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	JOB DESCRIPTION
of the fictitious company „Muster“


Hinweis:
Each pharmacovigilance system can have only one QPPV. A QPPV may be employed by more than one marketing authorisation holder, for a shared or for separate pharmacovigilance systems or may fulfil the role of QPPV for more than one pharmacovigilance system of the same marketing authorisation holder, provided that the QPPV is able to fulfil all obligations. 

In addition to the QPPV, competent authorities in Member States are legally provided with the option to request the nomination of a pharmacovigilance contact person at national level reporting to the QPPV. Reporting in this context relates to pharmacovigilance tasks and responsibilities and not necessarily to line management. A contact person at national level may also be nominated as the QPPV.
1. Job Designation:
Qualified Person responsible for Pharmacovigilance (QPPV)

according to Directive 2001/83/EC (as amended), Regulation 726/2004 (as amended) and Guideline on good pharmacovigilance practices (GVP).

2. Job Holder:
(Name)

3. Appointment 


and duty of notification:
The QPPV is appointed by the management board of Firma Muster.

Name and contact details of the QPPV are announced to the EMA via XEVMPD. S/he confirms that s/he has been appointed by Firma Muster and has been adequately trained and retrained and that s/he fulfils his/her obligations and bears responsibility.

The competent authorities have to be notified in advance of a replacement of the QPPV. If the QPPV is replaced  unexpectedly the authorities have to be informed immediately. Information relating to the QPPV is included in the pharmacovigilance systems master file (PSMF) [IR Art 2(1)] (see GVP Module II).

The QPPV has been announced to the EMA in the course of registration of the pharmacovigilance database. Changes to this information are submitted in accordance with Regulation (EC) No 1234/2008.
In his/her public-law role as QPPV the QPPV signs external correspondence, on his/her own responsibility, with the function title “QPPV”, his/her substitute as “Deputy QPPV”.

4. Qualifications:
The QPPV is a natural person with

a)
Appropriate qualification, with documented experience in all aspects of pharmacovigilance (adequate theoretical and practical knowledge for the performance of pharmacovigilance activities)

and

b)
Skills for the management of pharmacovigilance systems as well as expertise or access to expertise in relevant areas such as medicine, pharmaceutical sciences as well as epidemiology and biostatistics 


Hinweis:
Where the QPPV has not completed basic medical training in accordance with Article 24 of Directive 2005/36/EC, the marketing authorisation holder shall ensure that the QPPV is assisted by a medically trained person (i.e. in accordance with Article 24 of Directive 2005/36/EC). This assistance is documented [IR Art 10(1)]. 
(ggf. Verweis auf Stellenbeschreibung)

and

c)
Must reside and operate in the EU or an EFTA State having signed the EEA Agreement

5. Training:
Marketing authorisation holder should provide the QPPV with training in relation to its pharmacovigilance system, which is appropriate for the role prior to the QPPV taking up the position and which is appropriately documented. Consideration should be given to additional training, as needed, of the QPPV in the medicinal products covered by the pharmacovigilance system.
6. Responsibilites:
The QPPV is permanently and continuously at the disposal of the Marketing Authorisation Holder.
The QPPV is responsible for the establishment and maintenance of the marketing authorisation holder’s pharmacovigilance system [DIR Art 104 (3) last paragraph] and therefore shall have sufficient authority to influence the performance of the quality system and the pharmacovigilance activities [IR Art 10(2)] and to promote, maintain and improve compliance with the legal requirements [IR Art 2(1)(a)].
The QPPV is responsible for overall pharmacovigilance for all medicinal products for which Firma Muster holds marketing authorisations within the EU, including:

· Establishing and maintaining / managing the company’s pharmacovigilance system
· Having oversight over the functioning of the pharmacovigilance system including its quality system (e.g. standard operating procedures, contractual arrangements, database operations, compliance data regarding quality, completeness and timeliness of expedited reporting and submission of periodic safety update reports, audit reports and training of personnel in relation to pharmacovigilance)
· Having an overview of the safety profiles and any emerging safety concerns in relation to the medicinal products for which the company holds authorisations

· Having access to the pharmacovigilance system master file (PSMF) and being in a position of authority to ensure and to verify that the information contained in the PSMF is an accurate and up-to-date reflection of the pharmacovigilance system under the QPPV’s responsibility

· Having access to the pharmacovigilance database and be aware of the validation status of the database
· Having awareness of risk minimisation measures
· Having awareness of any conditions or obligations adopted as part of the marketing authorisations and other commitments relating to safety or the safe use of the products

· Being aware of and having sufficient authority over the content of risk management plans

· Acting as a single pharmacovigilance contact point for the competent authorities in Member States and the Agency on a 24-hour basis and also as a contact point for pharmacovigilance inspections

· Being involved in the review and sign-off of protocols of post-authorisation safety studies conducted in the EU or pursuant to a risk management plan agreed in the EU

· Having awareness of post-authorisation safety studies requested by a competent authority including the results of such studies

· Ensuring conduct of pharmacovigilance and submission of all pharmacovigilance-related documents in accordance with the legal requirements and GVP

· Ensuring the necessary quality, including the correctness and completeness, of pharmacovigilance data submitted to the competent authorities in Members States and the Agency; 

· Ensuring a full and prompt response to any request from the competent authorities in Members States and from the Agency for the provision of additional information necessary for the benefit-risk evaluation of a medicinal product

· Providing any other information relevant to the benefit-risk evaluation to the competent authorities in Members States and the Agency 

· Providing input into the preparation of regulatory action in response to emerging safety concerns (e.g. variations, urgent safety restrictions, and communication to patients and healthcare professionals)

7. Tasks Performed:
The QPPV has to keep track of the structure and realisation of the pharmacovigilance system and has to be in the position to ensure the following items and processes either directly or administratively: 

· the establishment and maintenance of a system which ensures that information about all suspected adverse reactions which are reported to the personnel of the Marketing Authorisation Holder and to medical representatives, is collected and collated in order to be accessible at least at one point within the EU, including 

· Quality control and quality assurance procedures;

· Standard operating procedures;

· Database operations;

· Contractual arrangements;

· Compliance data (e.g. in relation to the quality, completeness and timeliness for expedited reporting and submission of PSURs);

· Audit reports and

· Training of personnel in relation to pharmacovigilance

· the preparation for Competent Authorities of the Member States, where the medicinal product is authorised, of the reports referred to in Article 104 of Directive 2001/83/EC in accordance with the guidelines listed in article 106 paragraph 1:

· Adverse Drug Reactions (ADRs) reports 
Establishment and maintenance of a system which ensures that information about all suspected adverse reactions which are reported to the personnel of the company, and to medical representatives, is collected and collated in order to be accessible at least at one point within the EU;
· Periodic Safety Update Reports (PSURs)

· Company sponsored post-authorisation safety study reports (PASS)
· Risk Management Plans (RMP)
Although many experts may be involved in writing the RMP, the final responsibility for its quality, accuracy and scientific integrity lies with the marketing authorisation applicant/holder. As such the QPPV should be aware of, and have sufficient authority over the content.
· the conduct of continuous overall pharmacovigilance evaluation during the post-authorisation period
· full and prompt answering of any request from EU and/or National Competent Authorities for the provision of additional information necessary for the evaluation of the benefits and the risks afforded by a medicinal product, including the provision of information about the volume of sales or prescriptions of the medicinal product concerned

· provision to the EU and/or National Competent Authorities of any other information relevant to the evaluation of the benefits and risks afforded by a medicinal product, including appropriate information on post-authorisation studies, data on use of a medicinal product during pregnancy, lactation, or in children, compassionate/ named-patient use, data on lack of efficacy, suspected transmission of infectious agents, information in relation to overdose, abuse, misuse, medication errors or occupational exposure
· participation in planning business contingency, including back-up procedures (e.g. in case of non-availability of personnel, safety database failure, failure of other hardware or software with impact on electronic reporting and data analysis)

· acting as the company’s contact point for pharmacovigilance inspections or be aware of any inspection in order to be available as necessary

· awareness of the validation status of the pharmacovigilance database, including any failures that occurred during validation and the corrective actions that have been taken to address the failures and awareness of significant changes that are made to the pharmacovigilance database (e.g. changes that could have an impact on pharmacovigilance activities)

· The QPPV is obliged to cooperate with the local  Pharmacovigilance representatives, the Heads of the Departments Production, Quality Control and Quality Assurance and the Information Officer.

8. Authorisations:
Within the scope of his/her duties governed by public law the QPPV is not subject to directives. In his role as QPPV the job holder directly reports to the managing board (see Annex 1).
The job holder is authorised to decide and act as required to fulfil the role of the QPPV within the applicable legislative and regulatory context, and in compliance with the agreed budgetary framework, and in compliance with existing company procedures, policies, and standards.
In case the budgetary framework might be exceeded as a consequence of any planned decision or action the job holder has to liaise with the managing director first to obtain permission for the suggested actions. In order to perform his/her tasks, the QPPV can resort to the help, assistance and preparatory work of qualified and competent members of staff, consulting their supervisors if necessary. S/he is also authorised to consult all the documents and records needed to fulfil his/her obligations in the respective departments.

Firma Muster, in its role as owner of authorisations and registrations according to article 14 and 16 of the directive 2001/83/EG and as the superior pharmocovigilance unit, authorises the QPPV in the necessary way and provides him/her with all the means required to fulfil his/her tasks and obligations and provides sufficient authority to influence the performance of the quality system and the pharmacovigilance activities [IR Art 10(2)] and to promote, maintain and improve compliance with the legal requirements [IR Art 2(1)(a)]. 

9. Superior:
The management board informs the QPPV of the outcome and measures introduced due to regular reviews of the quality system referred to in GVP I.B.6. and I.B.12 and any compliance information concerning pharmacovigilance as well as scheduled pharmacovigilance audits.

The management board should provide the QPPV with a copy of the corrective and preventive action plan following each audit relevant to the pharmacovigilance system the QPPV is responsible for, so that the QPPV can assure that appropriate corrective actions are implemented. 

When a marketing authorisation holder intends to establish a partnership with another marketing authorisation holder, organisation or person that has a direct or indirect impact on the pharmacovigilance system, the QPPV is informed early enough and be involved in the preparation of the corresponding contractual arrangements (see GVP I.C.1.5.) so that all necessary provisions relevant to the pharmacovigilance system are included. 

10. Staff:

The working group Drug Safety/ Drug Information supports the QPPV in his/her duties. External experts can also be authorised to fulfill certain tasks under certain conditions. [fimenindividuell anpassen]


11. Deputy:
Back-up procedures in the case of absence of the QPPV shall be in place [IR Art 2(1)(d)] and should be accessible through the QPPV’s contact details. In case of absence, the QPPV should ensure that all responsibilities are undertaken by an adequately qualified person. This person should also reside in the EU or an EFTA State having signed the EEA Agreement. Deputisation is stipulated in SOP XXXXXX. In case of absence of the job holder the deputy comprehensively takes over tasks and responsibilities of the QPPV. The QPPV should ensure that the back-up person has all necessary information to fulfill the role. The QPPV and his/ her deputy have to inform each other on their absence from Firma Muster.
12. Delegation:
The QPPV may delegate specific tasks, under supervision, to appropriately qualified and trained individuals, for example, acting as safety experts for certain products, provided that the QPPV maintains system oversight and overview of the safety profiles of all products. Any kind of delegation need to be documented. However, final responsibility remains at the job holder.
Place and Date

Place and Date

Signature of Job Holder
Signature of Job Holder´s Supervisor
Annex 1
[dies ist ein Beispiel, muss firmenindividuell angepasst werden]
Organisational chart defining the hierarchical relationship of the QPPV together with other managerial and supervisory staff
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