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The auditor wishes to thank all those who participated in the audit.


Table of contents

1	Audit context	3
2	Audit methodology	3
2.1	Audit objectives	3
2.2	Main applicable standards	3
2.3	Audit agenda	3
3	Executive summary	5
4	SERVICE PROVIDER, its services and organisation	6
4.1	SERVICE PROVIDER	6
4.2	Services	6
4.3	Organisational structure	6
5	Staff qualification and training	6
5.1	Training process	6
5.1	Job Descriptions	7
5.2	Curriculum Vitae	7
5.3	Personal records	7
6	Quality Management System	7
6.1	Management Involvement	7
6.2	Quality Policy	7
6.3	Quality objectives	8
6.4	Management reviews	8
6.5	Quality Manager	8
6.6	Quality Manual	8
6.7	Standard Operating Procedures (SOPs)	8
6.8	Documentation Management	9
6.9	Continuous Improvement System	9
7	Regulatory Compliance System	10
7.1	Regulatory Intelligence for Pharmacovigilance	10
7.2	Personal Data Protection	10
8	Facilities	10
8.1	Tour of facilities	10
8.2	Access to the buildings	11
9	Management of the services	11
9.1	Contract / Scope of work	11
9.2	Staff continuity	11
9.3	Definition of the out-of-hours calls	11
9.4	Training required	11
9.5	Management of scope of work modifications	12
9.6	Management of the out-of-hours  calls	12
10	Services Reporting	13
11	Quality Check of the out-of-hours calls management	13
12	Auditors Curriculum Vitae	13

[bookmark: _Toc450055305]
Audit context
[bookmark: Audit_context]As part of its pharmacovigilance obligations, LABO PHARMA mandated Sunnikan Consulting to conduct an audit of its service provider in charge of out-of-hours calls: SERVICE PROVIDER.
 SERVICE PROVIDER's main offices are located in xxx
 SERVICE PROVIDER has been working for LABO PHARMA since
 The services provided to LABO PHARMA are
 SERVICE PROVIDER had been previously audited LABO PHARMA.
 SERVICE PROVIDER had never been audited by LABO PHARMA.
 The corrective actions are addressed.
 There is a recent major change (acquisition / takeover)
 This changes affected: staff, location, procedures
[bookmark: _Toc450055306]Audit methodology
[bookmark: _Toc450055307]Audit objectives
This audit was aimed at assessing the management of out-of-hours calls in relation with the signed agreement.
[bookmark: _Toc450055308]Main applicable standards
The main standards serving as guidelines for the audit are listed below:
agreement
[bookmark: _Toc450055309]Audit agenda
[bookmark: Audit_agenda][bookmark: _Toc74458962]The audit was conducted on xxx, by xxx, Sunnikan Consulting auditor in SERVICE PROVIDER facilities, in xxx according to the agenda sent to xxx on xxx.
xxx, xxx of LABO PHARMA, assisted to the audit as an observer.
Opening meeting
[bookmark: _Toc74458963]An opening meeting used to present the audit aims and to explain its practical performance, was held with:

Audit
The audit consisted in the review of interviews and the documentation related to:
the organisation of SERVICE PROVIDER,
its quality system (quality documentation and continuous improvement system),
the qualification of its personnel,
the management of the services,
the management of calls
the reporting to LABO PHARMA.
A visit of SERVICE PROVIDER facilities was done during the audit.
Closing meeting
A closing meeting used to present the audit conclusions, was held with:

Classification of audit findings
In this report, the findings are classified as critical, major or minor according to the "Procedure for reporting of GCP inspections requested by the Committee for Medicinal Products for Human Use (CHMP)", EMA, GCP Inspectors Working Group, EMA/INS/GCP/588734/2012, 18 March 2013:

	"APPENDIX 7 – Grading of inspection findings
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."





[bookmark: _Hlt470424325][bookmark: _Toc450055310]
Executive summary
[bookmark: _Toc26864461][bookmark: _Toc27455432][bookmark: _Toc27534952][bookmark: _Toc28061668][bookmark: _Toc28062569][bookmark: _Toc28062931][bookmark: _Toc28399544]As part of its pharmacovigilance obligations, LABO PHARMA mandated Sunnikan Consulting to conduct an audit of its service provider in charge of out-of-hours calls: SERVICE PROVIDER.
SERVICE PROVIDER's offices are located in xxx.
The audit was conducted on xxx, by xxx, Sunnikan Consulting auditor in SERVICE PROVIDER facilities, according to the agenda sent to xxx on xxx.
xxx, xxx of LABO PHARMA, assisted to the audit as an observer.

Overall, it may be noted that:


The main identified findings concern the following:

[bookmark: _Toc450055311][bookmark: _Toc348438911]
SERVICE PROVIDER, its services and organisation
[bookmark: _Toc450055312]SERVICE PROVIDER
 SERVICE PROVIDER was created in 
 SERVICE PROVIDER provides the following services for its clients
 SERVICE PROVIDER's main offices are located in xxx
 SERVICE PROVIDER's other offices are located in xxx
 xxx employees work for SERVICE PROVIDER, including
 The staff turnover rate is (past three years)
 Type of contracts

	Observation n° Grade

	Blablabla

Main audit standards

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

	


[bookmark: _Toc450055313]Services
 The services provided to LABO PHARMA are
 Workload is 

	Observation n° Grade

	Blablabla

Main audit standards

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

	


[bookmark: _Toc450055314]Organisational structure
 The current SERVICE PROVIDER organisational structure is described in an organisational chart dated xxx and signed by xxx
 The organisational chart is up-to-date.
[bookmark: _Toc450055315]Staff qualification and training
[bookmark: _Toc450055316]Training process
 The training process is described in the procedure: "xxx", version xx, dated xxx.
 The procedure covers the initial and continuous training.
 There is a periodic (e.g. annual) plan for all employees.
 The training is documented:
agenda,
attendance sheets,
certificates,
training documents.
 The efficacy of the training is assessed.
 There is a process for staff capacitation.
 The training on PV/quality complaints requirements is performed.
 The training on LABO PHARMA requirements is done.
0. [bookmark: _Toc450055317]Job Descriptions
 Dated and signed Job Descriptions are available for the whole staff.
 Some Job Descriptions are missing:
 The Job descriptions are signed by the staff members.
 The Job Descriptions are adequate.
[bookmark: _Toc450055318]Curriculum Vitae
 There are dated and signed CVs for the whole staff.
 Some CVs are missing: 
 The competencies are adequate for the project.
[bookmark: _Toc450055319]Personal records
The personal records of the following employees were reviewed during the audit:

	Name
Position
	CV
	Job Description
	Qualification and Training

	
	
	
	


[bookmark: _Toc450055320]Quality management system
[bookmark: _Toc450055322]Quality Policy
 The Quality Management System is based on the "_" standard.
 A quality policy is defined in the "_" document and communicated and explained to the staff.
 The service provider is certified for the "_" standard.
[bookmark: _Toc450055323]Quality objectives
 Quality objectives and quality indicators are defined according to the Quality Policy.
 The client's satisfaction is measured by…
[bookmark: _Toc450055324]Management reviews
 Management reviews are performed every …according to the "_" procedure.
[bookmark: _Toc450055325]Quality Manager
 A Quality Manager: _, manages ( part time/  full time) the Quality System.
 Quality management is assumed by the Head _.
[bookmark: _Toc450055326]Quality Manual
 There is a "Quality Manual", 
[bookmark: _Toc450055327]Standard Operating Procedures (SOPs)
 There is a set of Standard Operating Procedures. An up-to-date list of the applicable procedures is available, version xx, dated xxx.
 There is no list of the applicable procedures.
 The lifecycle of the procedures is adequate (review and update every xx years).
 Operational procedures are adequately written, identified, approved, and distributed.
 Relevant processes are covered by operational procedures.
 Some processes are not covered by operational procedures:
 The procedures are consistent with the applicable regulations.
 Some procedures are not consistent with the applicable regulation:
 The training to procedures is described in the "_" procedure.
 The staff is trained on the new procedures and the new versions of procedures.
 Specific procedures are written for the clients. They are managed (approval, update, distribution…) according to the "_" document.
[bookmark: _Toc450055329]Continuous improvement system
Audits
 The audit process is described in the procedure: "xxx", version xx, dated xxx.
 Audits are performed (internal or or sub-contractors) according to an annual program.
 SERVICE PROVIDER is audited by other clients:
Action plans
 Actions are taken and followed after audits.
 Action plans include corrective and preventive actions and their follow-up.
Non-compliance management
 The management of non-compliances is described in the procedure: "xxx", version xx, dated xxx.
 Non-compliances or feedback information are collected, identified and analysed (system).
 Corrective actions are implemented.
Quality controls
 Quality controls are performed by _ on 
 Quality controls are documented.
 There are quality metrics.
[bookmark: _Toc450055332][bookmark: _Toc450055330]Personal Data Protection
 CNIL declaration on _
 Personal data protection statements in the documents and voicemail announcements
Filing of the documentation
 Adequate facilities (restricted access to the authorised personnel, secure, fireproof…)
[bookmark: _Toc450055333]Facilities and equipment
 Adequate, secured facilities and equipment
 Secured access to the building, limited to the authorised personnel
[bookmark: _Toc450055336]Management of the services
[bookmark: _Toc450055337]Contract / Scope of work
Dated
Contact Person for the scope of work ? (nominated person ?)
[bookmark: _Toc450055338]Who enter the information of the initial scope of work in the system ?
Who checks them ?
Who enter the modifications ?
Who checks them ?
Data entry of the list of products ?
Data entry of the procedure ?
Data entry of the MAH people on duty ? frequency of the changes ?
Business continuity
 There is enough staff for continuity, e.g. during holidays.
 A business continuity plan is available: "_", version xx, dated xxx.
 The modalities of the business continuity plan are tested and the tests are documented.
Type of calls

[bookmark: _Toc450055342]Management of the calls
Procedure
Which system ? which database ?
Data entry of the contact details and the reason for call ?
Grading of the call ?
No answer provided ?
Contact with the MAH person on duty
[bookmark: _Toc450055344][bookmark: _Toc450055343]Quality check of the calls management
Additional service
Tests of the services
 The LABO PHARMA phone line is tested regularly and the tests are documented.
Validation of the call management tool
 The call management tool is validated.
 The validation was documented in a report "_", version xx, dated xxx.
 The call management tool is hosted internally / externally.
 A backup process is in place and is described in "_", version xx, dated xxx.
Services reporting
 There are regular activities reporting to LABO PHARMA.
 Reconciliations are made and documented.
[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 ….
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