _Toc478143802][bookmark: _Toc486958783][bookmark: _Hlk168322507][bookmark: _Toc172027291]Regulatory compliance
[bookmark: _Toc430615059][bookmark: _Toc478143798][bookmark: _Toc486958775][bookmark: _Toc172027292]Regulatory monitoring
☐ The regulatory monitoring process is described in the procedure xxx "xxx", version xxx, dated date.
☐ The regulatory monitoring is performed by xxx, using newsletter, IDRAC, every xxx.
☐ 
☐ A documented impact analysis is performed in order to ensure that the processes in place are conducted in accordance with the applicable regulatory requirements.
☐ The country-specific clinical trial safety regulatory requirements are available xxx.
☐ The newest French vigilance requirements have been taken into account.
[bookmark: _Toc172027293]Personal data protection
Outside clinical trials specifications
☐ The Vendor / LABO has appointed a Data Protection Officer (DPO) : name
☐ The DPO has been communicated to the Supervisory Authority and is mentioned in the organizational chart.
☐ DPO's job description clearly identifies its missions and responsibilities.
☐ DPO is appropriately trained.
☐ Internal DPO has no conflict of interest with any other task fulfilled within the company.
☐ The Vendor / LABO maintains a record of processing activities including:
· ☐ processing activities outside clinical trials
· ☐ processing activities for clinical trials
· ☐ processing activities for CTIS
For a specific clinical trial
☐ Data Controller (Responsable du Traitement) is located in the European Union.
☐ Data Controller is not located in the European Union, but has appointed a representative [Name of the representative] in the European Union, located in …
Therefore, the following regulation is applicable:
· ☐ GDPR
· ☐ LIL4 (Loi Informatique et Libertés version 4)
· ☐ MR-00X

	"(80) Lorsqu'un responsable du traitement ou un sous-traitant qui n'est pas établi dans l'Union traite des données à caractère personnel de personnes concernées qui se trouvent dans l'Union et que ses activités de traitement sont liées à l'offre de biens ou de services à ces personnes dans l'Union, qu'un paiement leur soit demandé ou non, ou au suivi de leur comportement, dans la mesure où celui-ci a lieu au sein de l'Union, il convient que le responsable du traitement ou le sous-traitant désigne un représentant" (Règlement Européen 2016/679 relatif à la protection des personnes physiques à l'égard du traitement des données à caractère personnel et à la libre circulation de ces données, Version au 25 mai 2016)


☐ The Vendor / LABO has signed a compliance statement regarding the Benchmark Methodology MR00X, dated……………….., and can proof its commitments through:
· ☐ a security and confidentiality policy, made available for the whole staff (how, which evidences)
· ☐ technical and organizational measures to ensure data confidentiality and security (name the documents accurately): 
· ☐ procedures related to data protection, including:
· ☐ assessment of subcontractors regarding data protection elements
· ☐ management of data breaches
· ☐ assessment of clinical trial's compliance with the corresponding MR prior the start of the trial (name the available documents, such as CL) and steps nearby Authorities if applicable
· ☐ definition of data flows for each clinical trial
· ☐ secure transmission of information towards other partners (subcontractors, investigational sites…)
· ☐ collaboration with data controller in data impact analysis
· ☐ data transfers outside EU

[bookmark: _Toc478143803][bookmark: _Toc486958784][bookmark: _Toc172027294]Risk Assessment
[bookmark: _Hlk168322601]Voir CL_System
[bookmark: _Toc172027295]Project management
Voir CL_System
[bookmark: _Toc172027296]Compliance measurement
☐ The compliance management is described in the procedure xxx "xxx", version xxx, dated date.
☐ Indicators are measured and an objective is defined for each one:
Xxx.
☐ The xxx analyses the results.
[bookmark: _Toc430615061][bookmark: _Toc478143804][bookmark: _Toc486958785][bookmark: _Toc172027297]Filing and archiving of Safety-related documents
☐ SPONSOR only keeps in paper the source documents directly received at SPONSOR level (e.g. replies to follow-up requests). All other documents are kept electronically.
☐ The hard copies of the documents are kept in filing room the access of which is restricted to the authorised personnel. The room is protected against fire and water damages (smoke detectors, sprinklers, secure cupboards, etc.).
[bookmark: _Toc430615062][bookmark: _Toc478143805][bookmark: _Toc486958786][bookmark: _Toc417051637][bookmark: _Toc172027298][bookmark: _Toc430615063]Facilities, equipment, computerised systems and business continuity
[bookmark: _Toc478143806][bookmark: _Toc486958787][bookmark: _Toc172027299]Facilities and equipment
☐ The facilities and equipment are adequate and secure.
[bookmark: _Toc478143807][bookmark: _Toc486958788][bookmark: _Toc172027300]Computerised systems and business continuity
[bookmark: _Toc486958789][bookmark: _Toc172027301]IT security
☐ The management of the IT systems is described in the procedure xxx "xxx", version xxx, dated date.
☐ Each collaborator has an individual access to his/her the computing system: individual username and password which has to be changed every xxx days.
☐ Backups are in place in order to ensure the quality, accuracy, reliability, integrity, availability and completeness of the data: xxx (servers, data centres, etc.).
[bookmark: _Toc486958790][bookmark: _Toc172027302]Management of the clinical trial safety database and other computerised system relevant for vigilance activities
☐ The safety database is provided by the CSO in charge of the safety activities.
☐ The validation documentation is available at Sponsor level.
☐ xxx from Sponsor have access to the safety database in read-only.
[bookmark: _Toc486958791][bookmark: _Toc172027303]Business continuity
☐ There is a "Business continuity plan and disaster recovery plan" described in "xxx" version xxx, dated date.
☐ It includes a risk analysis which led to risks with different scores and for each risk (fire, intrusion, loss of data, hacking, viruses, loss of internet and telephone connections, etc.), mitigation measures are established.
☐ The recovery of activities is also covered by the procedure, and verification means are foreseen to ensure that all of the activities performed during the incident/failure were correctly "recovered".
☐ The Business continuity plan is regularly tested and the tests are documented: xxx.
[bookmark: _Toc486958792][bookmark: _Toc172027304]Trial documentation
☐ The safety section of the clinical trials documents (protocol, Investigator Brochure, reports, etc.) and safety-related documents (safety management plan, AE/SAE forms, etc.) are written by the xxx according to the available templates.
☐ The xxx reviews and approves them.
☐ A safety management plan is prepared for all clinical trials.
☐ The management of safety management plan is described in the procedure xxx "xxx", version xx, dated xxx.
☐ The safety management plan is prepared by xxx, in collaboration with.
☐ It is reviewed and approved by xxx.
☐ It is maintained up-to-date by the xxx (at least via a documented annual review).
☐ The latest versions of the documents are available in xxx.
☐ They are sent to the CROs/CSOs, the Pharmacovigilance Department, xxx by xxx.
☐ For clinical trials conducted in the USA, the protocol includes the transmission of unanticipated problems (including IND safety reports) to the IRBs by Investigators.
[bookmark: _Toc486958793][bookmark: _Toc172027305]Management of SAEs, special situations and AESIs
☐ The management of SAEs, special situations and AESIs (SAEs in the rest of this report) is described in the procedure xxx "xxx", version xx, dated xxx.
[bookmark: _Toc486958794][bookmark: _Toc172027306]Definition of the safety data to be collected
☐ The type of safety data to be collected in a clinical trial is defined by xxx and reflected in the protocol.
[bookmark: _Toc486958795][bookmark: _Toc172027307]Collection of safety data
☐ The SAEs are notified by Investigators within 24 hours using the SAE form.
☐ The CRAs check that all SAEs are notified to the Sponsor.
☐ The SAEs are received by xxx by xxx.
☐ An acknowledgement of receipt is sent if they are received by email.
[bookmark: _Toc486958796][bookmark: _Toc172027308]Reception of SAEs
☐ The reception is handled by the xxx.
☐ A SAE register is available: xxx.
☐ The source documents that are not in English are translated by xxx.
☐ Upon reception, the xxx checks the SAE form for completeness and accuracy and assesses the causality and expectedness.
[bookmark: _Toc486958797][bookmark: _Toc172027309]Duplicate check
☐ The duplicate check is performed by xxx: xxx.
[bookmark: _Toc486958798][bookmark: _Toc172027310]Data entry/Assessment
☐ The xxx sends the information to xxx for review and evaluation, including reporting assessment:
Seriousness (check)
Causality (in addition to the Investigator causality assessment, if assessment is different both assessment are to be included in the case report)
Expectedness (according to RSI (SmPC or IB))
☐ The xxx checks the data accuracy against the CRF data.
[bookmark: _Hlk172028176]Note : data can be checked against the CRF. But the CRF data cannot be used as source for PV purposes (as not validated by the Investigator). (should be handled through queries sent to the site for confirmation).
☐ The xxx completes the "SAE tracking table" or equivalent document.
☐ The evaluation is documented in xxx and sent to the xxx.
☐ The xxx is in charge of the data entry, only for cases to be reported.
☐ The quality control is done by xxx.
☐ The CIOMS/ MDCG2020-10/2  form is sent to the xxx for review.
☐ The xxx validates the final CIOMS/ MDCG2020-10/2 by email.
☐ Special situations
Overdose
Other special situations (misuse…)
[bookmark: _Toc486958799][bookmark: _Toc172027311]Unblinding management
☐ The unblinding process is described in the procedure xxx "xxx", version xx, dated xxx.
☐ For SUSARs the unblinding is done by the xxx.
☐ Unblinded documents are kept in xxx.
☐ The blind is maintained for the clinical team and the collaborators involved in data management and analysis through: xxx.
☐ The blind is maintained for EU Investigators (unless it may have an impact on patients safety).
[bookmark: _Toc172027312]Follow-up
☐ The xxx prepares the questions.
☐ The xxx prepares the requests for additional information (DCFs) and transmits them to the CRO which is in charge of the sending to Investigators. Replies to DCFs are directly received by the xxx.
☐ At least 3 reminders are sent.
[bookmark: _Toc486958800][bookmark: _Toc172027313]Expedited reporting
☐ The xxx is responsible for the reporting of SUSARs to Competent Authorities, including EudraVigilance (EVCTM).
☐ SPONSOR has ensured CRO/CSO is registered to EudraVigilance (EVCTM) and in EUDAMED
☐ The xxx is responsible for the reporting of SUSARs to Ethics Committees/Investigators (then IRBs).
☐ The cross-reporting is ensured
☐ Auxiliary products
[bookmark: _Toc486958801][bookmark: _Toc172027314]Case documentation/Filing
☐ Electronic and paper case folders are kept.
☐ They include : source documents, validated CIOMS form, proof of reporting if applicable and acknowledgement of receipt, etc.
[bookmark: _Toc486958804][bookmark: _Toc486958803][bookmark: _Toc172027315]AEs and Deficiencies review
☐ The xxx regularly reviews the reported AEs in order to identify SAEs that may not have been previously identified/transmitted by the Investigational team and/or CRAs.
[bookmark: _Toc172027316]Update of the safety section of the IB
☐ The safety section of the IB is updated based on the decision of xxx.
☐ The xxx is in charge of the IB revision.
[bookmark: _Toc486958805][bookmark: _Toc172027317]SAE and Deficiencies reconciliations
☐ The SAE and Deficiencies reconciliation process is described in the procedure xxx "xxx", version xx, dated xxx.
☐ For each clinical trial, a SAE reconciliation plan is prepared by the xx and reviewed and approved by xxx.
☐ It describes:
the key variables to be reconciled,
the responsibilities,
the frequency of reconciliations,
xxx.
☐ A SAE reconciliation is done at least:
before each DSUR and IB update,
no later than 3 months after the last patient out,
before the hard lock of the clinical database.
☐ The reconciliation process is initiated by the xxx by the request of the listings extracted from the safety and clinical databases.
☐ The reconciliation is done during a reconciliation meeting with xxx. The listings are compared manually.
☐ The xxx prepares the minutes of the reconciliation meeting and documents the discrepancies and decisions/actions in the "SAE data reconciliation form".
☐ It is sent to xxx for implementation of the actions.
☐ After resolution of all discrepancies, the "SAE data reconciliation form" is approved by xxx.
☐ If there is no SAE or Deficiency, a "SAE data reconciliation form" is completed with a "no SAE" mention.
[bookmark: _Toc486958806][bookmark: _Toc172027318]Periodic safety reports management
[bookmark: _Hlk168323832]Annual reports are not mandatory in the EU for Medical Devices
☐ The management of periodic safety reports is described in the procedure xxx "xxx", version xx, dated xxx.
☐ The DSUR schedule is established and maintained by xxx.
☐ It is validated by xxx.
☐ DSURs are submitted annually within 60 days of the DLP. The DLP may be synchronized with the PSUR's.
☐ The xxx initiates the DSUR preparation by informing the different contributors of the needed DSUR.
☐ The xxx requests the information needed for the preparation of the DSUR or requests the contributors to prepare the sections of the DSUR under their responsibility.
☐ The DSUR is written using the available template based on ICH-E2F requirements.
☐ A quality control of the DSUR is done by the xxx and documented in xxx.
☐ The xxx and the xxx review the DSUR.
☐ The xxx validates the DSUR.
☐ The xxx is responsible for the submission of the DSUR to Competent Authorities.
☐ The xxx is responsible for the submission of the DSUR to Ethics Committees/IRBs.
☐ The proves of submission are kept in xxx.
☐ The same process applies to other types of periodic reports.
☐ The following inconsistencies were identified during the review of DSUR Nr xxxx covering the period from xxx to xxx:

	Chapter/Page
	Inconsistency
	Reference

	
	
	

	
	
	

	
	
	


[bookmark: _Toc486958808][bookmark: _Toc172027319]Information of Investigators
☐ The information of Investigators is described in the procedure xxx "xxx", version xx, dated xxx.
☐ The content and format of the information sent to Investigators is defined in xxx.
☐ The xxx prepares the information.
☐ The xxx is responsible for sending the information to Investigators.
[bookmark: _Toc486958809][bookmark: _Toc172027321]Monitoring of the benefit/risk balance of the trial/IMP/IMD
[bookmark: _Toc486958810][bookmark: _Toc172027322]Safety risk management/safety signal detection
☐ The monitoring of the benefit/risk balance of the study/IMP/IMD is described in the procedure xxx "xxx", version xx, dated xxx.
☐ The monitoring of the benefit/risk balance of the study/IMP is under the responsibility of xxx. 
☐ It is done through:
xxx. 
☐ When a potential safety concern is identified, it is discussed with xxx (actions, etc.)
☐ The final decision lies with the xxx.
☐ The xxx is responsible for informing Competent Authorities, Ethics Committees/IRBs, Investigators.
☐ Link with the DSUR.
[bookmark: _Toc486958811][bookmark: _Toc172027323]Safety issues/New events
New events reports are not mandatory in the EU for Medical Devices
☐ The management of safety issues or new events occurring during clinical trials is described in the procedure xxx "xxx", version xx, dated xxx.
☐ When a potential safety issue/new event is identified, it is discussed with xxx (actions, etc.)
☐ The final decision lies with the xxx.
☐ The xxx is responsible for informing Competent Authorities.
☐ The xxx is responsible for informing Ethics Committees/IRBs.
☐ The xxx is responsible for informing Investigators.
☐ At the time of the audit no new event has been identified in SPONSOR clinical trials.
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