Pharmacovigilance Agreement
'One party is MAH in EEA or UK, and the other party MAH outside EEA or UK' set-up 

Drafting notes: 
· Throughout the document, „[EEA/UK MAH]” should be replaced with the name of the company who is the MA Holder of the product(s) in EEA/UK, and „[OUTSIDE EEA/UK MAH]” should be replaced with the name of the company who is the MA Holder of the product(s) OUTSIDE EEA/UK.
· Title Page and Introduction to be added as per individual Company model.
1. Definitions
Principal Agreement – [as listed in Appendix I] or [Include a reference that this Agreement is made pursuant to that certain [AGREEMNT NAME, PARTIES AND DATE], the “Principal Agreement”).]
Products/Product – all the products listed in Appendix I
Territory/Territories – all the territories listed in Appendix I
Appendix I – separate section where the territories and products are listed
Capitalized terms used, but not defined in this Agreement will conform to International Council on Harmonisation (“ICH”) guidelines and the Good Pharmacovigilance Practice (“GVP”) modules each as amended from time to time.  
Business Days - are generally defined as the weekdays (typically Monday to Friday) on which businesses and government offices are open and operational. This excludes weekends (usually Saturday and Sunday) and recognized public holidays in countries of the Parties.
Minimum criteria for reporting: For the purpose of reporting cases of suspected adverse reactions to competent authorities, the minimum data elements for a case are: an identifiable reporter, an identifiable patient, an adverse reaction, a suspect medicinal product.
Adverse event (AE) - Any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and which does not necessarily have to have a causal relationship with this treatment.
[bookmark: _Hlk208331797]Optional: Adverse drug reaction (ADR) - A response to a medicinal product which is noxious and unintended. Response in this context means that a causal relationship between a medicinal product and an adverse event is at least a reasonable possibility
For the purpose of this Agreement the definition of AE, to be collected and exchanged, shall also include [Optional: ADR and] the following (special) situations: 
• the use outside the terms of the marketing authorization, including overdose, off-label use, misuse, abuse and medication errors; 
• occupational exposure;
• lack of therapeutic efficacy;
• exposure during pregnancy and breastfeeding;
• suspected transmission of an infectious agent via a medicinal product;
Optional: • reports of suspected drug-drug or drug-food interaction;
Optional: • unexpected product benefit;
• AE related to quality defect or falsified medicinal product.
2. Review Cycle and Amendment
The Parties agree to review this Agreement and the processes contained herein, at a minimum of [please add frequency] years from Effective Date of this Agreement and make any necessary updates or amendments according to appropriate business practices and regulatory guidelines at that time. This Agreement may be amended only by mutual written agreement signed by both Parties.
Contact information provided in this document may be updated or changed only upon written notice to the other Party without the need of a formal amendment. 
Optionally: Changes to Appendix I should be communicated in a timely manner and in writing to the other Party. Both Parties will confirm the updates by dating and signing the updated Appendix I; a formal amendment to the Agreement is not required.
Changes that could impact the distribution of safety information (e.g. expedited and periodic safety reports) must be communicated without delay.
3. Case Exchange
In principle, [EEA/UK MAH] and [OUTSIDE EEA/UK MAH] are responsible for their own pharmacovigilance systems and reporting requirements in accord with applicable law. 
Each Party is responsible for the distribution of the safety information in its own company safety network. The language of all information and data exchanged between the Parties will be in English. Abbreviations will be spelled out. 
[bookmark: _Hlk208332913]Case exchange from [OUTSIDE EEA/UK MAH] to [EEA/UK MAH] shall be done [choose options as per company standard: e-mail or gateway in a format that complies with the international standard for the transmittal of electronic safety data such as E2B XML format]. If not possible by E2B XML then exchange will be done in Council for International Organizations of Medical Sciences ("CIOMS I”) format by e-mail or by fax (the latter only in case of technical issues with email transmission). [Optional part in Italics in case the current format is defined in the Appendix to avoid amendments of the PVA] The currently agreed format of exchange is defined in Appendix II.
The regulatory clock start date of the first receipt by the original recipient (i.e. Day Zero) of any AE report must be recorded on each report exchanged. This includes initial and all follow-up receipt dates. The date on which [OUTSIDE EEA/UK MAH] first becomes aware of a valid case, meeting the four (4) minimum reporting criteria for AE reporting, shall be considered the date of first receipt (Day Zero) and shall be the clock start date for regulatory reporting.
[Optional part in Italics in case EEA territory is concerned (because the other party needs cases for UK reporting)] Each Party will be responsible to download from EVPM ICSRs related to the Product(s) from their respective Territory according to their own processes and procedures.
[OUTSIDE EEA/UK MAH] agrees to provide [EEA/UK MAH] with all AE reports from the Territory, regardless of the source (including both healthcare professional and consumer reports) as defined in the table below [Optional part in Italics in case UK MAH is already covering this for EEA territory], with the following exemptions:
· ICSRs downloaded from EVPM will not be exchanged between the Parties.
· ICSRs downloaded from the Medical Literature Monitoring Service (MLM) will not be exchanged between the Parties.  
	Case exchange from [OUTSIDE EEA/UK MAH] to [EEA/UK MAH]

	Report type
	Timeline

	All serious reports
	X calendar days

	All non-serious reports
	X calendar days


3.1.  Follow-up information
[OUTSIDE EEA/UK MAH] shall follow its internal procedures for obtaining follow-up (FU) information.
For AE reports received by [OUTSIDE EEA/UK MAH], [OUTSIDE EEA/UK MAH] shall be responsible for obtaining follow-up information required for proper assessment of the case. 
Optional: This will include but is not limited to obtaining the minimum criteria for reporting, information on the patient´s age, or age group at the time of the event, when age information is not initially reported by the primary source.
This information will enable the MAH to track the use of medicinal products in populations like elderly or pediatric patients, and to identify potential safety signals specific to a particular population.
Follow-up data will be exchanged in the same manner as initial data, within the same format and timelines specified in "Case Exchange" Section.
3.2. Solicited Programs including non-interventional studies (NIS)
Optional: Both Parties shall have systems in place to ensure receipt of AE reports from solicited programs, including but not limited to patient support programs, market research, post marketing non interventional studies (NIS), surveys, registries and compassionate use programs, in their respective Territory(ies).
All applicable AE reports from any solicited program, will be provided by [OUTSIDE EEA/UK MAH] to [EEA/UK MAH] according to the format and timelines as specified in "Case Exchange" Section.
In case of a clinical trial with the Product(s) in the Territory, a separate pharmacovigilance agreement will be made, if relevant, or this Agreement will be amended.
3.3. Websites & Digital Media
[bookmark: _Hlk208337988]Each Party shall establish procedures to ensure that AEs received from such Party owned or sponsored sites/sources (e.g. website email portals or posting through Party-sponsored digital media) are exchanged according to the format and timelines as described in “Case Exchange” Section. For the avoidance of doubt, this requirement does not extend to websites or media that are not owned or sponsored by a Party.
Each Party shall screen its owned, financed and / or controlled websites or digital media to identify potential safety reports related to the Product(s) at intervals that allow the timely handling and reporting of safety reports.
3.4.  Reports from literature
Each Party is responsible for reviewing medical/scientific literature (indexed and non-indexed) for their respective Territory. 
Reports of published AEs from [OUTSIDE EEA/UK MAH]'s Territory will be provided by [OUTSIDE EEA/UK MAH] to [EEA/UK MAH] according to the format and timelines specified in "Case Exchange" Section.
3.5. Reports of exposure during pregnancy and breastfeeding
Optional: All reports relating to pregnancy (maternal or paternal exposure) and breastfeeding, with or without Adverse Events, where the foetus or infant, respectively, may have been exposed, shall be provided within the format and timelines as described in “Case exchange” Section.
3.6. Invalid Reports 
Reports which do not meet the four (4) minimal criteria for AE reporting as specified in ICH E2D and the EU GVP guidance modules, but contain at least (i) the suspected Product and (ii) an AE (including unspecified AEs) shall nevertheless be provided within the format and timelines as described in “Case exchange” Section.
4. Acknowledgement and Reconciliation
[EEA/UK MAH] shall provide acknowledgement of receipt for individual cases received from [OUTSIDE EEA/UK MAH], through email delivery confirmation or safety database acknowledgement when distribution is via E2B (if applicable), within two (2) business days of receipt.
A process of reconciliation of exchanged safety information will be performed on a [please add frequency] basis. [EEA/UK MAH] shall initiate the reconciliation process. [OUTSIDE EEA/UK MAH] shall query their database (if applicable) to ensure all case reports were exchanged without discrepancies between [OUTSIDE EEA/UK MAH] and [EEA/UK MAH].
If discrepancies are noted by either reconciliation or other means, the Parties shall handle the issues to resolution within [please add frequency]. [EEA/UK MAH] and [OUTSIDE EEA/UK MAH] shall keep records of all reconciliations.
5. Expedited Reporting
Each Party shall be responsible for the submission of expedited reports to their applicable regulatory authorities, in their respective Territory(ies), according to the safety data in their own safety database.
Each Party will make the determination as to whether a case report meets criteria for expedited reporting.
[EEA/UK MAH] shall be responsible for electronic regulatory submissions of serious case reports to EudraVigilance (EV) and/or Medicines and Healthcare products Regulatory Agency (MHRA) according to applicable law.
6. Periodic Reporting
Each Party is responsible for its own Territory for producing Periodic Safety Update Reports/ Periodic Benefit-Risk Evaluation Reports (“PSUR/PBRERs”).
7. Signal Detection
Each Party shall be responsible for signal management and other safety surveillance activities with respect to the Product(s) for its own Territory(ies). Should either Party become aware of a major safety issue (an issue requiring urgent safety restrictions or representing an emerging safety concern), relating to the Product(s) subject of this Agreement, that Party shall notify the other Party within one (1) business day.
8. Labeling
Maintenance and revision of the Reference Safety Information (“RSI”), ie Company Core Safety Information (“CCSI”) rests with each Party for their Territory.
9. Risk Management Program
Each Party shall be responsible for the preparation of, revisions to, and the submission, as applicable, of any Risk Management Plans (RMP), for the Product, where a RMP is required in each Party’s Territory. 
For the Product with a RMP that specifies a need for additional pharmacovigilance and/or additional risk minimization measures (aRMM) each company shall be responsible for the implementation in its own Territory and should notify each other if such activity is requested.
10. Training
Each Party shall be responsible for its own internal training on pharmacovigilance and its documentation for this Agreement to ensure that the provisions of this Agreement and all applicable laws are met.
11. Data Privacy and Data Protection
11.1. For the purposes of this Agreement:
Personal Information means any information relating to an identified or identifiable individual, including but not limited to health data, adverse event reports, contact details, and any other data processed in connection with pharmacovigilance activities. This definition aligns with Applicable Data Protection Laws.
Adverse Event Data means any information related to adverse reactions, medication errors, lack of efficacy, or other safety-related information about a drug, which may contain Personal Information.
Processing means any operation performed on Personal Information, including collection, use, disclosure, storage, modification, retention, or destruction.
Applicable Data Protection Laws means the laws that may be in force from time to time relating to data protection, privacy, security or any combination of those things, with regard to the Processing of Personal Information, including but not limited PIPEDA, any applicable provincial privacy laws in Canada, the GDPR, UK GDPR, UK Data Protection Act 2018, FADP and CCPA and all corresponding or equivalent national laws or regulations, as may be updated, modified or replaced from time to time.
Breach of Security Safeguards means the loss of, unauthorized access to, or unauthorized disclosure of Personal Information resulting from a breach of security measures, as defined under Applicable Data Protection Laws.
11.2. Compliance with Applicable Data Protection Laws
11.2.1. Each party, as an independent Controller, shall comply with Applicable Data Protection Laws when Processing Personal Information in connection with this Agreement. As separate controllers, each Party shall determine the purpose and means of processing of the personal data held under its control.  
11.2.2. The Parties shall implement necessary measures to ensure compliance with their respective obligations under Applicable Data Protection Laws.
11.2.3. In case the Parties may share or transfer personal data, each Party shall comply with their respective obligations in accordance with the applicable Data Protection Regulation and with the role assumed in the respective transfer.
11.3. Collection and Use of Personal Information
11.3.1. The Parties shall only collect and use Personal Information necessary to fulfill their respective pharmacovigilance obligations, such as monitoring drug safety, assessing risks, and complying with regulatory requirements.
11.3.2. Each party shall inform individuals (where required) of:
11.3.2.1. The purpose of data collection;
11.3.2.2. The legal basis for Processing under Applicable Data Protection Laws;
11.3.2.3. Any transfers of their Personal Information; and
11.3.2.4. Their rights regarding Personal Information, including access, rectification, and deletion where permitted.
11.3.3. Personal Information shall not be used for any purpose other than pharmacovigilance compliance.
11.4. Data Security and Confidentiality
11.4.1. Each Party shall implement reasonable and appropriate technical, administrative, and physical safeguards to protect Personal Information against unauthorized access, disclosure, alteration, or destruction.
11.4.2. Access to Personal Information shall be restricted to personnel who require it to fulfill pharmacovigilance obligations.
11.4.3. Each Party shall ensure that any subcontractors engaged in Processing comply with equivalent data protection and confidentiality obligations. 
11.5. Cross-Border Data Transfers
11.5.1. The Parties shall ensure that a transfer mechanism is in place prior to any Personal Information transfer as required by Applicable Data Protection Laws, which may include:
11.5.1.1. Implementing contractual safeguards, such as Standard Contractual Clauses (SCCs) where required under GDPR;
11.5.1.2. Conducting risk assessments to determine the adequacy of the recipient jurisdiction’s data protection laws; and
11.5.1.3. Implementing supplementary security measures where necessary, such as encryption and access controls.
11.5.2. The Parties shall inform individuals (where required) of any cross-border transfers of their Personal Information.
11.6. Data Retention and Destruction
11.6.1. Personal Information shall be retained only for as long as required to fulfill pharmacovigilance obligations and comply with regulatory requirements.
11.6.2. Upon expiration of retention periods, Personal Information shall be securely deleted or anonymized to recognized industry standards unless retention is required by law.
11.7. Breach Notification Obligations
11.7.1. In the event of a Breach of Security Safeguards, the affected Party shall:
11.7.1.1. Notify the other Party without undue delay,
11.7.1.2. Provide sufficient details to assess the scope, nature, and potential impact of the breach; and
11.7.1.3. Cooperate with the other Party in fulfilling legal and regulatory breach notification requirements.
11.7.2. The Parties shall maintain records of breaches and corrective actions taken.
11.8. Data Protection Audits and Compliance Monitoring
11.8.1. Each Party shall, upon request, provide documentation or evidence demonstrating compliance with this Section 11.
11.8.2. The Parties may conduct reasonable assessments of each other’s data protection practices, provided that such audits do not unreasonably disrupt business operations.
11.8.3. Each Party as separate controllers shall assume independently any complaint, demand, claim, civil damages, or action, imposed by the applicable data protection authority from unauthorized or improper use or processing of the personal data.
12. [bookmark: _Hlk190169973]Compliance 
Each Party is responsible to comply with this Agreement. Each Party is responsible for ensuring that local pharmacovigilance and drug safety regulatory requirements are met in its Territory.	
Each Party shall monitor its own compliance with the terms of this Agreement.	
Each Party may monitor the conduct of the other Party’s compliance with the provisions of this Agreement.
In case of non-compliance with the provisions set out in this Agreement, Corrective and Preventative Actions (CAPA) may be requested per each Parties compliance monitoring process. As/if required, the CAPA, addressing root cause for the deviation and corrective and preventive actions, should be provided as soon as possible but no later than [please add timeline].
13. Audits and Inspections
No more frequently than once [please add timeline], except in the case of a ‘for cause’ audit, each Party may conduct an audit of the other Party with respect to this Agreement following reasonable notice, but at least [please add timelines] in advance. Each Party agrees that any such audits shall be conducted during regular business hours and agree on the scope and duration of any such audit.  If either Party seeks to use the services of an authorized representative for conducting the audit, the authorized representative must be willing to comply with reasonable requirements of the audited Party, such as signing a confidentiality agreement. Any major and critical findings from audit results and the associated Corrective and Preventive Actions (“CAPA”) may be included in MAH’s PSMF until the CAPA is resolved.
In case of a regulatory authority inspection [ Optional significant ] findings and conclusions concerning this Agreement and Product and impacting the other Party shall be shared between the Parties.
Each Party may undergo regulatory inspections by a competent authority and may, upon their discretion, inform the other Party in advance. The Parties agree to provide any timely support to the other Party during an inspection, or afterwards in case there are any findings or conclusions concerning this Agreement.
14. Term and Termination
This Agreement shall come into force as of the Effective Date and shall continue in effect until: 
i. the expiration or earlier termination of the applicable Principal Agreement related to the Product(s); or 
ii. latest expiration date of any quantity of the Product(s) distributed under the applicable Principal Agreement(s), whichever occurs later. 
In addition to the above, this Agreement may be terminated in writing upon mutual agreement between the Parties.
15. Confidentiality
Option 1:
The provisions of this Agreement shall be subject to the confidentiality obligations of the Principal Agreement.
In addition, each Party may use or disclose Confidential Information as required by competent authorities, in order to comply with reporting obligations or any other applicable laws or regulations. Furthermore, each Party may report cases exchanged under this Agreement as well as evaluation reports for safety variations, safety signals, emerging safety issues or similar, to other third party companies with whom a party has a Pharmacovigilance Agreement in place for the same active ingredient. In any event, the Receiving Party shall only disclose that portion of the Confidential Information that it is legally required to disclose.
Option 2:
Each Party and/or its affiliated companies (“Disclosing Party”) may disclose its confidential and proprietary information to the other Party and or its affiliated companies (“Receiving Party”) in writing, orally, electronically, or otherwise ("Confidential Information"). Confidential Information includes, but is not limited to the existence and the terms of this Agreement.
The term "Confidential Information" shall not apply to:
i. information which is, or becomes part of the public domain through no act or failure to act on the part of the Receiving Party;
ii. information which is in the possession of the Receiving Party prior to the time of disclosure by the Disclosing Party, as evidenced by written records, and which is not the subject of any known restriction on disclosure imposed by a third party; and
iii. information which is lawfully disclosed to the Receiving Party by a third party having the right to make such disclosure and having no obligation of confidentiality with respect to the applicable information;
iv. information which is independently developed by the Receiving Party without use or reliance upon the Disclosing Party’s Confidential Information.
Unless this Agreement, or the Disclosing Party expressly allows otherwise in writing, the Receiving Party shall:
a. only use the Confidential Information to the extent that this is necessary for the purposes of, and for those matters undertaken pursuant to, this Agreement;
b. only disclose the Confidential Information to those of its and its Affiliates’ employees, consultants, and agents (together called “Permitted Recipients”) that have a need to know for the purposes of, and for those matters undertaken pursuant to, this Agreement; provided that such Permitted Recipients are bound to maintain the confidentiality of such Confidential Information in a manner consistent with the confidentiality provisions of this Agreement. The Receiving Party shall be responsible and liable for any breach of these provisions by any of its Permitted Recipient.
Notwithstanding the foregoing, each Party may use or disclose Confidential Information as required by competent authorities in order to comply with reporting obligations or as required by any other applicable laws or regulations. Furthermore, each Party may report cases exchanged under this Agreement as well as evaluation reports for safety variations, safety signals, emerging safety issues or similar, to other third party companies with whom a Party has a pharmacovigilance agreement in place for the same active ingredient as under this Agreement. In any event, the Receiving Party shall only disclose that portion of the Confidential Information that it is legally required to disclose.
At the request of the Disclosing Party, the Receiving Party shall, except as required by law or regulation, return or destroy all Confidential Information business information (but, for avoidance of doubt, excluding any cases exchanged under this Agreement as well as evaluation reports) of the Disclosing Party, provided that one (1) copy may be retained by the Receiving Party for record purposes and to demonstrate its compliance with this Agreement. For avoidance of doubt, such record copy shall remain subjected to the confidentiality obligations herein.
The obligations of confidentiality and non-use set forth in this Agreement shall survive the expiration or termination of this Agreement by a period of ten (10) years.
16. [bookmark: _Hlk190169533]Dispute Resolution, Jurisdiction and Governing Law
[If there’s a Principal Agreement] This Agreement shall be governed by and construed in accordance with the laws which govern the Principal Agreement without regard to any conflict of laws principles, and the Parties submit to the jurisdiction and dispute resolution provisions as set forth in the Principal Agreement.
The Parties shall first endeavor to settle amicably any dispute arising out of the interpretation or performance of this Agreement. In case no amicable settlement of the dispute can be reached within a reasonable timeframe, then the dispute shall be resolved in accordance with the relevant dispute resolution provisions set forth in the Principal Agreement  
[Or if no Principal Agreement:] This Agreement and any disputes arising out of or relating to this Agreement will be governed by, construed and interpreted in accordance with the laws of [the State of New York, USA or England and Wales or Switzerland], without regard to any choice of law principle that would require the application of the law of another jurisdiction. The sole and exclusive jurisdiction and venue for any dispute arising out of this Agreement shall be the [City of New York, New York or London, England or Zurich, Switzerland], and the parties agree not to raise, and waive, any objections or defenses based upon venue or forum non conveniens.
17. Subcontractors; Affiliates; Assignment.  
Option 1 (If there’s a Principal Agreement):
Each Party may, at its own sole discretion, subcontract any of its obligations under this Agreement to a third party. The Party subcontracting such obligations shall remain fully responsible and liable for the subcontractor’s compliance with this Agreement and any acts and omissions of such subcontractor. This Agreement and the rights and obligations hereunder may only be assigned in connection with a permitted assignment of the applicable Principal Agreement
Option 2 (If there’s no Principal Agreement):
Each Party may, at its own sole discretion, subcontract any of its obligations under this Agreement to a third party. The Party subcontracting such obligations shall remain fully responsible and liable for the subcontractor’s compliance with this Agreement and any acts and omissions of such subcontractor. 
Each Party shall be permitted, without the consent of the Other Party, to assign this Agreement to its Affiliates or to perform this Agreement, in whole or in part, through its Affiliates, and Each Party may also assign this Agreement, without the consent of the other Party, to any successor or Third Party that acquires all or substantially all of its assets to which this Agreement relates by sale, transfer, merger, reorganization, operation of law or otherwise; provided that notification is given to the non-assigning party (via email is sufficient) of the assignment and the assignee agrees in writing to be bound to the terms and conditions of this Agreement.
18. Entire Agreement. 
This Agreement, together with the Exhibits and Appendices hereto, and the Principal Agreement contains the entire agreement between the Parties hereto and supersedes any agreements between them with respect to the subject matter hereof. For avoidance of doubt, any pharmacovigilance provisions contained in separate agreements between MAH and manufacturer/supplier of the Product will continue to apply. In the event of any conflict between the terms and conditions of this Agreement and the terms and conditions of the Principal Agreement, the safety data and pharmacovigilance provisions included in this Agreement shall prevail over any provisions of the Principal Agreement. All of the other provisions of the Principal Agreement, including, but not limited, anti-corruption laws, duration, liability and termination provisions, shall prevail over the provisions of this Agreement.
