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1.
General Provisions

1.1
Background

„Muster Pharma“, Address, Germany (hereinafter referred to as “Muster Pharma”)

and

„Service Provider“, Address, Territory (hereinafter referred to as “Service Provider”) entered into an exclusive PV services agreement provide the services listed (hereinafter referred to as “Services”).
„Service Provider“ may subcontract certain activities to a third party, Address, (hereinafter referred to as “Subcontractor”). The “Subcontractor” may fulfil pharmacovigilance services on behalf of „Service Provider“ in Territory.
The “Service Provider” fulfils pharmacovigilance services on behalf of “Muster Pharma”, but the ultimate pharmacovigilance responsibilities and the quality and integrity of the pharmacovigilance system always remain with “Muster Pharma”.
„Muster Pharma“ and „Service Provider“ act as contractual partners and may hereinafter be individually referred to as the “Party” and collectively as the “Parties”.

1.2
Communications, Language and Contacts
The communications under the terms of this agreement shall occur between the Pharmacovigilance (PV) Department of Muster Pharma and a nominated contact person at Service Provider. Communication and documents via e-mail and in English or German is preferred. Both parties are responsible to establish an adequate back-up procedure of the contact persons. Contact data are specified in Appendix I. Each Party is responsible for notifying the other Party in writing of changes in contact information within three (3) business days of the change. Changes in contact information do not require an update of this agreement.

1.3
Confidentiality of Information / Privacy Laws

The Parties shall implement all reasonable physical, technical and administrative safeguards to protect Safety Data governed by this agreement from loss, misuse, and unauthorized access, disclosure, alteration or destruction and shall otherwise afford such information at least the same level of confidentiality treatment as the confidential information protected under this agreement. In addition, each Party shall collect, use and disclose Safety Data governed by this agreement solely for regulatory reporting purposes as described in this procedure, and in compliance with all applicable privacy and data protection laws, rules, and regulations. The Parties shall notify each other promptly of any unauthorized uses or disclosures of such information.

Hinweis: ggf. Notwendigkeit eines Auftragsdatenverarbeitungsvertrages firmenindividuell prüfen!
1.4
Territory

Countries are listed in Appendix II.
2.
Delegated Pharmacovigilance Service(s)

This agreement covers the services listed in Appendix III.
2.1
“Service”

möglichst ausführliche Beschreibung der Dienstleistung. Zu berücksichtigen:

· Welche Gesetzesgrundlage für die Tätigkeit?
· Was macht der Dienstleister?
· Welche Aktivitäten werden beim Dienstleister durchgeführt?
· Was liefert Muster Pharma zur Durchführung?
· Mitwirkungspflichten?
· Welche Aktivitäten werden bei Muster Pharma durchgeführt?
· Wer trifft welche Entscheidungen? – Verantwortlichkeiten? - auch innerhalb Muster Pharma und Dienstleister?
· In welchen Fällen müssen Rücksprachen erfolgen?
· Was liefert der Dienstleister?
· Gibt es nach Ablieferung eines Produktes bzw. einer Dienstleistung noch weitere Abstimmungen, z.B. bei Nachbearbeitung?
· Wie werden die Dienstleistungen beauftragt (Schriftform, Jahresgebühr, Pauschale, individuell ausgehandelter Preis von Projekten), wie in Rechnung gestellt und wie bezahlt? (diese Zahlungsmodalitäten können auch in einem gesonderten Anhang aufgeführt werden)
·  Welche Aufgaben übernimmt der Dienstleister zusätzlich, z.B. nur nach gesonderter Beauftragung – und Zahlung?
3.
Quality System

The „Service Provider“ is responsible to maintain a quality system for the conduction of delegated pharmacovigilance activities. The „Service Provider“ shall provide „Muster Pharma“ with a summary of implemented quality assurance measures, if requested. 
3.1
Written Procedures

Each Party shall maintain in accordance with regulatory requirements the necessary written procedures, e.g. Standard Operating Procedures (SOPs) or working instructions, for conduction of pharmacovigilance activities. Each Party shall cooperate with and assist the other Party, within reason, in preparing written procedures, i.e. procedures describing the interaction between both parties.

Alternativ:
„Service Provider“ shall maintain in accordance with regulatory requirements the necessary written procedures, e.g. Standard Operating Procedures (SOPs) or working instructions, for conduction of contracted pharmacovigilance activities. „Muster Pharma“ shall cooperate with and assist „Service Provider“, within reason, in preparing written procedures related to the contracted services.

3.2
Audits

„Muster Pharma“ has the right to request access to, with reasonable notification, all files, SOPs, work practices, training material, training files and other documents of „Service Provider“, pertaining to its obligations under this agreement, and any pharmacovigilance activities performed. Upon reasonable notification, „Muster Pharma“ is entitled to conduct on-site audits in order to review „Service Provider“. On-site audits shall be limited to audit items pertaining to the Products, procedures and responsibilities described and approved by the Parties in this agreement and shall take place in general not more than once per year and during normal business hours. 

3.3 
Regulatory Authority Inspections

Both Parties shall immediately notify each other in writing in any case, where the regulatory authority proposes to inspect one of the Parties that directly relates to the pharmacovigilance. 

„Service Provider“ shall permit „Muster Pharma“ or its designee to participate in all regulatory inspections. „Muster Pharma“ and „Service Provider“ agree to reasonably co-operate with each other in the conduct and resolution of any authority inspection. 

3.4 
Record Keeping / Retention Policy

Both parties shall maintain for a period of 30 years, or longer if required by local law, records of all data related to „Muster Pharma“. Access to the data has to be controlled. 

In the event that „Service Provider“ intends to destroy or transfer to another site any such documentation, „Service Provider“ shall notify „Muster Pharma“ reasonably in advance thereof in writing asking for the written approval hereto.

Alternativ:
„Service Provider“ shall maintain for a period of 30 years, or longer if required by local law, records of all data related to „Muster Pharma“. Access to the data has to be controlled. 

In the event that „Service Provider“ intends to destroy or transfer to another site any such documentation, „Service Provider“ shall notify „Muster Pharma“ reasonably in advance thereof in writing asking for the written approval hereto.

3.5
Training

„Service Provider“ agrees to ensure that all relevant personnel (including the „Subcontractor“) of „Service Provider“ is sufficiently informed and trained on the terms and procedures outlined within this agreement, and all relevant regulations and laws thereto. 

„Service Provider“ also agrees to document all training activities, including the training material(s) used and make these documents reasonably accessible to „Muster Pharma“ upon request (translated in an English version). This includes also personnel from „Subcontractor“, if applicable.

4.
”Subcontractor”
As set forth in article 1.1 „Service Provider“ might wish to engage some services from third party service provider.

Therefore the Parties agree as follows:

4.1
„Service Provider“ is obliged to obtain the prior written approval of „Muster Pharma“, which shall not be unreasonably withheld by „Muster Pharma“. This approval requirement also applies in case „Service Provider“ wishes to replace the “Subcontractor”.
4.2
„Service Provider“ shall provide „Muster Pharma“ in writing with the essential information about the “Subcontractor” (see Appendix I), in particular 

· complete company name
· business address

· profile of company


„Service Provider“ constantly updates such information and shall immediately notify „Muster Pharma“ about any changes in this context.

4.3
„Service Provider“ shall engage the “Subcontractor” in its own name, for its own account and at its own risk.

4.4
„Service Provider“ shall be liable for the behaviour of its “Subcontractor” in the same way as it is responsible for its own behaviour. 

4.5
Besides, „Service Provider“ shall ensure that the “Subcontractor” is bound and complies with the main provisions of this agreement, its amendments and the Secrecy Agreement dated on xxx. This shall apply in particular, but shall not be limited to the pharmaceutical and pharmacovigilance regulations as well as the secrecy obligations.
4.6
„Service Provider“ shall be obliged to inform „Muster Pharma“, upon request by „Muster Pharma“, in detail about the essential content of the contract between „Service Provider“ and the “Subcontractor”. If necessary „Muster Pharma“ shall be entitled to reasonably inspect the relevant contract documentation upon timely agreement of the Parties regarding the date.

4.7
Further, „Service Provider“ shall ensure that upon termination of this agreement, for whatever reason, the “Service Provider” and “Subcontractor” shall not be entitled to use the documents and materials of „Muster Pharma“ any more. „Service Provider“ shall ensure that the “Subcontractor” transfers such documents to „Muster Pharma“ without delay and free of charge for „Muster Pharma“.

5.
Secrecy 

The secrecy obligations agreed in the Secrecy Agreement dated ….shall still apply. „Service Provider“ is obliged to secure that the „Subcontractor“ complies with the secrecy obligations (cf. article 4.5).

6.
Term of this Agreement

This agreement supersedes any previous agreements and any amendments thereto between the Parties related to the Products in Territory. 

This agreement is in effect unless and until one Party terminates giving notice three month before the end of a business year or both Parties agree to terminate this agreement with the following obligations:
· In case of „Service Provider“’s business is taken over or is merged, „Service Provider“ must transfer all duties and rights of this agreement by a written bilateral agreement to any corporate successor who continues providing the contracted services. without delay.

· In case of termination of the distribution of any of the Products in Territory this agreement is in effect at least as long as the marketing authorisation of a Product mentioned in Appendix XXX in Territory persists.

In the event that this agreement is terminated, the Parties agree to implement the necessary procedures and practices to ensure that any outstanding pharmacovigilance reporting obligations are fulfilled. 
7.
Miscellaneous (evt. firmenindividuell ergänzen/anpassen!)
7.1 
Neither Party shall be required to adhere to any requirement set forth in this agreement, or take or refrain from taking any action whatsoever that is inconsistent with any applicable national or international regulatory requirement.

7.2
 The Parties agree to review this agreement whenever the roles and responsibilities of the Parties change or at a minimum of every (3) three years. In the event that a written renewal is necessary, it shall be considered complete when „Muster Pharma“ and „Service Provider“ have mutually agreed to a revised agreement or addendum, and upon document signing by the Parties.

7.3
 There can be no use of any information covered by this agreement for any purpose not contemplated by this agreement. „Service Provider“ confirms to keep all and any information under strict confidence as long as disclosing of such information is not requested approvable by law or by the health regulatory authorities or such information are or get common knowledge on or after the day this agreement will get in force.

7.4
 “Service Provider” shall defend, indemnify, and hold harmless “Muster Pharma” against all claims which are made against “Muster Pharma” which are the result of any non-fullfillment or failure by “Service Provider” to perform the tasks in this agreement.
8.
Final Provisions (evt. firmenindividuell ergänzen/anpassen!)
8.1
Governing law

This agreement is made under and shall be construed in accordance with the procedural and material laws of the Federal Republic of Germany and the Pharmacovigilance Guidelines, without regard to the conflicts of law principles thereof.

8.2
Place of venue
Exclusive venue for all disputes arising from this agreement shall be the courts having jurisdiction for „Muster Pharma“'s registered office.

The Parties hereto shall use their reasonable efforts to settle amicably any controversy arising out of this agreement. 

8.3
Transferability of rights
The rights and duties of „Service Provider“ resulting from this agreement may be transferred to third parties by „Service Provider“ only after the prior written consent of „Muster Pharma“ has been obtained.
8.4
Written form
Changes and supplements to this agreement as well as termination will only be effective if made in writing. This applies also to the possible renunciation of the necessity of the written form.

8.5
Severability clause
Should individual clauses of this agreement be or become completely or partially ineffective or should this agreement contain a loophole, this shall not affect the validity of the remaining clauses. The ineffective clause or the loophole are replaced by a suitable regulation which is, as far as legally possible, as close to the intent of the contractual Parties or what they would have intended as per the sense and purpose of the agreement, if they have taken this aspect into consideration.

8.6
Appendices
All Appendices mentioned in this agreement are substantial parts of the agreement.
9.
Abbreviations

ADR
Adverse Drug Reaction

AE
Adverse Event

CEO
Chief Executive Officer

DSUR
Development Safety Update Report

XEVMPD
Extended EudraVigilance Medicinal Product Dictionary
MAH
Marketing Authorisation Holder

PSMF
Pharmacovigilance System Master File 

PSUR
Periodic Safety Update Report

PV
Pharmacovigilance

QPPV
Qualified Person for Pharmacovigilance

RMP
Risk Management Plan
SOP
Standard Operation Procedure

10.
Signatures 

The Parties have executed this agreement, made effective as of the Effective Date, by their duly authorized representatives, as of the date last written below.

	Parties:
	„Muster Pharma“
	„Service Provider“

	Name
	
	

	Title / Position
	
	

	City, Date
	
	

	Signature
	
	

	Name
	
	

	Title / Position
	
	

	City, Date
	
	

	Signature
	
	

	Name
	
	

	Title / Position
	
	

	City, Date
	
	

	Signature
	
	


APPENDIX I:
Contact Details

	
	„Muster Pharma“
	„Service Provider“ 
	“Subcontractor” 

	Name
	
	
	

	Position
	
	
	

	Address
	
	
	

	Tel. 
	
	
	

	Tel. (24h)
	
	
	

	Fax
	
	
	

	email
	
	
	


APPENDIX II:
Countries (see article 1.4)  

APPENDIX III:
Contracted services (stellt eine Auswahl als Vorschlag dar!)
	Contracted Services
	„Muster Pharma“
	„Service Provider“

	· Role of the QPPV
	
	X

	· Medical input into pharmacovigilance, i.e. access to medically qualified person
	
	X

	· Literature searching
	
	X

	· Signal detection and continuous benefit risk assessment
	
	X

	· Safety Data processing
	
	X

	· Assessment of safety data
	
	X

	· Entry of safety data in databases
	
	X

	· Electronic submission of expedited reports
	
	X

	· Authority communication and supervision of commitments
	
	X

	· Medical information service
	
	X

	· Preparation of PSURs
	
	X

	· Preparation of RMPs
	
	X

	· Preparation of DSURs
	
	X

	· Management of clinical trial safety including receipt and processing of AEs 
	
	X

	· Maintenance of pharmacovigilance system, i.e. written procedures
	
	X

	· Audits of the pharmacovigilance system, e.g. internal audits and audits of contractual partners (including risk-based analysis)
	
	X

	· Pharmacovigilance training
	
	X

	· Handling of safety variations, urgent safety restrictions and product information check
	
	X

	· Co-ordination of post-authorisation initiatives (e.g. management of MAH sponsored registries)
	
	X

	· Provision and support of computerised databases, including hosted systems, e.g. ADR database, training platforms, data management systems
	
	X

	· Archiving of data
	
	X

	· Entry of the product information in the XEVMPD
	
	X

	· Preparation and maintenance of Pharmacovigilance System Master File (PSMF)
	
	X

	· 
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