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HCV PROGRAM AGREEMENT

This HCV Program Agreement (“Agreement”) is made effective as of ________ __, 20__ (“Effective Date”) by and between Gilead Sciences Ireland UC, an Irish corporation having its principal place of business at IDA Business & Technology Park, Carigtohill, Co. Cork, Ireland (“Gilead”), and Georgia, represented by the Ministry of Labour, Health and Social Affairs of Georgia (the “MOH”).

BACKGROUND

A. Gilead is a company engaged in the business of developing and commercializing pharmaceutical products for unmet medical need, including for the treatment of Hepatitis C Infection (“HCV”).
B. MOH is a an competent  governmental agency from Georgian side governmental agency charged with regulating the healthcare system, labor issues and social security system in the Republic of Georgia and among other things, ensures provision of good medical and public health services to the population of Georgia.
C. The Centers for Disease Control and Prevention of the United States (“CDC”) is a leading national public health institute with the primary objective to protect public health and safety through the control and prevention of disease.

D. Gilead and MOH previously entered into that certain Memorandum of Understanding dated as of April 21, 2015, as amended (the “MOU”) pursuant to which Gilead supplied certain of its proprietary pharmaceutical products for the treatment of HCV to the MOH as part of an initial phase of an overall Program, the primarily objective of which is to eradicate HCV from the Republic of Georgia (as defined below).
E. Gilead and MOH wish to enter into this Agreement in order to set forth a framework under which Gilead and the MOH will continue to perform the Program with participation from the CDC.
NOW, THEREFORE, the parties agree as follows:

Article 1 
PROGRAM
1.1 Program.  
1.1.1 Generally.  During the term of this Agreement, subject to the terms and conditions of this Agreement and the oversight and review of the Oversight Committee (OC), MOH shall perform activities related to the (a) testing of individuals in the Republic of Georgia to identify Patients infected with HCV and (b) treatment of Patients within the Republic of Georgia that are infected with HCV, including the creation of infrastructure to accomplish the foregoing, all with the aim of eliminating the number of Patients infected with HCV in the Republic of Georgia (the “Program”).  For purposes of the Program, elimination of the HCV shall be deemed accomplished at such time that the incidence of HCV within the Republic of Georgia is at or below one percent (1%).

1.1.2 Gilead Obligation.  In connection with the Program, Gilead agrees to supply one or more of its pharmaceutical products for the treatment of HCV (“Products”).  As of the Effective Date, Products shall mean the pharmaceutical formulations sold under the brand names Sovaldi® and Harvoni®.  In addition, Gilead is awaiting receipt of marketing approval for Gilead’s pharmaceutical product consisting of sofosbuvir and velpatasvir (“Sof/Vel”).  Following receipt by Gilead of Sof/Vel, Sof/Vel shall be deemed a Product hereunder, and supplied to MOH to the extent set forth on, and pursuant to, the Product Supply Schedule. 
1.2 Program Plan.  The Program shall be carried out in accordance with the plan set forth in Exhibit A, attached hereto (the “Program Plan”), which among other things, outlines screening criteria, data collection, and Patient selection criteria.  The Oversight Committee (OC) shall establish and approve updates and modifications to the Program Plan on an on-going basis, as set forth in Article 2, including upon receipt of marketing approval for Sof/Vel in the Republic of Georgia. 
1.3 Performance.  
1.3.1 Applicable Laws.  MOH shall use its best efforts to achieve the objectives of the Program within the timelines set forth in the Program Plan.  MOH shall perform the Program in accordance with all applicable laws, rules and regulations in Georgia. The parties acknowledge and agree that MOH is committed to, and anticipates, treating Patients infected with HCV with the Product under the Program in a manner consistent with the Product label or treatment protocols that have been approved by the applicable regulatory authority in the Republic of Georgia, and in distributing the Product to Patients shall provide any additional documentation as may be required by such regulatory authority (e.g., local translations of Product documentation as provided by Gilead).  MOH agrees to monitor each Patient that initiates and/or completes treatment for HCV with Product supplied under this Agreement to determine the outcomes of such treatment. 
1.3.2 Certain Restrictions.  MOH agrees to distribute Product (a) only within the Republic of Georgia; (b) to Patients  who will receive the Product at no cost; and (c) only for the treatment of HCV (whether mono-infected or co-infected, provided in each case that such treatment is consistent with the Product label and available data therefor). For purposes of this Agreement, the term “Patient” shall mean individuals that (i) are infected with HCV, (ii) reside within the Republic of Georgia, and (iii) possess a Georgian passport.  Notwithstanding the forgoing, Gilead acknowledges that MOH is currently treating individuals infected with HCV that reside in the Russian occupied regions of Georgia, Abkhazia and South Ossetia, and that possess territory neutral passports (“Neutral Passport Holders”).  MOH and Gilead agree that as of the Effective Date, Neutral Passport Holders shall be deemed “Patients” under this Agreement and screened and treated as part of the Program unless and until the OC determines otherwise.
1.3.3 Screening Criteria.  The MOH shall be permitted to establish screening criteria, which may be amended from time to time, in order to prioritize Patients eligible to receive Product in connection with Program (the “Screening Criteria”). The Screening Criteria used by the MOH shall be disclosed to Gilead in Monthly Reports, as well as MOH’s rationale for establishing such Screening Criteria.  Notwithstanding the foregoing, Gilead will be permitted to meet with patient advocacy groups and other organizations to assess any perceived discrimination associated with certain Patient groups being denied access to Product as a result of such Screening Criteria.  The Screening Criteria, as well as any perceived discrimination identified by Gilead, shall be assessed on an on-going basis by the OC.   MOH agrees to address in good faith any discrimination identified by Gilead as a result of MOH’s implementation of any Screening Criteria.  Both parties hereby acknowledge their mutual goal to eliminate all Screening Criteria over time, as the Program progresses and as Product supply may increase (in accordance with this Agreement).
1.3.4 Program Integrity and Patient Compliance Plan.  MOH shall implement a plan agreed to by Gilead, the primary purpose of which will be to minimize the possibility of diversion of Product outside of (a) the Program and/or (b) the Republic of Georgia (the “Program Integrity and Patient Compliance Plan”).  The parties acknowledge that they have agreed to a Program Integrity and Patient Compliance Plan under the MOU, which such Program Integrity and Patient Compliance Plan will be reviewed by the parties periodically hereunder, and updated as agreed by OC to achieve the goals set forth in in this Section 1.3.4 above. Unless the Program Integrity and Patient Compliance Plan specifies otherwise, Patients within the Program shall receive only one bottle (28 ct. tablets) of Product for each month of treatment. 

1.4 Subcontracting.  MOH may subcontract such portion of the Program to any person or entity which has all of the necessary technical expertise and qualifications.  Upon request by Gilead MOH shall provide verification of said technical expertise and qualifications.  Before allowing any subcontractor to begin performing services hereunder, MOH shall enter into an agreement with such subcontractor that protects Gilead’s rights and interests to at least the same degree as this Agreement.  MOH shall be responsible for the direction and coordination of the services of each subcontractor. Gilead’s consent to a subcontractor shall not in any way relieve MOH of any duty or responsibility under this Agreement. 

1.5 Data.  MOH agrees to capture data from the Program, including the data points specified on Exhibit B, (the “Program Data”) in accordance with this Section 1.5.  MOH shall maintain and organize all Program Data in a centralized informatics system (the “Program IS”).  Gilead may provide support with respect to constructing and/or maintaining the Program IS as determined by the OC.  MOH agrees to allow Gilead or its designee to access the Program IS at any time.  MOH shall ensure all Program Data is collected and maintained in accordance with all applicable laws, including privacy laws, and that all necessary informed consents, if any, are properly obtained, and obtained in such a manner to permit MOH to share Program Data with Gilead and CDC in accordance with the terms of this  Agreement.  Gilead will have the right to use such Program Data for any internal purpose and shall have the right to publish such Program Data in accordance with Section 4.4 below.
1.6 Reporting.  
1.6.1 General.  Without limiting any other provisions of this Agreement, each party shall keep the other reasonably informed through the OC as to the progress of its activities under the Program and provide such reports and information with respect thereto as designated by the Operating Committee.  MOH shall promptly notify Gilead if it anticipates material deviations from the then-current Program Plan and shall discuss in good faith and keep such other parties informed as to any corrective actions that it believes are necessary to address such deviations.  In addition, periodically throughout the term of this Agreement as reasonably requested by Gilead, MOH will provide Gilead with a summary of any material outcomes associated with, or observed with respect to, the implementation of the Program Integrity and Patient Compliance Plan, including whether MOH, to the best of its knowledge, has become aware of any diversion of Product outside of the Republic of Georgia.
1.6.2 Monthly Reports.  MOH agrees to submit to Gilead monthly reports summarizing (a) its general activities under the Program Plan during the previous month (including with respect to prevention), (b) the number of Patients screened for HCV, (c) the number of Patients initiating or undergoing treatment, (d) the number of Patients that have completed treatment, (e) the number of Patients free of hepatitis C virus 12 weeks post treatment completion, (f) efforts undertaken by the MOH to prevent the transmission of HCV, (g) current Screening Criteria used by MOH, including MOH’s rationale for such Screening Criteria, and (f) any other information reasonably requested by Gilead or otherwise agreed by the OC to be included in such monthly reports (each a “Monthly Report”).  Gilead may use and disclose the reports provided by MOH (and the information contained therein) as well as any Program Data for any purpose.
1.6.3 Annual Epidemiology Report.  As part of the Program, the MOH will monitor the general epidemiology of HCV within the Republic of Georgia.  In addition to Monthly Reports, MOH agrees to submit to Gilead on an annual basis the overall epidemiology of HCV within the Republic of Georgia identifying specifically any changes in such HCV epidemiology during the course of the Program.  
1.7 General Audit.   MOH agrees that Gilead shall have the right, from time to time, upon written notice to MOH, to conduct an audit of MOH’s, policies, books, records and accounts to verify its general compliance with the provisions of this Agreement and to monitor the progress of the Program.  MOH agrees to cooperate fully with Gilead in connection to any investigation or audit relating to this Agreement.  

Article 2 
GOVERNANCE

2.1 Operating Committee.  Gilead, MOH and CDC will form an Operating Committee (the “OC”) to oversee the Program such that the objectives of the Program are achieved, all as described in more detail below.  

2.2 Responsibilities.  The OC shall be responsible for: 
2.2.1 overall oversight and coordination of the parties under this Agreement; 
2.2.2 monitoring the Program and reviewing and approving any modifications to activities set forth in the Program Plan; 
2.2.3 assessing  Screening Criteria, with the goal of establishing medical efficiency and ultimately eliminating Screening Criteria over time;

2.2.4 reviewing and approving Program Data to be included in the Program IS; 
2.2.5 reviewing and approving any updates or changes to the Product Supply Schedule, with the goal of increasing supply of Product as the MOH is able (through its clinics) to increase its capacity to treat Patients with HCV in accordance with the Program Plan and capture Program Data within the Program IS; 
2.2.6 identifying resources necessary to establish a mutually agreeable Program IS;

2.2.7 monitoring implementation and on-going enhancement of the Program IS;

2.2.8 identifying and monitoring (i) strategies to prevent HCV transmission and (ii) implementation of infection control practices;

2.2.9 facilitating access to, and the exchange of, data, information, materials and results between Gilead, MOH and CDC in relation to the Program; 
2.2.10 identifying specific projects within the Program that may be funded in whole or in part by Gilead; and

2.2.11 resolving disagreements between Gilead, MOH and the CDC.

2.3 Membership.  The OC shall be comprised of two representatives each from Gilead, the CDC and MOH.  The current members of the OC are set forth on Exhibit C.  Any party may replace its respective OC members at any time with prior notice to the other parties.  Unless otherwise agreed by the parties, Gilead shall appoint one of its members of the OC to coordinate and chair the meetings for the OC (the “OC Coordinator”).  The OC Coordinator shall be responsible for (a) coordinating and preparing the agenda and ensuring the orderly conduct of the OC’s meetings, (b) attending (subject to below) each meeting of the OC, and (c) preparing and issuing minutes of each meeting within 30 days thereafter accurately reflecting the discussions and decisions of the OC.  The OC Coordinator shall provide an agenda along with appropriate information for such agenda reasonably in advance (to the extent possible) of any meeting of the OC.  In the event any member of the OC from any party is unable to attend or participate in any meeting of the OC, such party may designate a substitute member for the meeting.  
2.4 Meetings.  Unless otherwise agreed by the parties, the OC will meet at least quarterly or as otherwise agreed by the parties during the term of the Program.  Such meetings may be held in-person, by teleconference or otherwise.  Each party shall be responsible for its own expenses relating to such meetings.  As appropriate, other representatives of each party may attend OC meetings as observers.  Any party may also call for special meetings to resolve particular matters requested by such party.

2.5 Decision Making.  Decisions of the OC with respect to the matters described herein shall be made only by consensus of the representatives from Gilead and the MOH.  Neither the MOH nor Gilead will have any right to submit to arbitration, or any other court or body of competent jurisdiction, any disagreement or other dispute that may arise between members of the OC.  

2.6 Agreement with CDC. Gilead and MOH acknowledge and agree that the CDC has a general role in overseeing the implementation of the Program Plan.  MOH agrees to enter into a written commitment with the CDC that permits the CDC to participate in meetings of the OC consistent with the terms set forth in this Article 2, and that allows the CDC to provide supervision on matters such as infection control and Program Data management in connection with MOH’s performance of the Program.
PRODUCT SUPPLY
2.7 Product Supply Schedule.  Gilead will provide Product to MOH in order for MOH to conduct the Program.  MOH shall use the Product only within the Republic of Georgia and for the sole purpose of conducting the Program.  Gilead will supply Product under this Agreement as specified in the schedule set forth on Exhibit D, as may be updated from time to time as determined by the OC (the “Product Supply Schedule”).  Gilead will be responsible for supplying Product only to the extent set forth in the Product Supply Schedule (as updated from time to time as agreed by the OC in accordance with Section 2.5) and in accordance with the terms set forth in this Article 3.  At such time that the OC agrees to modify the Product Supply Schedule, the parties will execute a written document referencing this Agreement that sets forth the particulars of such agreement by the OC.
2.8 Forecasts.  MOH agrees to submit to Gilead a rolling 12 month forecast at the beginning of each calendar month, setting forth its anticipated requirements for Product on a month by month basis.
2.9 Product Orders; Lead Times.  MOH will submit a written order to Gilead for all Product requested hereunder on a mutually agreed upon form.  All such orders will be consistent with then current Product Supply Schedule.  MOH will place orders for Product in minimum quantities of 1,000 bottles per order and will provide for a 180-day lead time.  Without limiting the foregoing, Gilead will use its commercially reasonable efforts to supply Product hereunder as promptly as possible.  
2.10 Delivery.  All Product shipments will be delivered CIP (Incoterms 2010) to Tbilisi International Airport, Republic of Georgia (the “Destination”).  Gilead will select the carrier, and bear the expenses for the delivery of Product to the Destination, including transportation and insurance costs.  Title to and risk of loss for Products will transfer to MOH upon delivery at the Destination. MOH shall coordinate and otherwise be responsible for all other expenses and matters associated with the importation and distribution of Product within the Republic of Georgia, including all taxes, duties, customs, and clearances with respect to Product following delivery at the Destination.  MOH is also responsible for observing the recommended storage and transportation conditions of the Product as per the instructions set out in the Product labeling.
2.11 Other Costs.  If agreed by the OC, Gilead will fund specific projects identified under the Program Plan.  In such case the MOH and Gilead will enter into a separate written agreement setting forth the specific payment obligations of Gilead and the terms associated with such payment obligations. 

Article 3 
CONFIDENTIALITY

3.1 Confidentiality; Exceptions.  Except to the extent expressly authorized by this Agreement or otherwise agreed by the parties in writing, during the term of this Agreement and for 5 years thereafter, the parties agree that the they shall keep confidential and shall not publish or otherwise disclose or use for any purpose other than as provided for in this Agreement any confidential or proprietary information or materials furnished to it by the other parties pursuant to this Agreement (collectively, “Confidential Information”).  The terms of this Agreement and the existence of this Agreement shall be deemed the Confidential Information of the parties hereto.  Notwithstanding the foregoing, Confidential Information shall not be deemed to include information or materials to the extent that such information or material:

3.1.1 was already known to or possessed by the receiving party, other than under an obligation of confidentiality;

3.1.2 was generally available to the public or otherwise part of the public domain at the time of its disclosure to the receiving party;

3.1.3 became generally available to the public or otherwise part of the public domain after its disclosure and other than through any act or omission of the receiving party in breach of this Agreement;

3.1.4 was independently developed by the receiving party as demonstrated by documented evidence prepared contemporaneously with such independent development; or

3.1.5 was disclosed to the receiving party, other than under an obligation of confidentiality, by a third party who had no obligation to the disclosing party not to disclose such information to others.

3.2 Authorized Use and Disclosure.  Each party may use and disclose Confidential Information of the other parties as follows: (a) under appropriate confidentiality provisions substantially equivalent to those in this Agreement, in connection with the performance of this Agreement; and (b) as required by applicable law; provided, however, that if a party is required by law to make any such disclosure of any other party’s Confidential Information it will, except where impracticable for necessary disclosures, give reasonable advance notice to the disclosing party of such disclosure requirement and will use its reasonable efforts to secure confidential treatment of such Confidential Information required to be disclosed.

3.3 Confidential Terms.  Each party agrees not to disclose to any third party the terms and conditions of this Agreement without the prior approval of the other parties, except to advisors (including consultants, financial advisors, attorneys and accountants), and others on a need to know basis.

3.4 Publication. Gilead shall have the right to publish any aspect of the Program, including all Program Data, as reasonably determined by Gilead.  Prior making any such publication, Gilead will notify MOH thereof.  In addition, MOH shall have the right to publish and make public disclosures with respect to the Program or Program Data, provided that Gilead shall be given the opportunity to review any such proposed publication prior or public disclosure.  MOH shall provide to Gilead a copy of the proposed publication or public disclosure no less than forty-five (45) days prior to its intended submission for publication.   Gilead shall incorporate Gilead’s comments on the proposed material.  In addition, MOH agrees to remove any Confidential Information of Gilead identified by Gilead.  

Article 4 
REPRESENTATIONS, WARRANTIES AND COVENANTS; INDEMNIFICATION

4.1 General Representations and Warranties.  Each party represents and warrants to the other that:

4.1.1 it is duly organized and validly existing under the laws of the jurisdiction of its incorporation or formation, and has full corporate power and authority to enter into this Agreement and to carry out the provisions hereof;

4.1.2 it is duly authorized to execute and deliver this Agreement and to perform its obligations hereunder, and the individual executing this Agreement on its behalf has been duly authorized to do so by all requisite corporate action; and
4.1.3 this Agreement is legally binding upon it and enforceable in accordance with its terms.  The execution, delivery and performance of this Agreement by it does not conflict with any agreement, instrument or understanding, oral or written, to which it is a party or by which it may be bound, nor violate any material applicable law.

4.2  Anticorruption.

4.2.1  Each party represents and warrants that neither it, nor any of its affiliates, subsidiaries, nor any of their respective directors, officers, employees, agents or other persons or entities acting on its behalf (all the foregoing collectively “Representatives”), has taken any action, directly or indirectly, that would result in a violation by such persons of the Foreign Corrupt Practices Act of 1977, as amended (such act, including the rules and regulations thereunder, the “FCPA”), the UK Bribery Act of 2010 (“Bribery Act”) or any other applicable anti-corruption laws, rules or regulations (collectively, “Anti-Corruption Laws”).

4.2.2  Each party represents and warrants that it and all of its Representatives have conducted and will conduct their operations in compliance with Anti-Corruption Laws.  Each party represents and warrants that it has will have necessary procedures in place to prevent bribery and corrupt conduct by it and its Representatives.  Each party shall immediately notify the other parties if such party has any information or suspicion that there may be a violation of the Anti-Corruption Laws in connection with the performance of this Agreement. Without limiting the foregoing, each party hereby covenants that it will promptly notify the other parties in the event it becomes aware that any of its Representatives is in violation of any Anti-Corruption Law with respect to the performance of this Agreement. 

4.3 Disclaimer of Warranties.  EXCEPT AS SET FORTH IN THIS ARTICLE 5, GILEAD EXPRESSLY DISCLAIM ANY WARRANTIES OR CONDITIONS, EXPRESS, IMPLIED, STATUTORY OR OTHERWISE, WITH RESPECT TO THE SUBJECT MATTER OF THIS AGREEMENT, INCLUDING ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.

4.4 Indemnification.  Each party will defend, indemnify and hold harmless each of the other parties from and against any and all losses, liabilities, damages, expenses and costs (including reasonable attorney’s fees) (“Losses”) resulting from third party claims, demands, suits or proceedings arising out of the potentially indemnifying party’s actual or alleged material breach of this Agreement or its negligence, recklessness or willful misconduct in the course of activities carried out in connection with this Agreement.  Each party will notify the potentially indemnifying party promptly upon learning of a claim, demand, suit, or proceeding that might give rise to a Loss, and the potentially indemnifying party may control defense and settlement thereof provided it does so diligently, in good faith, and using reasonably experienced counsel with expertise in the relevant field.  The potentially indemnified party will reasonably cooperate in such defense and/or settlement at the potentially indemnifying party’s request and expense and may participate at its own expense using its own counsel.  
4.5 Limitation of Liability.  GILEAD SHALL NOT BE LIABLE FOR ANY CONSEQUENTIAL, INCIDENTAL, SPECIAL, PUNITIVE OR INDIRECT DAMAGES IN CONNECTION WITH THIS AGREEMENT WHETHER FORESEEABLE OR NOT, AND WHETHER ARISING IN CONTRACT, TORT, OR NEGLIGENCE.  

Article 5 
TERM AND TERMINATION

5.1 Term.  The term of this Agreement shall commence on the Effective Date and shall continue until the earlier of (a) completion of the Program (i.e. elimination of HCV in the Republic of Georgia, as set forth in Section 1.1.1) and (b) 10 years following the Effective Date, unless otherwise terminated in accordance with this Article 6.
5.2 Termination for Breach.  Each party will have the right to terminate its involvement in this Agreement in the event any other party materially breaches this Agreement, and such breach shall have continued for sixty (60) days after notice thereof was provided to the breaching party by the non-breaching party.  Any such termination shall become effective at the end of such sixty (60) day period unless the breaching party has cured any such breach prior to the expiration of the sixty (60) day period. Notwithstanding the foregoing, each party will have the right to terminate this Agreement in the event any other party is in breach of Section 5.2, with such termination having immediate effect upon such non-breaching party’s notice to the other parties hereto.
5.3 General Effects of Expiration or Termination.

5.3.1 Accrued Obligations.  Expiration or termination of this Agreement for any reason shall not release either party of any obligation or liability which, at the time of such expiration or termination, has already accrued to the other party or which is attributable to a period prior to such expiration or termination. If MOH is the breaching party, then Gilead will not be obligated to continue to supply Product following termination of this Agreement, except to the extent necessary for Patients who are receiving therapy with Product at the time of the termination to complete their prescribed course of therapy with Product in accordance with the Product’s approved label or treatment protocols.  
5.3.2 Non-Exclusive Remedy.  Notwithstanding anything herein to the contrary, termination of this Agreement by a party shall be without prejudice to other remedies such party may have at law or equity.

5.3.3 General Survival.  Articles ______ and Sections ________ shall survive expiration or termination of this Agreement for any reason.    Except as otherwise provided in this Article 6, all rights and obligations of the parties under this Agreement shall terminate upon expiration or termination of this Agreement for any reason.

MISCELLANEOUS

5.4 Drug Safety Reporting.
5.4.1  MOH will report all safety information in English to Gilead, on the reporting form provided by Gilead from time to time, which includes, but is not limited to, all adverse events (“AE”), serious adverse events (“SAE”), or Special Situation Reports (reference Exhibit E for definitions) of which MOH becomes aware during the term of this Agreement within one business day of becoming aware of such report.  Any reports addressed to Gilead should be sent to the attention of:

Gilead Sciences, Inc.

Drug Safety & Public Health

333 Lakeside Dr.

Foster City, CA 94404

Fax: 650.522.5477

Tel: 650.522.5114

E-mail: Safety_FC@gilead.com

5.4.2 With all reports, where the contact is not a healthcare provider, MOH will provide Gilead with the contact details of the relevant healthcare professional wherever possible, in order that medical confirmation and causality can be determined.

5.4.3 Upon Gilead’s request MOH will provide Gilead with all reasonable assistance in obtaining any further information required by Gilead to perform medical assessments of any safety information.  Gilead will send any such request for additional information to MOH’s appointed representative, to be identified promptly following the Effective Date (and in any event prior to the first shipment of Product hereunder).

5.4.4 The parties agree that MOH will be responsible for any regulatory reporting obligations that arise from the receipt and processing of the individual case reports received in Georgia and Gilead or its third party designee will manage reporting obligations to meet worldwide regulatory reporting requirements.

5.4.5 Each calendar quarter and upon expiry or termination of this Agreement MOH will provide a summary of all safety information that MOH has sent to Gilead, for reconciliation purposes, on the form provided to:  standards.&collaborationsDSPH@gilead.com.

5.4.6 Gilead will provide, at mutually agreeable times, training materials for MOH on the safety reporting requirements.  All employees involved in the program must complete the training and the certification at least annually.  Training certificates should be forwarded by e-mail to Gilead Standards and Collaborations: standards.&collaborationsDSPH@gilead.com.

5.5 Governing Law; Arbitration.  This Agreement will be governed by and construed in accordance with the laws of England and Wales, without regard to any conflict of laws provisions.  The parties agree that any dispute or controversy arising out of, in relation to, or in connection with this Agreement, shall be finally settled by binding arbitration in London, England under the then current rules of the International Chamber of Commerce by three (3) arbitrators appointed in accordance with such rules.  The decision of the arbitrator shall be final, conclusive and binding on the parties.  Judgment may be entered on the arbitrator’s decision in any court of competent jurisdiction.  The written decision of the panel of arbitrators shall be final, conclusive, and binding on the parties and may be enforced in any court of competent jurisdiction.  Each 9arty shall bear its own costs in respect of the arbitration, including administrative and arbitrator’s fees.

5.6 Other.  This Agreement constitutes the entire and only agreement between the parties relating to the subject matter hereof, and supersedes all prior negotiations, representations, agreements and understandings with respect to such subject matter.  Gilead and MOH hereby acknowledge that as of the Effective Date, the MOU is expired pursuant to Section 10 thereof. No agreements altering or supplementing the terms hereof may be made except by means of a written document signed by the duly authorized representatives of each party.  Nothing in this Agreement shall be construed to grant to MOH any license to use Gilead’s name trademarks, or logo, in any format.  All obligations of the parties with respect to the subject matter set forth herein are set forth in this Agreement.  Each party agrees to perform its obligations under this Agreement in accordance with all applicable laws, rules and regulations.  No party may transfer or assign this Agreement to a third party without the prior written consent of the other party, except that Gilead may transfer or assign this Agreement to an affiliate of Gilead without prior written consent from the other party.

5.7 IN WITNESS WHEREOF, the parties have executed this Agreement in duplicate originals by their duly authorized representatives as of the Effective Date.

Ministry of Labour, Health

Gilead SCIENCES ireland uc
and social affairs of georgia
By: 

By: 

Name: 

Name: 

Title: 

Title: 

EXHIBIT B
Program Data - Data Points

· Gender

· Age

· Religion

· Region in which Patient resides/Prison population

· Genotype

· Stage of liver disease

· Mode of transmission

· Intravenous drug use?

· Alcohol use

· HIV Infected?

· Other co-infections

· Other risk factors?

· Date Screened

· Treatment regimen used (e.g., Harvoni, Sovaldi, Ribaviron)

· Treatment Start Date

· Treatment End Date
· Results of blood screens (viral testing)
· Cured based on 12 week SVR

· Treatment failures
Exhibit C
Members of the OC
For Gilead:

[To be included]
For MOH:
[To be included]

EXHIBIT D

Product Supply Schedule
Gilead agrees to supply during the calendar year 2016, up to 90,000 bottles (28 ct.) of Sovaldi® and Harvoni® to treat up to 30,000 Patients infected with HCV in the Republic of Georgia.  
[Details of Product supply to be discussed]

EXHIBIT E

Drug Safety Definitions

Abuse: Persistent or sporadic intentional excessive use of a Medicinal Product by a patient or Clinical Trial subject.

Adverse Event (“AE”): Any untoward medical occurrence in a patient or clinical investigation subject administered a medicinal product and which does not necessarily have to have a causal relationship with this treatment. An Adverse Event (AE) can therefore be any unfavourable and/or unintended sign (including an abnormal laboratory finding, for example), symptom, or disease temporally associated with the use of a medicinal product, whether or not considered related to the medicinal product.  AEs may also include pre- or post-treatment complications that occur as a result of protocol mandated procedures, lack of efficacy, Overdose or drug Abuse/Misuse reports. Pre-existing events that increase in severity or change in nature during or as a consequence of participation in the clinical study shall also be considered AEs.

Adverse Reaction (“AR”): An untoward medical occurrence (unintended or noxious responses) considered causally related to an investigational or authorized medicinal product at any dose administered. Adverse Reactions may arise from Medication Errors, uses outside what is foreseen in the protocol or prescribing information (off-label use), Misuse and Abuse of the product, Overdose or Occupational Exposure where applicable.

Lack of Effect Report: A report of a situation where there is apparent failure of the medicinal product or medical technology to bring about the intended beneficial effect on individuals in a defined population with a given medical problem, under ideal conditions of use. NOTE: Lack of Effect reports from Clinical Studies refer to situations where the product is administered within the authorized indication and use.
Medication Error: Any unintentional error in the prescribing, dispensing or administration of a medicinal product while the medication is in the control of a healthcare professional, patient or consumer.
Misuse: Use of a medicinal product that is intentional and inappropriate and not in accordance with its authorized product information. 
Occupational Exposure: Exposure to a medicinal product as a result of one’s professional or non-professional occupation.

Off-label Use: Where a medicinal product is intentionally prescribed by a Health Care Professional for a medical purpose not in accordance with the authorized product information with respect to indication, dose or patient population (e.g. the elderly). NOTE: Off- Label Use will not apply in Clinical Studies.
Overdose: Administration of a quantity of a medicinal product given per administration or cumulatively which is above the maximum recommended dose as per the protocol or in the product labelling. The parties agree that in the course of conducting a clinical study, the terms of the clinical study protocol (as fully approved by all applicable bodies) overrides the local product labelling.

Pregnancy Reports: Reports of pregnancy following maternal or paternal exposure to the product. 

Product Complaints: Complaints arising from potential deviations in the manufacture, packaging or distribution of the medicinal product.

Serious Adverse Event (“SAE”) / Serious Adverse Reaction (“SAR”):  An event or any untoward medical occurrence that at any dose either:

a) Results in death; or

b) Is life-threatening

NOTE: The term “life-threatening” in the definition of “serious” refers to an event in which the patient was at risk of death at the time of the event; it does not refer to an event which hypothetically might have caused death if it were more severe; or

c) Requires in-patient hospitalisation or prolongation of existing hospitalisation; or

d) Results in persistent or significant disability/incapacity; or
e) Results in a congenital anomaly/birth defect; or 

f) Results in a medically important event or reaction.

NOTE: medically important event: AEs requiring medical and scientific judgment to determine if expedited reporting is appropriate.  Such events may not be immediately life-threatening or result in death or hospitalisation but may jeopardise the patient or may require intervention to prevent one of the other outcomes constituting SAEs.  Medical and scientific judgement should be exercised in deciding whether an event is a medically important event.  Examples of medically important events include intensive treatment in an emergency room or at home for allergic bronchospasm; blood dyscrasias or convulsions that do not result in hospitalisation; or development of drug dependency or drug Abuse.  For the avoidance of doubt, infections resulting from contaminated medicinal product shall be considered a medically important event and subject to expedited reporting requirements.
Special Situation Reports (“SSR”): One of a) Pregnancy, b) Abuse, c) Medication Error, d) Misuse, e) Off-Label Use, f) Overdose, g) Lack of Effect, h) AEs in infants following exposure from breastfeeding, i) AEs associated with Product Complaints or arising from Occupational Exposure. For the avoidance of doubt this applies to all reports including reports in a pediatric or elderly population.  
NOTE: This is not an exhaustive list and any safety information should be reported to Gilead’s Drug Safety Public Health (DSPH).
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