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MEMORANDUM OF UNDERSTANDING

BY AND BETWEEN

MINISTRY OF LABOUR HEALTH AND SOCIAL AFFAIRS OF GEORGIA
AND
SANDOZ D.D
____________________________________________________________________________

MEMORANDUM OF UNDERSTANDING
This memorandum of understanding (“MoU”) is entered into on the date of last signature to this MoU (“Effective Date”) by and between

(1) Ministry of Labour, Health and Social Affairs of Georgia, having its principal address at 144 Ak. Tsereteli avenue, 0119 Tbilisi (hereinafter referred to as “MoH”),

Sandoz d.d, a company duly incorporated and validly existing under the laws of Slovenia, registered with the t to be updated, having its business address at Verovškova 57, 1526 Ljubljana, Slovenia

(2)  (hereinafter referred to as “Sandoz”), 

MoH, and Sandoz may hereinafter be referred to individually as a “Party” and collectively as the “Parties”.

WHEREAS, Novartis AG and its Affiliates (together referred to as “Novartis”) form a global healthcare company based in Basel which provides healthcare solutions that address the evolving needs of patients and societies worldwide and which provides a comprehensive portfolio of pharmaceuticals, eye care products and generic medicines.

WHEREAS, “Novartis Access” is a Novartis group-wide corporate social responsibility initiative to support further access to medicines in low- and middle-income countries focusing on affordability and availability of innovative pharmaceutical treatments as well as high-quality generic medicines in the area of four key non-communicable diseases (NCDs) – cardiovascular diseases, respiratory illnesses, diabetes and breast cancer which represent the highest growing disease burden also in low- and middle-income countries (the “Novartis Access Programme”).

WHEREAS, Novartis in consultation with governments, health care providers, non-governmental organizations (NGOs) and patient organizations is committed to act against the growing disease burden of NCDs by implementing the Novartis Access Programme in various low- and middle income countries.

WHEREAS, Novartis is committed to create a lasting impact and provide effective access to medicines by offering the Novartis Access Programme portfolio of products to the public sector, including governments and its political sub-divisions, procurement bodies and government-controlled entities, NGOs and other stakeholders of the public sector in the respective countries which form part of the Novartis Access Programme.

WHEREAS, Novartis in consultation with governments, health care providers, non-governmental organizations (NGOs) and patient organizations is committed to act against the growing disease burden of NCDs by implementing the Novartis Access Initiative in various low- and middle income countries, including the Territory.

WHEREAS, Sandoz is mandated to implement the Novartis Access Programme in the Territory (as defined below), and, has the power and authority to distribute and supply the Novartis Access Programme portfolio into the Territory.
WHEREAS, Sandoz and MoH propose to collaborate in order to implement the Novartis Access Programme in the Territory.
NOW, THEREFORE, in consideration of the mutual covenants and MoUs herein contained, the Parties agree as follows:

1. Definitions

“Affiliate” shall mean a company, whether a corporation or other business entity, that is Controlling, Controlled by or under common Control with a Party. “Control” shall mean the direct or indirect ownership of more than fifty percent (50%) of the equity interest in such corporation or business entity, or the ability in fact to control the management decisions of such corporation or business entity. In the case of Sandoz, Affiliate shall also include the research foundations organized and/or sponsored by Novartis and/or its Affiliates.

“GDNA” shall mean the Medical Procurement Product Division of the MoH.
“Novartis Access Portfolio” shall mean the following products or any other product which may from time to time be included into or taken out of the Novartis Access portfolio by Sandoz in its sole discretion (and “Novartis Access Product” shall mean any one of them) and which are protected by a trademark owned, controlled or to be chosen by Novartis or Sandoz, respectively:

	Product Description
	Indicative Launch (subject to regulatory approval)

	Amlodipine 5mg, 10mg
	“Wave 1” – expected to be launched in 2017 –(indicative, non-binding timeline)



	Tamoxifen 20mg
	

	Metformin 500mg and 1g
	

	Glimepiride 1mg, 2mg and 4mg 
	

	Ramipril  5mg, 10mg
	

	Bisoprolol 2.5mg, 5mg 
	

	Hydrochlorothiazide  25mg
	

	Furosemide  40mg
	

	Simvastatin 20mg, 40mg
	

	Anastrozole 1mg
	

	Valsartan 80mg, and 160mg
	

	Letrozole 2.5mg
	

	Vildagliptin 50mg
	

	Salbutamol 100MCG/DOS
	

	Amoxicillin Dispersible Tablet
	“Wave 2” – expected to be launched in 2018 (indicative, non-binding timeline)


“Term” means the term of this MoU referred to in clause 4.1 (Term).
“Territory” means the territory of the Republic of Georgia.
2. THE PARTIES’ JOINT UNDERSTANDING AND ROLES

2.1 Cooperation. MoH and Sandoz agree to cooperate as detailed in this MoU to:

(a) Facilitate the distribution of the Novartis Access Portfolio and increase access to high quality medicines for patients in the Territory with chronic diseases covering cardiovascular, respiratory, metabolic and oncology medicines at an average price of 1$/month/treatment for a Novartis Access Product through a portfolio phase approach supply scheme (the “Project”);
(b) Cooperate in capacity building and other activities initiated by the MoH in order to increase awareness and improve patient care in the areas of cardiovascular, respiratory, metabolic and oncology diseases.
2.2 Roles and Responsibilities of Sandoz. Subject to the requirements of applicable laws, Novartis and Sandoz internal policies and required approvals, Sandoz shall apply best efforts to:
(a) Enter into good faith negotiations with GDNA to negotiate a supply and distribution agreement covering the procurement, sale and supply of the Novartis Access Portfolio in the Territory (the “Distribution Agreement”) to become effective not later than  1st January 2017. Among other key terms and conditions of the Distribution Agreement, Sandoz shall apply reasonable commercial efforts to supply Novartis Access Portfolio at a price of USD one (1) per monthly treatment (excluding costs for transportation and duties, expenses, value added taxes related to the distribution, import and sale of the Novartis Access Portfolio). Sandoz shall be entitled to distribute the Novartis Access Products to any non-governmental organization or other public sector stakeholder in the Territory;
(b) To support the MoH with activities related to capacity building, diagnosis and screening in relation to the respective diseases areas;
(c) Ensure that the Novartis Access Portfolio be supplied in accordance with the regulatory requirements in the Territory; and
(d) Provide content and guidance on hypertension, diabetes type ll, breast cancer and certain respiratory diseases for national communication campaigns.
2.3 Roles and Responsibilities of the MoH. Subject to the requirements of applicable laws and required consents and approvals, MoH shall apply best efforts to:

(a) Evaluate the benefits of molecules currently not on the national essential medicines list and work to enact treatment protocol updates where required;
(b) Arrange for the quantification and allocation of a budget related to the procurement of the Novartis Access Portfolio based on demand and regimen guidelines, provide demand forecasting as per an agreed schedule on a semi-annual basis and arrange procurement protocol to be implemented by the GDNA based on this MoU and ensure its implementation by GDNA
(c) Ensure the integrity of the supply chain in the Territory and that a Novartis Access Product is only supplied to public health facilities where unmet need is high and access to patient who cannot afford such medicines.
2.4 Ongoing Discussions in Good Faith. The Parties agree to continue their good-faith discussions with regard to the substance matter contemplated herein, taking the necessary steps to evaluate and discuss the arrangements necessary for the successful implementation of the substance matters contemplated herein with the aim to benefit patients in the Territory. 
3. Confidentiality. 

3.1 For the purposes of this clause “Confidential Information” shall mean all know-how and other proprietary information and data of a financial, commercial or technical nature which are confidential by nature or which will be marked as confidential (if in the written form) or followed by an email outlining their confidential nature (if in a non-written form) and which the disclosing Party or any of its affiliates has supplied or otherwise made available to the other Party or its affiliates, whether made available orally, in writing or in electronic form, including information comprising or relating to concepts, discoveries, inventions, data, designs or formulae in relation to this MoU.

3.2 Duty of Confidence.  Subject to the other provisions of this clause, all Confidential Information disclosed by a Party under this MoU will be maintained in confidence and otherwise safeguarded by the recipient Party. The recipient Party may only use the Confidential Information for the purposes of this MoU and pursuant to the rights granted to the recipient Party under this MoU.  Subject to the other provisions of this clause, each Party will hold as confidential such Confidential Information of the other Party or its affiliates in the same manner and with the same protection as such recipient Party maintains its own Confidential Information and with at least a reasonable degree of care.  Subject to the other provisions of this clause, a recipient Party may only disclose Confidential Information of the other Party to employees, agents, contractors, consultants and advisers of the Party and its affiliates and sub-licensees and to third parties to the extent reasonably necessary for the purposes of, and for those matters undertaken pursuant to, this MoU; provided that such persons are bound to maintain the confidentiality of the Confidential Information in a manner consistent with the confidentiality provisions of this MoU.

3.3 Exceptions. The obligations under this clause will not apply to any information to the extent the recipient Party can demonstrate by competent evidence that such information:

(a) is (at the time of disclosure) or becomes (after the time of disclosure) known to the public or part of the public domain through no breach of this MoU by the recipient Party or its affiliates;
(b) was known to, or was otherwise in the possession of, the recipient Party or its affiliates prior to the time of disclosure by the disclosing Party or any of its affiliates; 
(c) is disclosed to the recipient Party on a non-confidential basis by a third party who is entitled to disclose it without breaching any confidentiality obligation to the disclosing Party; or 
(d) is independently developed by or on behalf of the recipient Party, as evidenced by its written records, without reference to the Confidential Information disclosed by the disclosing Party under this MoU. 
3.4 Authorized Disclosures. Either Party may disclose Confidential Information belonging to the other Party or its affiliates to the extent such disclosure is necessary in the following instances: (i) filing or prosecuting patent rights as permitted by this MoU; (ii) in connection with regulatory filings for a Novartis Access Product; (iii) prosecuting or defending litigation as permitted by this MoU; (iv) complying with applicable court orders or governmental regulations; or (v) to the extent otherwise necessary or appropriate in connection with exercising the rights granted to the such Party hereunder.

In the event the recipient Party is required to disclose Confidential Information of the disclosing Party by law or in connection with bona fide legal process, such disclosure will not be a breach of this MoU; provided that the recipient Party (i) informs the disclosing Party as soon as reasonably practicable of the required disclosure; (ii) limits the disclosure to the required purpose; and (iii) at the disclosing Party’s request and expense, assists in an attempt to object to or limit the required disclosure.

3.5 On-going Obligation for Confidentiality.  Upon termination of this MoU for any reason other than the conclusion of the MoU, each Party and its affiliates will immediately return to the other Party or destroy any Confidential Information disclosed by the other Party, except for one copy which may be retained in its confidential files for archive purposes.
4. Term AND TERMINATION
4.1 Term. This MoU shall become effective as of the Effective Date and remain in full force and effective for five (5) years commencing following the Effective Date (the “Term”).
4.2 Termination Rights.

(a) Either Party may terminate this MoU with immediate effect by written notice to the other Party if the other Party commits any material breach of its obligations hereunder and, if capable of remedy, fails to remedy same within thirty (30) days after being called upon in writing so to do.
(b) Sandoz may terminate this MoU in its entirety, at any time and with immediate effect upon written notice to the MoH if any governmental authority takes any action, or raises any objection, that prevents Sandoz from supplying a Novartis Access Product in the Territory or if Sandoz decides additionally to stop the Novartis Access Product’s commercialization in the Territory for medical, scientific, contractual or legal reasons.

(c) MoH may terminate this MoU in its entirety, at any time and with immediate effect upon written notice to Sandoz if Sandoz takes any action, or raises any objection for medical, scientific, contractual or legal reasons.
(d) Either Party shall have the right to terminate this MoU by providing a six (6) month prior written notice to the respective other Party.
5. REPRESENTATIONS AND WARRANTIES, LIABILITY
5.1 Warranties. Each Party warrants and represents that it possesses all right, title, interest and authority necessary to enter into this MoU, perform its obligations hereunder and to grant the rights embodied herein. Each Party further warrants and represents that there are no outstanding MoUs, contracts, or government restrictions by which the rights or interests granted hereunder would be invalid, compromised or rendered unlawful. Each Party warrants to the other that it will comply with all applicable laws and regulations in carrying out their obligations pursuant to this MoU.
5.2 No Other Warranties.  EXCEPT AS EXPRESSLY STATED IN THIS MOU, (A) NO REPRESENTATION, CONDITION OR WARRANTY WHATSOEVER IS MADE OR GIVEN BY OR ON BEHALF OF SANDOZ; AND (B) ALL OTHER CONDITIONS AND WARRANTIES WHETHER ARISING BY OPERATION OF LAW OR OTHERWISE ARE HEREBY EXPRESSLY EXCLUDED AND DISCLAIMED, INCLUDING ANY CONDITIONS AND WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE OR NON-INFRINGEMENT. 
5.3 Exclusion of Liability. In no event shall any Party be liable to another for any direct, indirect, speculative, special or consequential damages, including but not limited to lost profits or business, in connection with any performance or non-performance pursuant to this MoU or any subsequent MoU by and between one or more of the Parties.
6. General Provisions

6.1 Assignment. None of the Parties may assign its rights and obligations under this MoU without the respective other Party’s prior written consent, except that a Party may without the consent of the other Parties
(a) assign its rights and obligations under this MoU or any part hereof to one or more of its Affiliates; and 

(b) assign this MoU in its entirety to a successor to all or substantially all of its business or assets to which this MoU relates, including the divestment of one or more of the product and/or out-license of any of the product(s) in the Territory. 

The assigning Party will provide the respective other Party with prompt written notice of any such assignment.  Any permitted assignee will assume all obligations of its assignor under this MoU (or related to the assigned portion in case of a partial assignment). Any attempted assignment in contravention of the foregoing will be void. Subject to the terms of this MoU, this MoU will be binding upon and inure to the benefit of the Parties hereto and their respective successors and permitted assigns.

6.2 Severability. Should one or more of the provisions of this MoU become void or unenforceable as a matter of law, then this MoU will be construed as if such provision were not contained herein and the remainder of this MoU will remain in full force and effect. The Parties will use their commercially reasonable efforts to substitute for the invalid or unenforceable provision a valid and enforceable provision which conforms as nearly as possible with the original intent of the Parties.

6.3 Amendments. This MoU may only be amended or modified by a written document signed by authorized representatives of each Party.

6.4 Relationship of the Parties. Nothing contained in this MoU will be deemed to constitute a partnership, joint venture, or legal entity of any type between the Parties, or to constitute one as the agent of the other.  Moreover, each Party agrees not to construe this MoU, or any of the transactions contemplated hereby, as a partnership for any tax purposes.  Each Party will act solely as an independent contractor, and nothing in this MoU will be construed to give any Party the power or authority to act for, bind, or commit the other.

6.5 Notices. All notices, consents, waivers, and other communications under this MoU must be in writing and will be deemed to have been duly given when: (a) delivered by hand (with written confirmation of receipt); or (b) sent by facsimile (with provision for assurance of receipt in a manner typical with respect to communications of that type); or (c) when received by the addressee, if sent by an internationally recognized overnight delivery service, in each case to the appropriate addresses set forth in the introductory paragraph of this MoU (or to such other addresses as a Party may designate by written notice).

6.6 Compliance with Law. Each Party will perform its obligations under this MoU in accordance with all applicable laws. No Party will, or will be required to, undertake any activity under or in connection with this MoU which violates, or which it believes, in good faith, may violate, any applicable law. 

6.7 No Third Party Beneficiary Rights. The provisions of this MoU are for the sole benefit of the Parties and their successors and permitted assigns, and they will not be construed as conferring any rights to any third party (including any third party beneficiary rights). 

6.8 English Language. This MoU is written and executed in the English language. Any translation into any other language will not be an official version of this MoU and is solely for reference.  In the event of any conflict in interpretation between the English version and such translation, the English version will prevail. 

6.9 Expenses. Except as otherwise expressly provided in this MoU, each Party will pay the fees and expenses of its respective lawyers and other advisors and all other expenses and costs incurred by such Party incidental to the negotiation, preparation, execution and delivery of this MoU.

6.10 Entire MoU. This MoU, sets forth the entire MoU and understanding of the Parties as to the subject matter hereof and supersedes all proposals, oral or written, and all other prior communications between the Parties with respect to such subject matter. 

6.11 Counterparts. This MoU may be executed in two or more counterparts, each of which will be deemed an original, but all of which together will constitute one and the same instrument.
6.12 Governing Law, Arbitration. This MoU shall be construed in accordance with and be governed by the laws of Slovenia except for the conflict of law provisions. The Parties shall strive to settle any dispute, controversy or claim arising out of or in relation to this MoU, including the validity, invalidity, breach or termination thereof (a “Dispute”) amicably between themselves. In the event that the Parties do not reach a mutually acceptable resolution of the Dispute within a period of sixty (60) days from the date of notice of the Dispute from one Party to the other Party, then the Parties irrevocably agree that the Dispute shall be resolved by arbitration in accordance with the Rules of Arbitration of the International Chamber of Commerce, Paris in force on the date when the notice of arbitration is submitted.  The number of arbitrators will be three (3).  The seat of arbitration will be Ljubljana, Slovenia.  The arbitral proceedings will be conducted in English.

6.13 Non-Binding Nature of this MoU. With the exception of the provisions contained in clauses 3 to 6, this MoU does not constitute a legally binding document and does not contain all matters in order for the Project to be consummated.  Further, among other conditions specified herein or otherwise agreed to by the Parties, the obligations of the Parties to consummate the Project is subject to the negotiation and execution of the Distribution Agreement and any supporting documentation between Sandoz and GDNA and the approval of the respective competent bodies of the Parties.  Accordingly, this MoU is intended solely as a basis for discussion and does not constitute a commitment of any Party to enter into definitive enforceable and legally binding documents.
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IN WITNESS WHEREOF, the Parties have caused this MoU to be executed by their duly authorized representatives.

	Sandoz d.d
By: 


Name: 


Title: 


Date: 



	Ministry of Labour, Health and Social Affairs  of Georgia
By: 


Name: 


Title: 


Date: 




	By: 


Name: 


Title: 


Date: 



	By: 


Name: 


Title: 


Date: 
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