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The auditors wish to thank all those who participated in the audit.
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[bookmark: _Toc414368752]Audit context
[bookmark: Audit_context]As part of its pharmacovigilance obligations, LABO PHARMA mandated Sunnikan Consulting to conduct an audit of its COUNTRY/TERRITORY Distributor.
COMPANY is located in CITY, COUNTRY.
[bookmark: _Toc414368753]Audit methodology
[bookmark: _Toc414368754]Audit objectives
[bookmark: Audit_objectives]This audit was aimed at assessing:
the company organisation;
the local quality system applicable to pharmacovigilance, including the qualification and training of the personnel involved in pharmacovigilance activities;
the management of the pharmacovigilance activities, including XXX and corresponding documentation.
[bookmark: _Toc414368755]Main applicable legislation and guidelines
[bookmark: _Toc174780706][bookmark: _Toc175124193]The main regulations and recommendations serving as guidelines for the audit are listed below:
Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use, amended by Directives 2010/84/EU and 2012/26/EU;
Commission Implementing Regulation (EU) No 520/2012 of 19 June 2012 on the performance of pharmacovigilance activities provided for in Regulation (EC) No 726/2004 of the European Parliament and of the Council and Directive 2001/83/EC of the European Parliament and of the Council;
Good Pharmacovigilance Practices (GVP) Modules and Annexes;
Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use;
Communication from the Commission — Detailed guidance on the collection, verification and presentation of adverse event/reaction reports arising from clinical trials on medicinal products for human use (‘CT-3’), June 2011.
[bookmark: _Toc414368756]Audit agenda
[bookmark: Audit_agenda]The audit was conducted on DATE, by AUDITOR'S NAME, Sunnikan Consulting auditor in COMPANY facilities, according to the agenda sent to AUDITEE'S NAME,FUNCTION, on DATE.
Opening meeting
An opening meeting used to present the audit aims and to explain its practical performance, was held with the following attendees:
NAME, FUNCTON;
NAME, FUNCTION.
Audit
The audit consisted in the review of:
the local operating procedures;
the XXX documentation.
The following people were interviewed:
NAME, FUNCTON;
NAME, FUNCTION.
Closing meeting
A closing meeting used to present the audit conclusions, was held with the following attendees:
NAME, FUNCTON;
NAME, FUNCTION.
Audit findings classification
The results of this audit are the reflection of a non-exhaustive review of the affiliate division 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 is a fundamental weakness in one or more pharmacovigilance processes or practices that adversely affects the whole pharmacovigilance system and/or the rights, safety or well-being of patients, or that poses a potential risk to public health and/or represents a serious violation of applicable regulatory requirements.
major is a significant weakness in one or more pharmacovigilance processes or practices, or a fundamental weakness in part of one or more pharmacovigilance processes or practices that is detrimental to the whole process and/or could potentially adversely affect the rights, safety or well-being of patients and/or could potentially pose a risk to public health and/or represents a violation of applicable regulatory requirements which is however not considered serious.
minor is a weakness in the part of one or more pharmacovigilance processes or practices that is not expected to adversely affect the whole pharmacovigilance system or process and/or the rights, safety or well-being of patients."
(Guideline on good pharmacovigilance practices: Module IV – Pharmacovigilance audits, EMA, HMA, 12 December 2012)



[bookmark: _Toc175124198][bookmark: _Toc414368757]Executive summary
As part of its pharmacovigilance obligations, LABO PHARMA mandated Sunnikan Consulting to conduct an audit of its COUNTRY/TERRITORY Distributor.
COMPANY is located in CITY, COUNTRY.

The audit was conducted on DATE, by AUDITOR'S NAME, Sunnikan Consulting auditor in COMPANY facilities, according to the agenda sent to AUDITEE'S NAME,FUNCTION, on DATE.

This audit was aimed at assessing:
the company organisation;
the local quality system applicable to pharmacovigilance, including the qualification and training of the personnel involved in pharmacovigilance activities;
the management of the pharmacovigilance activities, including XXX and corresponding documentation.

Overall, it may be noted that:
the pharmacovigilance activities are generally well carried out and reliable;
the requirements of the SDEA are globally adhered to;
the local PV contact person is well aware of his/her obligations and of the local regulatory requirements applicable to pharmacovigilance.
No critical observation has been noticed. XX major findings (including one due to a pattern of minor findings) have been identified:
XXX.
The main other findings concern the following:
XXX.


[bookmark: _Toc174171114][bookmark: _Toc175124209][bookmark: _Toc414368758]
Company organisation and pharmacovigilance system
COMPANY is a XXX company, created in YEAR and DESCRIPTION OF ACTIVITIES + NUMBER OF STAFF MEMBERS.
[bookmark: _Toc414368759]Relationship between LABO PHARMA and COMPANY
A SDEA, "XXX", is signed between COMPANY and LABO PHARMA and has been effective since DATE. It includes the list of responsibilities of each party.

	Finding # Minor
.




[bookmark: _Toc414368760]Concerned products

[bookmark: _Toc414368761]Local pharmacovigilance contact person
The local pharmacovigilance contact person is NAME, FUNCTION, appointed on DATE.
[bookmark: _Toc414368762]Organisational structure
COMPANY organisational structure is described in an organizational chart
[bookmark: _Toc414368763][bookmark: _Toc175124061]Staff qualification and training
[bookmark: _Toc414368764]Local pharmacovigilance contact person

[bookmark: _Toc414368765]Pharmacovigilance-concerned staff

[bookmark: _Toc414368766]Sales Representatives

[bookmark: _Toc414368767]Quality system
[bookmark: _Toc414368768]Quality documents

[bookmark: _Toc414368769]Continuous improvement system

[bookmark: _Toc414368770]Filing / Archiving of PV documents

Regulatory intelligence

[bookmark: _Toc414368771]Personal data protection

[bookmark: _Toc414368772]Facilities, equipment and computerised systems


[bookmark: _Toc414368773]Computerised systems

[bookmark: _Toc414368774]Business continuity

[bookmark: _Toc414368775]Pharmacovigilance activities
[bookmark: _Toc414368776]Collection of safety data
Notification by healthcare professionals and patients
Medical Information
Quality Complaints
Website
Sales Representatives
Local literature monitoring

Cases documentation

[bookmark: _Toc414368777]Reporting to Competent Authorities
Individual Case Safety Reports (ICSRs)

Periodic Safety Update Reports (PSURs)

[bookmark: _Toc414368778]Relationship with Competent Authorities

[bookmark: _Toc414368779]Reconciliations with LABO PHARMA

[bookmark: _Toc414368780]Auditor's Curriculum Vitae
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