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1.
General Provisions

1.1
Background

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

and

„Distributor“ Address, Territory (hereinafter referred to as “„Distributor“”) entered into an Exclusive Distribution Agreement on xxx to promote, market, distribute, and sell in Territory the products listed in Appendix I (hereinafter referred to as “Products”)
have agreed hereby to enter into this Safety Data Exchange Agreement (hereinafter referred to as “SDEA”) as of the “Effective Date” to set forth guidelines and procedures for the receipt, recording, exchange, communication of safety information associated with the use of the Products (“Safety Data”). 

„Distributor“ may subcontract certain activities of the pharmacovigilance system in Territory to Service provider, Address, (hereinafter referred to as “Service Provider”). The Service Provider may fulfil some or all (as detailed in Appendix XY) local pharmacovigilance services on behalf of „Distributor“ in Territory. For the purpose of this SDEA the ultimate local pharmacovigilance responsibilities for the fulfilment of all pharmacovigilance tasks and responsibilities and the quality and integrity of the pharmacovigilance system always remain with „Distributor“ as the exclusive contractual partner of „Muster Pharma“. 

„Muster Pharma“ and „Distributor“ act as contractual partners and may hereinafter be individually referred to as the “Party” and collectively as the “Parties”.

Regarding reports from clinical studies the exchange of safety information will be detailed in separate study specific agreements.
1.2
Definitions and Terminology

The definitions used in this agreement shall have the meaning as defined in the E2A and E2C guidelines of the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH). Such definitions and standards will be considered updated as such documents are officially amended by ICH to ensure compliance with regulatory reporting requirements. 
Oder:
„Both parties are obliged to comply fully with all applicable legal and regulatory requirements pertaining to ICSR  reporting and its related activities in all countries where the Parties intend to market the Product and/or to carry out clinical trials with the Product, including to the extent applicable all relevant ICH Guidelines, the latest European Union Pharmacovigilance Guidelines and applicable European Union legislation, the US Code of Federal Regulations, Title 21, and relevant local requirements. In case of change in the applicable legal and/or regulatory requirements, the Parties are obliged to negotiate, within an appropriate timeframe and in good faith, any necessary amendment(s) to this SDEA.
All capitalized terms used in this SDEA shall have the meaning ascribed to them in the section “Abbreviations” in this agreement. 

“Date of First Receipt” is the date that a Party’s personnel or any person acting on behalf of them incl. medical representatives and contractors first becomes aware of information of any adverse event (AE) associated with the use of a Product and determines that it meets the minimum criteria for a valid ICSR report. For the avoidance of doubt, the date will be determined according to the time zone of the location of such personnel at that moment. The “Date of First Receipt” shall be counted as “day zero” for Safety Data exchange and regulatory reporting purposes.

Safety relevant data for the Product(s) are data concerning the active ingredients of the Products or the Products directly. 
1.3
Territory
Countries are listed in Appendix I

1.4
Communications 

The communications under the terms of this SDEA shall occur between the Pharmacovigilance (PV) Department of each Party, or the equivalent thereof, as set forth in Appendix II. Communication via e-mail is preferred, but it is also possible to communicate via fax according to the timelines agreed.
1.5
Language/Translations 

The Parties hereby agree that all communications shall be in English. English translations of Safety Data within the scope of this SDEA shall be the responsibility of the Party that is sending such information.

1.6
Contacts 

Both parties shall nominate a qualified person or Drug Safety Officer, to be responsible for pharmacovigilance. Contact information of both Parties is included in Appendix II. 

The contact details of the Service Provider is also specified in Appendix II.
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 the SDEA.

Hinweis: Anzahl der Arbeitstage eventuell firmenindividuell anpassen
The PV contact persons of both parties shall have a back-up procedure in place in case of his/her absence

Both parties agree to have documented and tested measures in place to ensure contingency planning for the tasks and responsibilities outlined in this SDEA.
1.7
Confidentiality of Information / Privacy Laws

Hinweis: ggf. Notwendigkeit eines Auftragsdatenverarbeitungsvertrages firmenindividuell prüfen!
The Parties shall implement all reasonable physical, technical and administrative safeguards to protect Safety Data governed by this SDEA 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 the Distribution Agreement. In addition, each Party shall collect, use and disclose Safety Data governed by this SDEA 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.

1.8
Costs
Each party shall itself bear the costs resulting from the performance of this SDEA.

2.
Service Provider for PV

As set forth in article 1.1 „Distributor“ wishes to engage the services of xxx as service provider concerning pharmacovigilance services.

Therefore the Parties agree as follows:

2.1
„Distributor“ 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 „Distributor“ wishes to replace the Service Provider.

2.2
„Distributor“ shall provide „Muster Pharma“ in writing with the essential information about the Service Provider, in particular 

· complete company name,

· business address,

· profile of company,

· Previous authority inspection results, if any

· contact information including e-mail address, telephone and fax number,

· names of the contact persons (contact person for pharmacovigilance is specified in Appendix II according to article 1.6)


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

2.3
„Distributor“ shall engage the Service Provider in its own name, for its own account and at its own risk.

2.4
„Distributor“ shall be liable for the behaviour of its Service Provider in the same way as it is responsible for its own behaviour. 

2.5
Besides, „Distributor“ shall ensure that the Service Provider is bound and complies with the main provisions of the Distribution Agreement, its amendments, the Secrecy Agreement dated on xxx and this SDEA. This shall apply in particular, but shall not be limited to the pharmaceutical and pharmacovigilance regulations as well as the secrecy obligations.

2.6
„Distributor“ shall be obliged to inform „Muster Pharma“, upon request by „Muster Pharma“, in detail about the essential content of the contract between „Distributor“ and he Service Provider. If necessary „Muster Pharma“ shall be entitled to reasonably inspect the relevant contract documentation upon timely agreement of the Parties regarding the date.

2.7
Further, „Distributor“ shall ensure that upon termination of the Distribution Agreement or the SDEA, for whatever reason, the Service Provider shall not be entitled to use the documents and materials of „Muster Pharma“ any more. „Distributor“ shall ensure that the Service Provider transfers such documents to „Muster Pharma“ without delay and free of charge for „Muster Pharma“.

3.
Individual Case Safety Reports

3.1
Safety Database

„Muster Pharma“ shall establish and maintain a global database for the electronic receiving, collacting, recording and reporting of Individual Case Safety Reports (ICSR) for the Products. 

„Distributor“ shall not have direct access to this database of „Muster Pharma“. But „Distributor“ shall establish and maintain an own local safety database (or e.g. excel sheet) regarding the Products in Territory.

3.2
Types of Reports

For the purpose of this SDEA, ICSRs shall include, but are not limited to, the following types of reports: 

· adverse events (AE) /adverse drug reactions (ADR);s. Appendix III 

· pharmaceutical-technical complaints (PTCs) associated or not associated with an adverse event; optional, evt. Quality Agreement!
· drug exposure during pregnancy, including paternal exposure, and experience during lactation, even if uneventful; 

· lack of efficacy (post marketing only); 

· overdose (accidental or intentional), off-label-use, misuse, abuse (all symptomatic or not), medication errors; 

· unintended beneficial effect; 

3.3
ICSR Sources

ICSRs may originate from any source, such as:

· healthcare professionals, 

· regulatory authorities, 

· consumers / patients or other non-healthcare professionals, 

· lawyers, 

· medical / scientific literature. 

They may also be reports derived from organized data collection systems, such as:

· registries 

· non-clinical studies (e.g., toxicological studies), 

· non interventional studies (NIS), e.g.
· post-authorization safety studies (PASS), if conducted as NIS

· PAES, if conducted as NIS
· other support and disease management programs, 

· surveys of patients or healthcare providers, 

· information gathering on efficacy or patient compliance.

Each Party shall make every effort to ensure that all ICSRs meet the minimum criteria for a valid safety report. Such reports shall conform to all applicable regulatory requirements and shall, at a minimum, include the 4 minimal criteria to identify the case (Appendix III).

However, cases should be transmitted to „Muster Pharma“ for processing even when the patient and/or the reporter have not been identified. In addition, for the purposes of safety reporting, solicited reports should be clearly marked as being of solicited origin and should have an appropriate causality assessment by a healthcare professional.

3.4
Literature Screening

„Muster Pharma“ shall be responsible for actively screening scientific and medical literature for ICSRs and other safety relevant data concerning the Products from global sources at least once per week. 

In addition, „Distributor“ will monitor the local scientific and medical literature in Territory at least once per week. “Distributor” will maintain a list of locally relevant journals.
If „Distributor“ receives an ICSR from medical/scientific literature, „Distributor“ will provide „Muster Pharma“ with a copy of this case report including an English translation if applicable.

3.5
Timeframes and Formats 

The Parties shall 
· use the CIOMS I as format (Appendix IV)

· follow the timeframes in accordance with the Tables 1 and 2 and 
· follow the Process Flow Chart attached hereto as Appendix V

for exchanging ICSRs on the Products, originating from any source
Table 1: ICSR Exchange from „Distributor“ to „Muster Pharma“
	ICSR Type
	Timeframe from Date of First Receipt
	Format
	Method of exchange

	All serious ICSRs occurred in Territory
	One (1) calendar day (firmenindividuell festzulegen)
	Standard ADR Form 
(CIOMS I)
	Per Email or Fax

(contact details s. Appendix II)

	All non-serious ICSRs occurred in Territory
	Seven (7) calendar days (firmenindividuell festzulegen)
	Standard ADR Form 
(CIOMS I)
	Per Email or Fax

(contact details s. Appendix II)


The “Date of First Receipt” and the report reference number must be recorded on each report sent to „Muster Pharma“ by „Distributor“. 

Table 2: ICSR Exchange from „Muster Pharma“ to „Distributor“
	ICSR Type
	Timeframe from Date of First Receipt
	Format
	Method of exchange

	Processed serious ICSRs occurred in Territory
	Fifteen (15) 
calendar days
	Final CIOMS I 
	Per Email (contact details s. Appendix II)

	Processed serious ICSRs occurred outside Territory
	Fifteen (15) 
calendar days; If requested
	Final CIOMS I 
	Per Email (contact details s. Appendix II)

	Processed non-serious ICSRs occurred in Territory
	Seventy (70) 
calendar days; If requested
	Final CIOMS I 
	Per Email (contact details s. Appendix II)


3.6
ICSR Follow-up and Evaluation

„Distributor“ shall initiate queries for follow-up information on ICSRs (serious and non-serious), as necessary. „Distributor“ shall document all attempts (including those that were unsuccessful) for the attainment of such requested follow-up information. 

In the case „Distributor“ may obtain follow-up information from Territory, „Distributor“ shall report the data to „Muster Pharma“ as outlined in Table 1 of this SDEA.  

„Muster Pharma“ is responsible for the final assessment of ICSRs. In general, the WHO scale is used for causality assessment.

3.7
Reconciliation / Late Case Reporting

On a 6-monthly basis „Distributor“ shall send „Muster Pharma“ a line listing of all ICSRs that were received in Territory for the Products during the preceding period. Reconciliation form should be sent as outlined in in Appendix VI
These Reconciliation form shall ensure „Muster Pharma“ the receipt of all reports sent by „Distributor“. If an ICSR is not listed, „Muster Pharma“ shall inform „Distributor“ and it shall immediately be resent by „Distributor“. „Distributor“ shall promptly review this report, and provide „Muster Pharma“ with reason for late reporting of ICSRs and subsequent corrective action to ensure compliance with the timely forwarding of future reports to „Muster Pharma“.

In addition, „Muster Pharma“ may request a separate listing of those ICSRs that have been received from „Distributor“ outside of the time frames stipulated within this SDEA. 

4.
Regulatory Reporting

The regulatory reporting time frame for the expedited submission of safety reports to competent authorities is considered to start on the “Date of First Receipt”, as defined in Section 1.
Both parties shall follow the regulatory reporting as defined in Flow Charts attached hereto as Appendix V to National Competent Authority(s) (NCAs) within the European Union (EU) and to NCAs outside the EU.
„Muster Pharma“ is responsible for electronic reporting of Individual Case Safety Reports (ICSRs) to the EudraVigilance of the European Medicines Agency (EMA) and if required, to NCAs within the EU (Appendix V).

5.
Periodic Safety Update Reports

„Muster Pharma“ is responsible for:
· the preparation of Periodic Safety Update Report (PSUR) – if required. Format and content of such safety reports shall be prepared in accordance with applicable regulatory requirements, 
· the timely preparation and submission of PSURs to the NCAs within the EU and, if required, to the European Medicines Agency (EMA), 
· the regular screening of PSUR periodicity and timelines for <products> in the EURD list and the PSUR Worksharing list.
“Distributor” is responsible for:

· the regularly check, if any additional PSURs are required according to the local legislation in the territory,
· if applicable, providing information to “Muster Pharma” as soon as possible regarding product, DLP, reporting period, submission date and format of this PSUR,
· providing all information requested by Muster Pharma which is needed for preparation of the PSUR within the given timeframes.
6.
Reference Safety Information

„Muster Pharma“ is responsible for preparation and maintenance the Reference Safety Information (RSI), Company Core Data Sheet (CCDS) and Company Core Safety Information (CCSI) on the Products. SmPC / PIL may also be used as the RSI as decided by „Muster Pharma“.
„Muster Pharma“ is responsible for the update of RSI of the Products. 

If safety parts of RSI have been changed or if „Muster Pharma“ intends to change the safety parts of RSI, 

· „Muster Pharma“ shall inform „Distributor“ about the changes and shall provide the final RSI to „Distributor“ without delay,

· The Marketing Authorisation Holder (MAH)/Distributor/Muster Pharma in Territory is responsible for submitting the changes of RSI to applicable NCAs in Territory without delay.

· „Distributor“ has to implement the changes of RSI in Territory without delay.
7.
Risk Management

No measures for safety reasons can be taken by „Distributor“ without prior consultation with and written approval of „Muster Pharma“.

7.1 
Signal Management

“Muster Pharma” is responsible for signal management. 
“Muster Pharma” will promptly notify “Distributor” of any identified risk. 
„Muster Pharma“ provides „Distributor“ with the final „Muster Pharma“’s decision on risk minimizing measures., „Distributor“ is responsible for  implementing these risk minimizing measures in Territory.

In addition, „Distributor“ has to immediately inform „Muster Pharma“ of any potential safety issue or signal, or any circumstance arising for the Products in Territory where an action may be required to protect public health. 

The Parties use their reasonable endeavour to avoid differences in interpretation of drug safety data with regard to manage critical issues and come to a mutual consent. However, in case of disagreement, when drawing final conclusions, the QPPV of „Muster Pharma“ will have final authority for actions taken for safety reasons concerning the Products in Territory.

If public statements for safety reasons (e.g. Dear Doctor Letter) are necessary, these documents will be prepared by „Muster Pharma“ and subsequently forwarded to „Distributor“ immediately. These statements are provided in English. „Distributor“ is responsible for the appropriate translation (see article 1.5) and for the distribution of such statements in Territory.

In cases “Distributor” is responsible for translation of the safety information and acts as contact point for the NCA, a copy of the translation and of all correspondence with the NCA has to be sent to “Muster Pharma” without delay and within a maximum of 5 business days.

7.2
Post Authorisation Safety Studies, Patient support Programs
„Muster Pharma“ is responsible for the, planning,  conducting and assessment  of Post Authorisation Safety Studies (PASS). 

„Distributor“ may not conduct any studies or trials (Eventuell Verweis auf Hauptvertrag, individuell prüfen!) on the Products without having received the consent of „Muster Pharma“.
7.3
Risk Management Plan

If applicable and requested by the NCA, „Muster Pharma“ shall be responsible for the preparation and maintenance of the Risk Management Plan (RMP). This RMP will be prepared according to Good Pharmacovigilance Practices (GVP) – Module V.

“Distributor”/”Muster Pharma” is responsible for submission of RMP and any updates to the NCA and for local implementation.
If applicable “Muster Pharma” will provide any educational material and its updates to Distributor. The “Distributor” confirms local translation, coordination with the NCA and implementation including training of the educational material within the agreed timelines as defined in the respective RMP. A copy of the local educational material and the correspondence with the NCA will be sent to “Muster Pharma” within 5 business days after finalisation of the documents. 
7.4
Regulatory Authority Inquiries

If „Distributor“ receives any request, action or notice from NCA concerning the safety of the Products, „Distributor“ shall notify the QPPV of „Muster Pharma“ in writing and provide an English translation not later than two (2) business days of receiving the inquiry. 

„Muster Pharma“ shall be responsible for preparing the response for the inquiry and for submitting the response to the NCA either directly or via „Distributor“ and shall simultaneously copy „Distributor“ on such communication.

8.
Quality Systems

8.1
Pharmacovigilance System

Both Parties have the necessary means to fulfil the pharmacovigilance tasks and responsibility especially for the collection, notification and recording of any adverse drug reaction.

The MAH is responsible for the preparation and maintenance of the Pharmacovigilance System Master File (PSMF) according to Good pharmacovigilance practices (GVP). The MAH shall provide „Distributor“ with a summary, if requested. 

If requested by the regulatory authority, „Muster Pharma“ shall provide the PSMF to the NCA in Territory. 

8.2
Written Procedures

Each Party shall take on file in its own manner and in accordance with regulatory requirements, written Standard Operating Procedures (SOPs), work instructions and all correspondence, documents, and any other information pertaining to the safety of the Product(s). Further, in case the other Party makes any request concerning said information, each Party shall cooperate with and assist the other Party, within reason, by complying with the request.
8.3
Audits

Both Parties have the right to regularly conduct pharmacovigilance audits of the other Party. Audits may only take place after written announcement at least 6 (six) weeks before the planned audit. An announcement per e-mail is sufficient. 

For the purpose of the audit both Parties are entitled to access the premises of the other Party insofar as this is necessary to conduct the pharmacovigilance audit. The Parties shall grant each other permission to inspect all documents unless reasons under data protection law or commercial secrets are not opposed to this and to the extent necessary to conduct the pharmacovigilance audit. Any major and critical findings from audit results will be tracked until they are solved.

Both Parties are entitled to conduct audits without prior announcement if it is suspected that the other Party exhibits serious defects in its pharmacovigilance system, thereby endangering the satisfaction of obligations of the auditing Party or the product safety as a whole.
Oder:
„Muster Pharma“ has the right to request access to, with reasonable notification, all files, SOPs, work instructions, training material, training files and other documents of „Distributor“, pertaining to its obligations under this SDEA, and any pharmacovigilance activities performed for the Products. Upon reasonable notification, „Muster Pharma“ is entitled to conduct on-site audits in order to review „Distributor“. On-site audits shall be limited to audit items pertaining to the Products, procedures and responsibilities described and approved by the Parties in this SDEA and shall take place in general not more than once per year and during normal business hours. 

„Distributor“ shall be obliged to secure audit and inspection rights of „Muster Pharma“ regarding the documents of the Service Provider.

Distributor shall be obliged to ensure the implementation of agreed CAPAs within the agreed timelines specified in the audit report.
8.4
Regulatory Authority Inspections

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

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

8.5
Record Keeping / Retention Policy

„Distributor“ shall maintain for an indefinite  period  records of all Safety Data, including raw data (if applicable) and any correspondence relating thereto. „Distributor“ agrees to maintain records of all ICSRs submitted to „Muster Pharma“ for processing and reporting to regulatory authorities. Such records shall include source documents for each ICSR, the date the report was received by „Distributor“, the date the report was submitted to „Muster Pharma“ and the regulatory health authority (if applicable); the reference number and code of the report.

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

8.6
Training

„Distributor“ agrees to ensure that all personnel involved in pharmacovigilance activities (including the Service Provider) of „Distributor“ is sufficiently informed and trained on the terms and procedures outlined within this SDEA, including without limitation, the process for the receipt, recording, exchange, and communication of Safety Data for the Products and all relevant regulations and laws thereto. 

„Muster Pharma“ is not involved in the training of „Distributor“’s personnel.

„Distributor“ 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 contracted 3rd parties, if applicable.
9.
Complaint Handling and Recall

9.1
Complaint handling (optional, evt. Quality agreement)
„Distributor“ shall inform „Muster Pharma“ of any technical complaint from Territory within 2 business days. „Distributor“ should send „Muster Pharma“ a sample or photo of the complaint.

“Muster Pharma“ is responsible for the investigation of the complaint and shall inform „Distributor“ about the results.

9.2
Recalls

„Distributor“ shall maintain an efficient distribution system within Territory and shall establish and maintain a batch tracing and recall system which will enable it, with minimum delay, to identify customers within Territory, who have been supplied with any particular batch of the Product, and to recall such Products.

The parties shall inform each other within 24 hours in any case of an actual recall situation involving batches relevant for Territory with the view to decide the appropriate action to take.

If safety measures need to be taken, the Parties shall consult each other and discuss the respective safety measures to be taken. This consultation obligation shall, in particular, apply to situations where immediate action is required to protect the public health.

„Muster Pharma“ has to decide what measures have to be taken.

If, for any reason, it shall become necessary to trace back or recall any particular batch of the Products, or to identify the end customer(s) to whom Products from such batch have been delivered, „Distributor“ shall be obliged to take all measures reasonably necessary, taking into account any applicable guidelines published by the applicable Regulatory Authority in order to remedy any risk potentially originating from the Products.

9.3
Falsified medicines
The parties shall inform each other if they get information on counterfeit of the respective medicines within two business days. 

10.
Secrecy 

The secrecy obligations agreed in the Secrecy Agreement dated… and the Distribution Agreement shall still apply.

„Distributor“ is obliged to secure that the Service Provider complies with the secrecy obligations (cf. article 2.5).

11.
Term of this Agreement

This SDEA supersedes any previous Pharmacovigilance / Drug Safety 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 or both Parties agree to terminate this SDEA with the following obligations:

· In case of „Distributor“’s business is taken over or is merged, „Distributor“ must transfer all duties and rights of this SDEA by a written bilateral agreement to any corporate successor who continues the distribution of the Products in Territory without delay.

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

In the event that this SDEA is terminated, the Parties agree to implement the necessary procedures and practices to ensure that any outstanding pharmacovigilance reporting obligations are fulfilled.

12.
Miscellaneous (evt. firmenindividuell ergänzen/anpassen!)
12.1
Neither Party shall be required to adhere to any requirement set forth in this SDEA, or take or refrain from taking any action whatsoever that is inconsistent with any applicable national or international regulatory requirement.

12.2
The Parties agree to review this SDEA 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 „Distributor“ have mutually agreed to a revised SDEA or addendum, and upon document signing by the Parties.

12.3
There can be no use of any information covered by this SDEA for any purpose not contemplated by this SDEA. „Distributor“ 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.

13.
Final Provisions (evt. firmenindividuell ergänzen/anpassen!)
13.1
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 EudraLex-Pharmacovigilance Guidelines, without regard to the conflicts of law principles thereof.

13.2
Place of venue
Exclusive venue for all disputes arising from this SDEA 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. 

13.3
Transferability of rights
The rights and duties of „Distributor“ resulting from this SDEA may be transferred to third parties by „Distributor“ only after the prior written consent of „Muster Pharma“ has been obtained.
13.4
Written form
Changes and supplements to this agreement will only be effective if made in writing. This applies also to the possible renunciation of the necessity of the written form.

13.5
Severability clause
Should individual clauses of this SDEA 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 SDEA, if they have taken this aspect into consideration.

13.6
Appendices
All Appendices mentioned in this agreement are substantial parts of the agreement.
14.
Abbreviations

ADR
Adverse Drug Reaction

AE
Adverse Event

CA
Competent Authorities

CAPA
Corrective and Preventive Action
CIOMS
Council for International Organisations of Medicinal Sciences

CCDS
Company Core Data Sheet

CCSI
Company Core Safety Information 

CEO
Chief Executive Officer

DLP
Data Lock Point

EMA
European Medicines Agency

EURD
European Union Reference Dates

FUP
Follow Up

GVP
Good Pharmacovigilance Practice
ICH
International Conference on Harmonisation of Technical Requirements
ICSR
Individual Case Safety Report

INN
International Non-proprietary Name

MAH
Marketing Authorisation Holder

NCA
National Competent Authority

NIS
Non-Interventional Study

PAES
Post Authorisation Efficacy Study

PASS
Post Authorisation Safety Study 
PIL
Patient Information Leaflet

PSMF
Pharmacovigilance System Master File 

PSUR
Periodic Safety Update Report

PTC
Pharmaceutical-Technical Complaint

PV
Pharmacovigilance

QPPV
Qualified Person for Pharmacovigilance

RA
Regulatory Affairs

RMP
Risk Management Plan
RSI
Reference Safety Information 
SDEA
Safety Data Exchange Agreement

SmPC
Summary of Product Characteristics

SOP
Standard Operation Procedure

THMP
Traditional Herbal Medicinal Product

WEU
Well Established Use

WHO
World Health Organization

15.
Signatures 

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

	Parties
	„Muster Pharma“
	„Distributor“

	Name
	
	

	Title / Position
	CEO
	CEO

	City, Date
	
	

	Signature
	
	

	Name
	
	

	Title / Position
	QPPV
	PV responsible person

	City, Date
	
	

	Signature
	
	

	Name
	
	

	Title / Position
	
	

	City, Date
	
	

	Signature
	
	


APPENDIX I:
Products

	Product name
	
	

	Generic name (Active substance)
	
	

	Pharmaceutical form
	
	

	Product status1
	
	

	Authorisation procedure2
	
	

	MAH in Country
	
	

	Country
	
	


1 e.g. Medicinal product or Food supplement

2 WEU or THMP, if applicable

APPENDIX II:
Contact Details of the QPPV / PV responsible person 
	
	„Muster Pharma“
	„Distributor“ 
	“Service Provider”

	Name 
	
	
	

	Position
	
	
	

	Address 
	
	
	

	Tel. 
	
	
	

	Tel. (24h)
	
	
	

	Fax
	
	
	

	email
	
	
	


APPENDIX III:
Explications and Definition

Adverse Reaction (according to Dir. 2001/83/EC, Article 1, point 11): A response to a medicinal product which is noxious and unintended.

A valid case report contains the following information as a minimum:

1. an identifiable patient (e.g. initials, date of birth or age, or age group or sex,

2. an identifiable source (reporter), 

3. a suspected reaction (ADR) and

4. a suspected drug.

A serious ADR is defined as an ADR that

· results in death,

· is life threatening,

· requires inpatient hospitalisation or prolongation of existing hospitalisation,

· results in persistent or significant disability / incapacity

· results in a congenital anomaly / birth defect or

· is a medical important event that might jeopardise the patient.

APPENDIX IV:
CIOMS Form
Hinweis: Formular ist auf der CIOMS-Webseite abrufbar unter folgendem Link:
http://www.cioms.ch/index.php/cioms-form-i
APPENDIX V:
Process Flow Chart
(Vorschlag, firmenindividuell anpassen!)
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APPENDIX VI:
Reconciliation
NOTIFICATION Form
FROM: 
Distributor

TO: 

„Muster Pharma“ 

DATE:

RE: 

Reconciliation of Safety Information

Receipt and Transmission of ICSRs to „Muster Pharma“ according to section 3.2 (types of reports)
Were all ICSRs related to the Products, received or identified by Distributor during the period as indicated below transmitted to „Muster Pharma“?

Please complete: 

Period : from ________
 to _________,

( Yes, we confirm that the following ICSRs (intials and follow-ups) for the defined period have been reported to „Muster Pharma“. 

	Name of Product
	Date of 

Day 0
	Initial/FUP
	Date of Reporting

to „Muster Pharma“
	Distributors case No.
	Case No. „Muster Pharma“

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


( We confirm that no ICSR has been received or identified by “Distributor” for the defined period.

( Following ICSRs for the defined period have not been reported to „Muster Pharma“ and are attached.
	Name of Product
	Date of 

Day 0
	Initial/FUP
	Date of Reporting

to „Muster Pharma“
	Distributors case No.
	Case No. „Muster Pharma“
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