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Strategic Partnership Agreement

Parties:

The Parties to this Agreement are:

1. The Global Fund to Fight AIDS, Tuberculosis and Malaria with its registered office at
Chemin du Pommier 40, 1218 Grand-Saconnex, Geneva, Switzerland (the Global Fund);
and

2. (Supplier Name) with its registered office at [e] (the Supplier).

Hereinafter referred to together as the “Parties” or individually as the “Party”.
Recitals:

(A) The Global Fund is an international financing institution created to raise and disburse
funds to support large-scale prevention, treatment, and care programs for HIV/AIDS,
tuberculosis, and malaria.

(B) The Global Fund has established a pooled procurement mechanism whereby Principal
Recipients may procure certain Health Products through Procurement Services Agents
(PSAs) selected by the Global Fund (the Pooled Procurement Mechanism), including
through the Global Fund’s e-purchasing platform (wambo.org).

(C) The Global Fund has established a Rapid Supply Mechanism to increase its capability to
respond to urgent demands for critical Health Products, including antiretroviral
medicines, to its grant recipient countries (the Rapid Supply Mechanism) as further
described in Schedule C.

(D) As part of the Global Fund’s Antiretroviral and other selected medicines used in HIV
programs Procurement Strategy 2018-2020 (described in RFP TGF-18-010 and on the
Global Fund website, available at https://www.theglobalfund.org/en/sourcing-

management/health-products/antiretrovirals), the Global Fund has decided to enter into

Framework Agreements with certain Suppliers.

(E) With respect to the procurement of Antiretroviral and other medicines used in HIV
programs, the Global Fund launched a competitive process with eligible suppliers through
the Request for Proposals (RFP) TGF-018-010 (the “Antiretroviral and other selected
medicines used in HIV programs RFP”) for WHO preferred and alternative regimens
(Product Set 1), WHO limited use/specialist products (Product Set 2) and related products
used in HIV programs (Product Set 3), and through that process the Supplier was selected
as an eligible Panel supplier.

(F) The Parties enter into this Agreement to set out, among other things, the terms and conditions
on which (1) the Supplier will perform the role of a Panel supplier, supplying Antiretroviral
and other selected medicines used in HIV programs to eligible buyers, including pursuant to
the Pooled Procurement Mechanism and the Rapid Supply Mechanism; and (2) the Global
Fund may agree to allocate, and or/underwrite a committed volume of these medicines as
relevant, to be procured from the Supplier, primarily through those two mechanisms.

In consideration of the mutual promises and agreements contained herein and for
other good and valuable consideration, the receipt and sufficiency of which are
hereby acknowledged, the Parties hereby agree as follows:
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1. DEFINITIONS
In this Agreement, the following words and expressions have the following meanings:

Actual Delivery Date means the date the Supplier has the required products and complete
documentation accepted by the PSA.

Additional Buyer means the following persons to which the Supplier shall sell Covered
Products at the prices set forth in this Agreement, as divided into two categories: (1) any Global
Fund’s Principal Recipients procuring Covered Products through a means other than the PPM
with Global Fund grant funds; and (2) any Global Fund’s Principal Recipients procuring Covered
Products with funds other than Global Fund grant funds, and any other persons including Global
Fund’s partners as agreed to by the Global Fund and the Supplier, and identified in Schedule C.

Additional Products has the meaning given in Section 3.3.

Affiliate means in relation to any person, any subsidiary or parent of that person and any
subsidiary of any such parent, and any person acting on behalf of any such person (including an
agent, sub-contractor, or consultant) with regard to the performance of an obligation contained
within this Agreement, in each case from time to time.

Agreement means this Supplier Partnership Framework Agreement.

Allocated Volume means the volume of products allocated by the Global Fund to the Supplier
for manufacture at the agreed price(s) but for which there is no underwritten financial
commitment.

Antiretroviral medicines are finished pharmaceutical products used to treat, prevent and
reduce the transmissibility of HIV.

Antiretroviral Medicines Procurement Strategy means the Global Fund’s current
approach to sourcing antiretroviral and related medicines in support of achievement of its market
shaping objectives; more information is available at:
https://www.theglobalfund.org/en/sourcing-management/health-products/antiretrovirals/.

API means Active Pharmaceutical Ingredient.

Applicable Laws means any federal, national, supranational, state, and local laws, rules,
regulations (including those of a professional body), ordinances, administrative statutes, codes,
orders, or requirements of any country or jurisdiction applicable to the Supplier, the Global Fund,
or an Affiliate of the Supplier or the Global Fund, as the context may require.

Authorized Officer has the meaning given in Section 18.10.

Base Price means the price for Covered Products offered by the Supplier under this Agreement,
without any discounts.

Books and Records has the meaning given in Section 14.2.1.

Business Day means a day other than a Saturday or Sunday or public holiday in Switzerland on
which banks are open in Geneva, Switzerland for general commercial business.

Buyer means PSA, PAHO, Committed Volume Buyer, and any Additional Buyer.

Capacity means the Global Fund’s current best estimate of the Supplier’s capacity to
manufacture Antiretroviral and other selected medicines used in HIV programs within one
defined region, without the requirement to make any further investment either in plant or through
the engagement of additional sub-contractors or increasing the capacity of current sub-
contractors, as it is specified by the Supplier in its bid documents for the Antiretroviral and other
medicines used in HIV RFP, and as it is re-confirmed at the start of each quarter during this
Agreement. The Global Fund will base this estimate on dialog with the Supplier, and reserves the
right to audit declared capacities either itself or through the services of a third party.

Change of Control means a change of control of a firm, as “control” being defined as the power
to exercise a direct or indirect decisive influence over the management or policies of a firm,

4
Global Fund RFP TGF-18-010


https://www.theglobalfund.org/en/sourcing-management/health-products/antiretrovirals/

including its commercial strategy, whether through the ownership of voting securities, by
contract, or otherwise. Any person who owns beneficially, either directly or through one or more
controlled firms, more than 25 percent of the voting securities of any firm is presumed to control
the firm.

Code of Conduct for Suppliers means the Global Fund’s Code of Conduct for Suppliers, as
amended from time to time and available on the Global Fund’s website at:
http: //www.theglobalfund.org/en/governance-policies/.

Committed Delivery Date means the Delivery Date that has been confirmed by the Supplier
following receipt of a Supplier Purchase Order issued by the PSA.

Committed Volume means the volume of medicines that the Global Fund undertakes to
underwrite financially, and for which the Supplier agrees to provide to Committed Volume
Buyers, during the period specified herein at the prices specified herein.

Committed Volume Buyer means any party that makes a purchase of Covered Products
pursuant to the terms of this Agreement and as a draw-down of the Global Fund’s Committed
Volume under this Agreement. As of the Effective Date, the Committed Volume Buyers are the
PSA for PPM orders and PAHO. However, the Parties agree that the Global Fund may nominate
additional Committed Volume Buyer(s) during the Term by written notice to the Supplier.

Confidential Information means all information given to a Party (or any of its
Representatives) by the other Party (or any of its Representatives), or otherwise acquired by such
persons in the performance of or in relation to this Agreement, including any information
regarding products, advertising, distribution, marketing, strategic plans, costs, productivity or
technological advances (and, for the avoidance of doubt, such information includes written
information and information transferred or obtained orally, visually, electronically or by any
other means which is or can be reduced to writing).

Confirmed Order has the meaning given in Section 6.3.2.

Covered Product(s) means Antiretroviral and other selected medicines used in HIV programs
to be supplied by the Supplier to eligible buyers pursuant to this Agreement.

Covered Products Manufacturing Location(s) means the physical location(s) and plant(s)
at which the Supplier will manufacture the Covered Products.

Default has the meaning given in Section 15.6.

Delivery Date means the date on which the required products and complete documentation are
ready to be processed for PPM orders.

Effective Date means the date this Agreement has been signed by both Parties. If each Party
has signed on a different date, then the later date shall be the Effective Date.

ERP means an independent Expert Review Panel, as constituted in accordance with the Global
Fund Quality Assurance Policy.

Force Majeure event means an event beyond the control of the Global Fund or the Supplier,
which by its nature could not have been foreseen by the Global Fund or the Supplier, or, if it could
have been foreseen, was unavoidable, and includes, without limitation, acts of God, storms,
floods, riots, fires, sabotage, civil commotion or civil unrest, interference by civil or military
authorities, acts of war (declared or undeclared) or armed hostilities or other national or
international calamity, one or more acts of terrorism or failure of energy sources, significant
decrease of Global Fund’s donors’ contributions, significant currency fluctuations, financial
crises, significantly increased financial or economic exposure howsoever arising.

Finished Pharmaceutical Product (FPP) manufacturers means manufacturers of a
medicine presented in its finished dosage form.

Global Fund Quality Assurance Policy means the applicable Global Fund Quality
Assurance Policies for Pharmaceuticals as set out on the Global Fund website at
https://www.theglobalfund.org/en/sourcing-management/quality-assurance/medicines/ and
as amended from time to time.
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Governmental Authority means any:

(i) federal, supra-national, national, state, provincial, municipal or local government
(including any subdivision, court, administrative agency or commission or other authority
thereof);

(i) court, arbitral or other tribunal or governmental or quasi governmental authority of any
nature (including any governmental agency, political subdivision, stock exchange,
instrumentality, branch, department, official, or entity); or

(ili) quasi-governmental, private body or other organization exercising, or entitled to exercise,
any administrative, executive, judicial, legislative, police, regulatory, or taxing authority
or power of any nature pertaining to government.

Health Products means: (i) pharmaceutical products; (ii) durable and non-durable in vitro
diagnostic products, microscopes and imaging equipment; (iii) mosquito nets; and (iv)
consumable/single use health products (including condoms, insecticides, therapeutic nutritional
support, general laboratory items and injection syringes), which are financed out of Global Fund
grant funds or as may be otherwise defined in the Guide to the Global Fund Policies on
Procurement and Supply Management of Health Products and set out at
https://www.theglobalfund.org/en/sourcing-management/

Incoterms means Incoterms 2010 as defined by the International Chamber of Commerce.

Lead Time means the time between the date a Supplier confirms a Purchase Order issued to it
by the PSA (Purchase Order Confirmation Date) and the Committed Delivery Date.

Loss has the meaning given in Section 10.1.

National Drug Regulatory Authority or NDRA means the official drug regulatory
authority of a country.

Non-Conforming Products means any product that does not match either the commercial,
technical, or quality specifications either in this Agreement or in any individual Purchase Order(s)
pursuant to this Agreement.

Pan-America Health Organization (PAHO): which also serves as the Regional Office for
the Americas of the World Health Organization, is an international public health agency whose
mission is to lead strategic collaborative efforts among its Member States and other partners to
improve health and quality of life in the Region of the Americas. PAHO is a Committed Volume
Buyer under this RFP.

PAHO Terms and Conditions means the terms and conditions applicable to purchase orders
placed by PAHO for purchases of Covered Products pursuant to this Agreement. PAHO Terms
and Conditions are available at Schedule E.

Panel supplier means a supplier of Antiretroviral and other medicines used in HIV programs,
which has entered into a Framework Agreement with the Global Fund to supply Antiretroviral
and other selected medicines used in HIV programs per RFP no. TGF-18-010, including the
Supplier.

Parent means a person which, in relation to another person, holds a majority of the voting rights
in the person; has the right to appoint or remove a majority of its board of directors (or
equivalent); has the right to exercise a dominant influence over the person by virtue of provisions
contained in the person’s memorandum or articles (or equivalent) or by virtue of a control
contract; or controls alone, or pursuant to an agreement with others, a majority of the voting
rights in the person, in each case, whether directly or indirectly through one or more subsidiaries.

Person means any individual, firm, company, joint venture, association, partnership, trust,
government, or any other similar entity in any jurisdiction.

Pooled Procurement Mechanism or PPM has the meaning given in the Recitals.

Price & Quality Reporting or PQR means an online database that collects data on purchases
made by Global Fund-supported programs.

Pricing has the meaning given in Section 3.1.
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Principal Recipient means a person that is the principal recipient of a grant made by the Global
Fund.

Procurement Services Agent or PSA means the Procurement Services Agent selected by the
Global Fund to act as an agent on behalf of Principal Recipients in the procurement of Health
Products through the Pooled Procurement Mechanism. As of the Effective Date, the PSA for
antiretroviral and other medicines to be procured for PPM pursuant to this Agreement is
Partnership for Supply Chain Management (PFSCM). If the PSA changes during the Term, the
Global Fund will immediately inform the Supplier of such change, and share the new PSA’s terms
and conditions.

Product Formulation means an active pharmaceutical ingredient (or combination of
ingredients) and dosage form. For the avoidance of doubt, there may be a number of different
Covered Products for each Product Formulation.

PSA Agreement means the agreement between the PSA and the Global Fund pursuant to which
the PSA implements the Pooled Procurement Mechanism by acting as agent of Global Fund
Principal Recipients in the procurement of Health Products.

PSA Terms and Conditions means the terms and conditions of the Procurement Services
Agent applicable for purchases of Covered Products pursuant to this Agreement, as available at:
https://pfscm.org/wp-content/uploads/2018/02/Revised-PFSCM-TCs Jan-2018.pdf

Required Delivery Date means the Delivery Date indicated in the Supplier Purchase Order
issued by the PSA.

Schedule means a schedule to this Agreement (as may be amended or restated in accordance
with this Agreement).

Shelf Life means the period from the date of manufacture of the relevant Covered Product to the
expiry date (as specified by the manufacturer), during which full compliance of the Covered
Products with the manufacturer’s standards is guaranteed by the manufacturer.

Standardized labelling discount means the discount expressed as a percentage applied to
the base price for finished pharmaceutical packaging and labelling with two or three languages
(i.e., English, French and/or Portuguese) without country-specific customization.

Stringent Drug Regulatory Authority or SRA means a “regulatory authority” as that term
is defined in the Global Fund Quality Assurance Policy.

Subsidiary means any person in relation to which another person is its Parent.

Supplier Purchase Order means an agreement between a buyer (including the PSA and
PAHO) and the Supplier for the procurement and delivery of Covered Products.

Taxation, Tax or Taxes shall mean all forms of taxation whether direct or indirect and whether
levied by reference to income, profits, gains, net wealth, asset values, turnover, added value, value
added tax or other reference and statutory, governmental, state, provincial, local governmental or
municipal impositions, duties, excises, tariffs, contributions and levies (including social security
contributions and any other payroll taxes), imposed in any relevant jurisdiction (whether imposed
by way of a withholding or deduction for or on account of tax or otherwise) and in respect of any
person and all penalties, charges, costs and interest relating thereto.

Term has the meaning given in Section 15.1.

Vendor Managed Inventory means a volume of raw materials or finished products held by
the Supplier at their cost and under their management to fulfil the requirements of the Rapid
Supply Mechanism.

wambo.org is the electronic purchasing platform through which PPM transactions are to be
processed. More information is available at https://www.theglobalfund.org/en/wambo/.

WHO means the World Health Organization.

WHO or SRA GMP Requirements means the current good manufacturing practices applied
and certified by WHO, Geneva or by the applicable SRA (as the case may be), which ensure that
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pharmaceutical products are consistently produced and controlled according to quality standards
appropriate to their intended use.

WHO Prequalification Program means the program managed by WHO which prequalifies
(a) medicines that are considered to be acceptable for procurement by the United Nations and
specialized agencies; and (b) quality control laboratories for medicines.

Year One means the 34 and 4t quarters of calendar year 2018.

Year Two means calendar year 2019.

Year Three means calendar year 2020.

Year Four means calendar year 2021.

2. AGREEMENT SCOPE AND STRUCTURE

2.1

The scope of this Agreement, which has been prepared to accommodate Panel suppliers
selected as a result of the Antiretroviral and other selected medicines used by HIV Programs
RFP and tender process, includes the procurement of Covered Products via two channels:
(i) the PPM and (ii) the RSM, and procurement of Covered Products by other Committed
Volume Buyers (including PAHO) and any Additional Buyers. This Agreement applies to
the Parties only to the extent expressly provided herein (for example, if the Supplier only
supplies Covered Products for PPM, the provisions of this Agreement relating to the RSM
are not applicable). This Agreement shall prevail over any specific terms and conditions
agreed upon between the Supplier and Buyers (including PSA Terms and Conditions and
PAHO Terms and Conditions), which shall prevail over any Confirmed Orders issued under
such specific terms and conditions unless expressly agreed upon between the Supplier and
the Buyer and as long as the relevant Confirmed Order is in accordance with the Agreement.

Covered Products and Location(s) of Production. The Covered Products and Location(s) of
Production are set forth in Schedule A.

3. PRICING OF SUPPLIER PRODUCTS

3.1
3.2

Pricing. The pricing for the Covered Products is set forth in Schedule A.

Terms of Agreement Pricing. Pricing set forth in Schedule A shall also apply to any
Additional Buyers under terms and conditions similar to the terms and conditions of this
Agreement, and to the PSA Terms and Conditions and PAHO Terms and Conditions.

Pricing for Additional Products. If the Global Fund requests the Supplier to provide under
this Agreement additional products for which there is not an agreed price at the time of such
request (Additional Products), the Parties acknowledge and agree that:

3.3.1 The proposed pricing of those Additional Products will be based on the established

costs of manufacture and raw materials and additional information as agreed to
between the Parties;

3.3.2 The Global Fund may act on its sole discretion in deciding whether to agree to the

proposed pricing for such Additional Products; and

3.3.3 If the Parties are unable to agree on pricing for those Additional Products, the Global

34

Fund reserves the right to enter into an agreement with another person for supply of
those Additional Products.

Pricing Requirements: Most Favored Nation.

3.4.1 The Supplier shall offer the Pricing as follows:

a)  All of the benefits and terms granted by the Supplier with respect to the Pricing
are at least as favorable as the benefits and terms granted by the Supplier to any
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b)

c)

current or future buyer of Covered Products on terms equivalent to those
supplied under this Agreement;

Should the Supplier enter into any subsequent agreement with any other party
during the Term, which provides for the supply of Covered Products on terms
equivalent to the agreed Pricing at benefits or terms more favorable than the
Pricing, this Agreement shall be deemed to be modified to provide those more
favorable benefits or terms; and

The Supplier shall notify the Global Fund promptly of the existence of any such
more favorable pricing with other buyers as described in Section 3.4.1 b, and the
Global Fund shall have the right to receive those more favorable benefits and
terms immediately, which shall be evidenced by an amendment to this
Agreement as necessary.

3.4.2 Adjustments to pricing as a result of the Most Favored Nation requirements shall be
implemented immediately.

3.5 Technical Aspects of Agreement Pricing. The following terms and conditions will apply to

all pricing arrangements and purchases of Covered Products under this Agreement:

3.5.1 Incoterms

a)

b)

The standard shipping terms quoted shall be EX-Works Incoterms 2010. The
Global Fund reserves the right to request alternative Incoterms to meet specific
programmatic or geographic requirements, and the Supplier agrees to act in
good faith to meet any such alternative terms.

The Incoterm for delivery for particular purchases of Covered Products
pursuant to the Agreement, including purchases by the PSA under the Pooled
Procurement Mechanism, will be specified in the relevant Supplier Purchase
Order, and any price difference from the EX-Works price for that revised
Incoterm will be reflected in the purchase agreement between the Supplier and
the buyer and will be invoiced appropriately to the relevant party based on the
actual applicable Incoterm

3.5.2 All financial values relating to this Agreement shall be denominated in United States
Dollars.

3.5.3 Similar Volume Commitment-Based Arrangements with Other Persons. The

Global Fund may refer to the Supplier other donor-funded organizations (“other
persons”) and expects the Supplier to use commercially reasonable efforts to enter
into framework agreements on terms similar to those in this Agreement with these
other persons. The Parties agree that utilization of the terms and provisions of this
Agreement in such arrangements with other persons, subject to prior approval of
both Parties, shall not constitute a violation of this Agreement, including any
confidentiality obligation contained herein.

3.5.4 Price Adjustment Mechanism.

a)

b)

c)

Prices shall be reviewed annually as part of the contract review process in
Section 8. Any such amendment to the Pricing will follow the procedures
described in Section 16 (Amendment).

Any changes to the Covered Products during the Term must be effected through
an amendment to Schedule A.The Parties acknowledge that Additional
Products may be added to Schedule A during the Term through such an
amendment.

Following the review, prices may be adjusted either upwards or downwards
based on the principle of an equitable sharing of risk, and in accordance with
the specific terms shown below. Any adjustment will commence as early as
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practicable following the agreement of both Parties. There will be no retroactive
application of any price adjustment.

d) Any price adjustment shall take the form of a change to the unit cost of the
product, unless agreed otherwise between the Parties, but in any case shall be
in the form of an amendment in accordance with Section 16 of this Agreement.

e)  The following are the price adjustment criteria for a price increase:

i. A significant change to raw material costs where the Supplier can
demonstrate and prove that it has taken adequate steps to mitigate the
risk, where any change is supported by documentary evidence across the
supply base, and where there is evidence of risk sharing;

ii. A significant un-forecasted change in the exchange rate prevailing
between the currency in the country of formulation and the US dollar,
which is beyond what would normally be managed through hedging or
other financial instruments; or

ili. Any other unexpected and extraordinary occurrence, which puts the
financial viability of the Supplier at risk.

f)  The following are the price adjustment criteria for a price decrease:

i.  Changes to the cost of goods sold as a result of improved efficiency in the
supply chain and manufacturing process, or other input costs;

ii. Significant change in the exchange rate between the currency of the
country of formulation and the US dollar where the strengthening of the
dollar creates a significant reduction in the cost of goods sold; or

iii. The alleviation of any external applied costs in the form of taxes or duties.

g)  Where the review determines that there are cases for both increases and
decreases, both Parties shall strive to agree to a position that is mutually
acceptable and that adequately reflects the sharing of risk.

4. PRODUCT, PACKAGING, REGULATORY AND QUALITY ASSURANCE REQUIREMENTS

4.1 Product Requirements. The Supplier represents and warrants that all Covered Products

supplied under this Agreement meet these criteria; and the Global Fund will only authorize
the Buyer(s) to procure Covered Products (through the PPM and RSM or any other means)
that meet the following criteria:

4.1.1

4.1.2

4.1.3

The Covered Products are in compliance with the quality standards established as
articulated in the Guide to the Global Fund Policies on Procurement and Supply
Management of Health Products
(https://www.theglobalfund.org/media/58 sm_procurementsupplymanagement

guidelines en.pdf) and that are consistent with the applicable Global Fund Quality
Assurance Policies (https://www.theglobalfund.org/en/sourcing-
management/quality-assurance/medicines/) and, for any Covered Product that is
eligible as a result of being permitted for use based on the advice of the ERP, the
Supplier understands that upon expiry of the relevant ERP-advised period of permitted
use, the Covered Product will no longer be eligible for procurement under this
Agreement; and

For products that are not antiretrovirals or anti-tuberculosis medicines, for the purpose
of supply under this Agreement, they must be prequalified by the WHO Prequalification
Programme or authorized for use by a Stringent Drug Regulatory Authority (SRA) or
recommended for use by the ERP.

The Covered Products comply with the Product Specification and Quality Assurance
Requirements attached hereto as Schedule D and subsequently confirmed on the
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relevant Supplier Purchase Order (for Covered Products procured through the PPM or
the RSM).

4.2 Packaging Requirements.

4.2.1

4.2.2

Packing for Shipment. The Supplier shall pack, store and mark the Covered Products
in compliance with the requirements of this Agreement as well as all Applicable Laws
and sound international commercial practice for such Covered Products. All Covered
Products shall be properly prepared for shipment (domestic or export) to withstand
exposure to the elements and rough handling during air, sea or land shipment. Such
packaging must be sufficient to ensure safe arrival at destination, and fully cover such
hazards as extreme temperature, as well as exposure to weather and open storage. The
Supplier shall mark each item of export and import packaging with a description of the
Covered Products and shall enclose a packing list in a secure and durable envelope.
Damage and/or loss resulting from improper packing, export, import, storage,
marking, and preparation for shipment shall be at the Supplier’s risk and expense.
Additional specifications are detailed in Schedule D.

Packaging and Labelling Requirements. The Supplier shall ensure that all Covered
Products supplied under this Agreement comply with the following packaging and
labelling requirements:

a)  The packaging, labelling and accompanying material for each Covered Product
shall be in compliance with any Applicable Laws, and with the materials and
labels approved by the WHO prequalification Program or a SRA during the
assessment of said products or as permitted for use based on the advice of the
ERP (as the case may be) as well as sound international practices for the
packaging and labelling of such Covered Product.

b) The Covered Product packaging and related specifications for each Covered
Product shall be in compliance with the approval of the WHO Prequalification
Program, or the approval of the relevant SRA, or as permitted for use based on
the advice of the ERP (as the case may be).

¢)  Covered Products shall be packaged in closed and sealed primary or secondary
packaging, ensuring that the containers adequately protect Covered Products
while they are in transit, stored in warehouses or on pharmacy shelves under
conditions expected to prevail in the relevant countries.

d)  The Supplier acknowledges that the Global Fund intends to require its Panel
suppliers to establish a barcodes tracking system in conformity with Gsi1
standards. In this respect, an implementation plan will be developed by the
Global Fund and discussed with the Supplier. More information on Gs1
standards is available at: https://www.gs1.org/.

4.3 Supplier Product Registration. The Supplier shall use all its reasonable commercial

endeavors to enable timely registration of Covered Products (including the Minimum
Packaging and Labelling) with the National Drug Regulatory Authorities (NDRA) of
relevant countries. The Supplier shall be responsible for all costs related to such
registration. Upon request by the Global Fund, the Supplier shall provide to the Global Fund
an update on the status of the NDRA registration of any Covered Product.

4.4 Quality Assurance Requirements and Related Obligations of the Supplier. Quality
Assurance requirements for all Covered Products and related obligations for the Supplier
are specified herein and in Schedule D.
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4.4.1 Responsible person. The Supplier shall designate a responsible person in charge of
communication with the Global Fund on quality related issues as set forth in this
Agreement.

4.4.2 The Supplier shall, and shall cause any third party manufacturer to, comply with the
quality requirements and standards set out in the Global Fund Quality Assurance
Policy, the requirements of the relevant NDRA and any Applicable Laws with respect
to the manufacture and transport of Covered Products.

4.4.3 WHO Prequalification and SRA Authorization.

a)

b)

d)

As Covered Products will be pre-qualified by WHO or approved by a SRA, the
Supplier shall ensure that all Covered Products strictly comply with the WHO
Prequalification Program or of the relevant SRA (as the case may be) approved
products (same manufacturing site, same APIs, same manufacturing process,
same specifications, same packaging material), WHO or SRA Good
Manufacturing Process (GMP) Requirements (as the case may be) and
requirements relating to quality, safety and efficacy of the relevant Supplier
Product.

In the case of Covered Products that have been permitted for use based on the
advice of the ERP, the Supplier shall ensure that all Covered Products supplied
under this Agreement comply with the requirements of the manufacturer’s
standards as provided to the ERP, including, WHO or SRA GMP Requirements
(as the case may be) and requirements relating to quality, safety, and efficacy of
the relevant Supplier Product.

The Supplier shall manufacture, control and release each batch of Covered
Products in accordance with the content and terms of WHO Prequalification
and/or SRA authorization for use or based on the advice of the ERP. The
Supplier shall provide to the Global Fund a copy of the WHO Prequalification
approval, including the relevant annexes for labelling/packaging, products
specifications.

After WHO Prequalification and/or regulatory authority approval, the Supplier
shall notify The Global Fund in writing of any regulatory change to the initial
prequalification or authorization for use such as any change in API source,
packaging/labelling, stability and/or specifications that may materially
adversely impact the quality of the product.

4.4.4 GMP Standard.

a)

b)

c)

The Supplier shall manufacture, control and release, store and distribute
Covered Products in accordance with the current internationally recognized
Good Manufacturing Practice (GMP) and Good Distribution Practice (GDP).

Each batch of Covered Products should be tested as per the approved
specifications and released by the qualified person of the Supplier.

The Supplier shall notify the Global Fund in writing of any regulatory event
related to the initial manufacturing authorization (e.g. withdrawal, suspension,
restrictions) that may materially adversely impact the quality of Covered
Products.

4.4.5 Audit rights.

a)

b)

Audit rights: Upon written notice to the Supplier and not less than seven (7)
calendar days’ written notice, the Global Fund or its agent shall have the right
to carry out on-site audits of the Supplier and its Affiliates.

Audit Terms and Conditions: The Global Fund shall have the right to conduct
such audit at any time during the Term. Such audit will be during normal
business hours, may be conducted by the Global Fund (including its Office of
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c)

d)

e)

the Inspector General) or by an agent of the Global Fund, will be at the expense
of the Global Fund, and will be carried out in a manner that does not
unreasonably interfere with the normal conduct of the Supplier’s business.

The Supplier shall permit all reasonable access, without limitation, to the
manufacturing, packaging, warehousing and laboratory areas related to the
production, control, storage and distribution of the Covered Product(s),
including pertinent documentation. The Supplier shall use all its reasonable
commercial endeavors to ensure that its Affiliates, cooperate with the Global
Fund and its agents in the conduct of such Audit, including by making staff
available to answer questions, providing reasonable use of facilities to assist
with the inspection and producing originals of documents if deemed relevant by
the Global Fund.

Audit results and follow-up: The results of the audit and the observation(s)
shall be sent to the Supplier by means of a written report. The Supplier must
ensure a satisfactory follow up to the observations made during the audit
performed by the Global Fund, and take corrective actions mutually agreed
upon by the Parties.

Supplier Audits and Undertakings: In addition, the Supplier shall audit any
subcontractor in accordance with the Supplier’s internal audit policies, and shall
permit the Global Fund to review any such audit report in connection with the
Global Fund’s audits as contemplated above. The Supplier shall use all its
reasonable commercial endeavors to obtain the consent of any such
subcontractor for the Global Fund to participate in any audit conducted by the
Supplier, or to conduct its own audit of such subcontractor.GMP Standard.

4.4.6 Regulatory authority inspection.

a)

b)

c)

d)

The Supplier shall allow foreign and local governmental authorities to inspect
facilities, operations and quality systems, as it is necessary to facilitate, obtain
or maintain the registration in the countries where the Supplier or its Affiliates,
licensees or distributors, as the case may be, desire to sell the Covered
Product(s).

The Supplier shall provide upon request made by the Global Fund and through
a confidentiality agreement if this is required, inspection/audit reports
established by any national/local regulatory body, which include also plan of
corrective actions.

The Supplier shall within two (2) weeks provide the results of the inspections of
Stringent Drug Regulatory Authority, WHO Prequalification or other national
regulatory authority member of internationally recognized institutions (e.g.
Pharmaceutical Inspection Cooperation Scheme) including any follow—up and
exchange of documentation such as plan of corrective actions.

The Supplier shall immediately notify the Global Fund in writing of any
regulatory or GMP violations (e.g. Food and Drug Administration (FDA)
Warning Letter, WHO Pre-qualification Team Notice of Concern or Notice of
suspension) identified during authority GMP inspections and impacting the
quality of the Covered Product(s) intended to be shipped and/or potentially
affecting the ability of the Supplier to produce or ship the Covered Product.

4.4.7 Retention of samples. The Supplier shall store Covered Product(s) retention samples
(for finished products and active ingredient), sufficient to perform at least two (2) full
specification analyses, in containers that are equivalent to or more protective than the
commercial packaging. Samples are to be retained for one (1) year after the expiry date
of the batch assigned by the Supplier or for three (3) years after distribution, whichever
is the longer Retention of Records/Documentation.
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4.4.8 Global Fund Quality control

a)

b)

d)

Process: The Supplier shall provide, upon request by the Global Fund, samples
of any Covered Products ordered under this Agreement for the purpose of
having quality control tests of such Covered Products undertaken at Global
Fund contracted laboratories.

Confidentiality: The Supplier acknowledges that any laboratory engaged in
accordance with this paragraph 4.4.8 shall, in accordance with standard
industry practice or as otherwise agreed between the Supplier and the Global
Fund, be obliged to respect the confidentiality and non-disclosure clauses of this
Agreement.

Costs: Responsibility for any costs incurred in conducting QC testing pursuant
to this paragraph 4.4.8 shall be determined by prior written agreement between
the Supplier and the Global Fund.

Notification. If a Covered Product is found to be a Non-Conforming Product
following quality control testing pursuant to this paragraph 4.4.8, the Global
Fund shall notify the Supplier of that determination for further investigation.

4.4.9 Retention of records.

a)

b)

The Supplier shall store the original master batch records, the executed batch
records, and all other original documentation that is related to the manufacture
of Covered Products and that is required to be maintained under GMP,
protected from destruction and unauthorized access, for one (1) year after the
expiry date of the batch assigned by the Supplier or for three (3) years after
distribution, whichever is the longer.

The Supplier and its Affiliates shall make readily available upon request by the
Global Fund, the records providing the traceability data regarding the
distribution of the Covered Products shipped such as batch numbers, quantities,
name of destination, location of the destination, etc. The records shall be shared
within fourteen (14) calendar days, except in cases of quality defect, recall and
counterfeits, for which the required timeframe of Sections 4.4.10b and 4.4.10f

apply.

4.4.10 Quality defect and recall.

a)

b)

d)

e)

The Supplier shall inform the Global Fund if any received complaint on quality
defect may also have a serious impact on batches supplied (i.e., the complaint
constitutes a potential risk to patients' health or safety).

Within seven (7) calendar days of the Supplier becoming aware of it, the
Supplier shall inform the Global Fund of any quality issue that may result in a
recall of supplied product(s) or finished drug product made thereof.

It is the primary responsibility of the Supplier to make the decision on product
recalls and to implement it. However, in exceptional circumstances where the
health or safety of patients may be impaired, the Global Fund may require the
Supplier to recall the products and/or take appropriate action to remove the
Covered Product from sale or use.

In case of product recall of Covered Products already supplied under this
Agreement, the Supplier shall inform and consult with the Global Fund on how
the recall would proceed.

Upon request made by the Global Fund, the Supplier will report upon closure of
the recall and on its efficacy.
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f)  Within seven (7) days of the Supplier becoming aware of it, the Supplier will
inform the Global Fund of any sale or distribution of counterfeits of Covered
Products in any country.

4.4.11 Deviations and out of specifications. In case of serious quality incidents, out of
specification results, and deviations observed by the Supplier, only after shipment of
batches of the Covered Product(s), the Supplier shall within five (5) calendar days and
appropriately notify the Global Fund who may then request additional information. The
Supplier shall conduct a deviation investigation, identify and apply corrective and
preventive action.

4.4.12 Specification and analytical method.

a) Pharmacopoeia. Covered Products shall comply with the standards of the
current edition of the United States Pharmacopoeia, British Pharmacopoeia, or
the International Pharmacopoeia in which the relevant Product Formulations
for such Covered Products are cited. For any Covered Product where the related
Product Formulation is not cited in these pharmacopoeias, the Covered Product
shall comply with the Supplier’s specifications and validated methods including
for safety, quality, and efficacy as submitted to the WHO Prequalification
Program, or the relevant SRA

b)  Upon request and through a confidentiality agreement if this is required, the
Supplier shall provide to the Global Fund the current approved specifications
by the WHO Prequalification Programme, the relevant SRA, or as permitted for
use based on the advice of the ERP and any in-house methods, including
validation reports, used for testing according to the agreed specifications (where
there are no compendia methods).

c¢) Upon request, the Supplier shall provide to the Global Fund reasonable
quantities of any non-compendia, commercially not available reference
standards necessary to perform the tests included in the product specifications.

4.4.13 Shelf Life. Covered Products shall comply with the shelf life approved by the WHO
Prequalification program or by the relevant SRA and for the remaining shelf life with
the requirements of the relevant Buyer as agreed between the Supplier and the Buyer
and as specified in the relevant Supplier Purchase Order. The Supplier guarantees that
the quality of the Covered Products will remain the same until the end of the shelf life
if stored in a dry space, protected from light, and at storage temperatures conforming
to the Supplier Product requirements.

4.4.14 Pharmacouvigilance.

a)  The Supplier shall have permanently and continuously at its disposal an
appropriately qualified person responsible for pharmacovigilance and in
particular in charge of the establishment and maintenance of a
pharmacovigilance system. All suspected serious adverse reactions shall be
submitted to the relevant competent authorities.

b) For ERP products, all suspected serious adverse reactions should be
communicated to the Global Fund.

¢) Immediately after the Supplier has become aware of it, the Supplier shall inform
the Global Fund of any serious health or safety issue for patients such as adverse
reactions/events that might influence the evaluation of the benefits and risks of
the Covered Products.

d) The Supplier shall implement the risk management plan as approved by
regulatory / WHO PQ.

e) The Supplier shall provide upon request of the Global Fund and through a
confidentiality agreement if required, any update regarding the implementation
of the risk management plan.
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4.4.15 Sales. The Supplier shall provide upon request made by the Global Fund, all data
relating to the volume of sales of the Covered Products under this Agreement.

5. ALLOCATED AND COMMITTED VOLUMES

5.1 General Principles and Definitions.

5.1.1  The overall demand for products shall inform the Overall Volume. This Overall Volume
to be allocated across all Panel suppliers shall in turn be divided into two elements:

a)  The Reserve Pool is a portion of the Overall Volume which may be temporarily
reserved, and established under one of the following provisions:

1. Provision 1: The introduction of new products or suppliers with the
percentage set aside, and the period for which it is set aside determined
by the Global Fund and reviewed every 6 months. This provision will only
be enacted at the start of the initial allocation or subsequent allocation
periods. Where there is no obvious new entrant or new product, no
Reserve Pool will be created.

2. Provision 2: The necessity to re-allocate products for any reason including
but not limited to: non performance by one or more of the Panel suppliers,
Force Majeure event or an increase in demand within the allocation
period. The Global Fund may enact and re-allocate products under this
provision at any time during the initial allocation or subsequent allocation
periods.

3. Provision 3: for each calendar year commencing 2019 to create an
incentive pool for subsequent allocation based on the relative
performance of the Panel suppliers in the previous period

4. Provisions 4: for allocation to Panel suppliers with products with longer
approved shelf-life or reduced volume (cartonless) packaging.

b) The Core Volume, which is the balance of the Overall Volume excluding the
Reserve Pool.

5.1.2 The Allocated Volume shall therefore comprise the following:

a) At the beginning of an allocation process, Panel suppliers’ share of the Core
Volume.

b) At any point during the allocation period, Panel suppliers’ share of the Core
Volume plus any additional volume allocated to them from the Reserve Pool or
minus any volume transferred to the Reserve Pool under the parameters in
paragraph 5.1.1.a.

5.1.3 The Term of the Agreement shall be divided into the following Allocation Periods:

- Year One means the 3 and 4t quarters of calendar year 2018.
- Year Two means calendar year 2019.

- Year Three means calendar year 2020.

- Year Four means calendar year 2021

5.2 Initial Allocations

5.2.1 The following process was employed to determine the Allocated Volume for the initial
allocation period (Year One) under the Agreement as set forth in Schedule A:

a)  Following the tender evaluation process, the Global Fund allocated volumes to
each of the selected Panel suppliers. This allocation was algorithm-based and
considered the following factors:
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i.  Evaluated scores from the Antiretroviral and other medicines used in HIV
RFP; and

ii. Assessment of implementation risks including, but not limited to: quality;
price; product and registration constraints; responsiveness and long lead-
times; available capacity and geographical logistical constraints.

5.3 Allocations in Subsequent Periods

5.3.1 The Global Fund will determine the particular process for making offers of Allocated
Volume to each Panel supplier for subsequent periods. Such process is expected to be
similar to that used for the Allocated Volume for the initial period as stated in Section
5.2 of this Agreement, with the following differences:

a)

b)

c)
d)

e)

g)

h)

Only existing Panel suppliers will be eligible to participate, and no new tender
will be issued; however, should a Panel supplier have been removed from the
panel for whatever reason, the algorithm will be adjusted to reflect that fact.

Scores pertaining to some or all of the technical and commercial elements
evaluated in the Antiretroviral and other selected medicines used by HIV
Programs RFP will be updated.

i. Technical elements

Product coverage

Country registration approval coverage

On time in full delivery

Responsiveness

Supply security including APIs and Key Starting Materials for key
formulations identified by the Global Fund

Projects to deliver on strategic objectives

e Production footprint in sub-Saharan Africa: proximity to high volume
demand

ii. Commercial elements

e Base Price and Total Landed Cost
e Advanced Purchase Order discount
e Price roadmaps

Any additional discount that has been implemented because of changes to the
terms and conditions of this Agreement will be applied to the price.

Any new additional cost reduction identified during the course of the year as
part of the collaboration of the Parties will be applied to the price.

The Global Fund may exercise its right to rollover outstanding volumes from the
initial acquisition period to subsequent periods.

Notwithstanding the foregoing, the Global Fund may alter, amend or revise the
process for determining the subsequent period offers that it makes to any Panel
supplier(s) at its sole and complete discretion.

Subsequent period volumes (and any future Allocated Volumes, should the
Agreement be renewed) shall be formally implemented and operationalized
through an amendment of this Agreement, including Schedule A.

Nothing in this Agreement shall be deemed to imply that the Global Fund owns,
or bears the risk of ownership of, any inventory of Covered Products.

5.3.2 The Global Fund expects to determine the subsequent period volume allocations after
the review of the previous year’s performance, usually during quarter 1.
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5-3-3

5-3-4

The Global Fund is under no obligation to allocate any particular volume to the Supplier
for subsequent periods. If the Supplier rejects a subsequent period Allocated Volume
offer from the Global Fund, the Parties acknowledge and agree that the Global Fund
may allocate that volume, at its discretion, through the Reserve Pool.

The Global Fund reserves the right to reduce Supplier’s Allocated Volume, and thus
potentially Supplier’s Committed Volume, if it is found that the Supplier has received
additional points because of its deliberate overstatement of its ability to deliver on
strategic objectives.

5.4 The Reserve Pool and Re-Allocation within Allocation Periods.

5.4.1

5.4.2

5.4.3

The Global Fund reserves the right to alter or remove all or a portion of the Allocated
Volume and transfer it to the Reserve Pool for re-allocation at any time during either
the initial or subsequent allocation periods for any of the following reasons, as
determined by the Global Fund, in its sole discretion, and communicated to the
Supplier by the Global Fund:

a)  The Supplier’s inability to deliver against forecast lead times for any reason,
including a Force Majeure event, or the lapse or non-existence of any necessary
regulatory approval or certification;

b) Non-compliance with the regulatory standards of the WHO Pre-Qualification
Program or the relevant SRA (as the case may be) or a NDRA for a country to
which the products are supplied;

¢) Any concern or notification expressed by any international, national, or local
regulatory body regarding past, future or current quality issues;

d) Achangein the WHO-recommended treatment regimens whose enactment will
materially impact the demand profile for Covered Products within the
commitment period;

e) The Supplier’s failure to meet agreed benchmark delivery performance
standards, as defined in Section 8;

f) Significant deviation from the market price for a product across all Panel
suppliers;

g)  On recommendation from the Global Fund’s Office of the Inspector General
(OIG), or as a result of a decision of the Global Fund’s Sanctions Panel that the
Supplier is prohibited from supplying goods or services for Global Fund
programs;

h)  On the occurrence of any unforeseen event, including a Force Majeure event,
which the Global Fund determines establishes a tangible risk that the supply or
price continuity cannot be maintained; or

1) The Supplier’s uncured material breach(es) of this Agreement, or violation of
the Code of Conduct for Suppliers.

Rapid Supply Mechanism volumes to respond to urgent requirements may be allocated
to the Panel supplier who can be most responsive to the urgent need, including total
time taken to deliver the product to the requesting country.

The Supplier agrees to accept such alteration or amendment of the Allocated Volume,
as determined by the Global Fund, and to enter into all modifications to this Agreement
necessary to operationalize it, including modifications to Schedule A.

5.5 If, during either an initial or subsequent allocation period, the Global Fund identifies
additional volumes that can be allocated to Panel suppliers, the Global Fund may offer such
increased allocations to Panel suppliers through the Reserve Pool at its sole discretion, and
the Supplier agrees to implement any increase offered to it by the Global Fund, provided
that it is commercially feasible. In making such an allocation decision, the Global Fund
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expects to apply the allocation modalities described in paragraphs 5.2 and 5.3. Any
allocation shall be effected through an amendment of this Agreement, including Schedule

A.

5.6 Committed Volume Amount, Supply, and Invoicing.

5.6.1

5.6.2

5.6.3

5.6.4

The amount of Committed Volume for the Supplier is set forth in Schedule A. If the
Committed Volume stated in Schedule A covers a period of time that is less than the
Term, then the Committed Volume shall only apply for the duration stated in Schedule
A rather than the entire Term. The Global Fund has no obligation with respect to any
amount of Covered Products in excess of the Committed Volume.

The Supplier shall supply Covered Products in the amount specified in Schedule A
during the period specified therein.

The Supplier shall not invoice the Committed Volume in advance of the period
contained in Schedule A without the prior approval of the Global Fund. If the Supplier
elects to manufacture Covered Products in advance of specific Supplier Purchase
Orders, then it does so at its own risk.

The Committed Volume is composed of the quantity that will be procured through the
Committed Volume Buyers, which shall, absent any contrary instruction from the
Global Fund to the Supplier, be procured by the PSA for PPM orders or by PAHO.

5.7 Amendments to the Committed Volume. The Global Fund reserves the right to alter or
remove all or a portion of the Committed Volume for any of the following reasons, as
determined by the Global Fund, in its sole discretion, and communicated to the Supplier by
the Global Fund:

5.7.1

5.7.2

57-3

5.7.4

57-5

5.7.6

577

5.7.8

5:7-9

The Supplier’s inability to deliver against agreed lead times for any reason, including a
Force Majeure event, or the lapse or non-existence of any necessary regulatory approval
or certification;

Non-compliance with the regulatory standards of the WHO pre-Qualification Program
or the relevant SRA (as the case may be) or a NDRA for a country to which the products
are supplied;

Any concern or notification expressed by any international, national or local regulatory
body regarding past, future or current quality issues;

A change in the WHO-recommended treatment regimens whose enactment will
materially impact the demand profile for Covered Products within the commitment
period;

The Supplier’s failure to meet agreed key performance standards, as defined in Section
8;

Non-compliance of the Covered Products, per the standards articulated in Section 4
and Schedule D;

On recommendation from the Global Fund’s Office of the Inspector General (OIG), or
as a result of a decision of the Global Fund’s Sanctions Panel that the Supplier is
prohibited from supplying goods or services for Global Fund programs;

On the occurrence of any unforeseen event, including a Force Majeure event, which the
Global Fund determines establishes a tangible risk that the supply or price continuity
cannot be maintained; or

The Supplier’s uncured material breach(es) of this Agreement, or violation of the Code
of Conduct for Suppliers.
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5.8

Committed Volume : Specific Terms and Conditions

5.8.1 Committed Volume Arrangements and Draw-Downs.

5.9

a)  Generally: Unless the Global Fund provides notice to the Supplier that another
Committed Volume Buyer will be acting in a particular transaction, the PSA,
acting as an agent on behalf of Global Fund Principal Recipients under the
Pooled Procurement Mechanism, and PAHO will purchase Covered Products,
pursuant to this Agreement, as Committed Volume Buyers.

b)  PSAand PAHO as Committed Volume Buyers: When the PSA or PAHO is acting
in such a role as a Committed Volume Buyer, the transaction arrangements will
be as follows:

Each Confirmed Order will reduce the outstanding amount of the Committed
Volume, if any, at the time the Confirmed Order is established, to the extent
of the amount of the Confirmed Order or the outstanding amount of the
Committed Volume at that time, whichever is greater.

¢)  Other Person as Committed Volume Buyer: When a person other than the PSA
or PAHO is acting as a Committed Volume Buyer, the transaction arrangements
will be substantially similar to those set forth in Section 5.8.1.b.

The Global Fund’s Roles and Responsibilities with Respect to the Committed Volume.

5.9.1 The Committed Volume is underwritten by the Global Fund pursuant to the terms of

this Agreement.

5.9.2 If at the end of the applicable Committed Volume period as set forth in Schedule A,

Confirmed Orders have not been established for an amount of Covered Products at least
equal to the Committed Volume applicable during that period, the Global Fund will
cause the purchase of a quantity of Covered Products from the Supplier:

a)  Intheamount of (A) the Committed Volume for that period, less (B) the amount
of Confirmed PPM Orders issued to the Supplier for that period;

b) At the price then applicable for such quantity of Committed Volume (whether
the Base Price or any discounted price);

¢) Through a means of the Global Fund’s determination (including, if it elects,
through the PSA or another entity or another mechanism (such as the RSM)).

5.9.3 The Global Fund will provide instructions to the Supplier on the specifications and

delivery measures for those Covered Products purchased pursuant to this Section 5.9,
with such delivery expected to be scheduled in the first quarter of the period following
the conclusion of the Committed Volume period, and the Supplier agrees to comply
with those instructions, to the extent commercially feasible, and inform the Global
Fund when it cannot so comply.

5.10 The Supplier’s Roles and Responsibilities with Respect to the Committed Volume. As the

Supplier’s delivery of a Supplier Purchase Order is a necessary step in each Confirmed
Order, and the Global Fund’s obligation with respect to the Committed Volume is measured
by the amount of Confirmed Orders, the Supplier shall not reject or refuse any Committed
Volume Buyer’s request for, or acceptance of, a Supplier Purchase Order that conforms to
the terms of this Agreement, and if it does, the Global Fund shall deduct that amount from
the Committed Volume and reallocate that amount at its discretion.

Rollover of Outstanding Committed Volume. Notwithstanding any contrary provision in
this Agreement, if at the end of the applicable Committed Volume period as set forth in
Schedule A, Confirmed Orders have not been established for an amount of Covered
Products at least equal to the Committed Volume applicable during that period, the Global
Fund shall have the right to rollover any outstanding amount of such Committed Volume to
the succeeding period, so that the Committed Volume for the current period is reduced
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accordingly, while the Committed Volume for the succeeding period is increased
proportionately.

6. A) POOLED PROCUREMENT MECHANISM: ORDER PROCESS

6.1 PSA as Purchaser. Absent instruction to the contrary from the Global Fund to the Supplier,

purchases of Covered Products under the Pooled Procurement Mechanism will be made by
the PSA, as agent of, and on behalf of, the relevant Global Fund Principal Recipient,
pursuant to the Pooled Procurement Mechanism, the terms of this Agreement and the PSA
Agreement.

6.2 Mandatory PSA Terms and Conditions. All purchases of Covered Products by the PSA from

the Supplier pursuant to this Agreement shall be pursuant to the PSA Terms and
Conditions, available at https://pfscm.org/wp-content/uploads/2018/02/Revised-
PFSCM-TCs_Jan-2018.pdf. Absent instruction to the contrary from the Global Fund to the
Supplier for any particular purchase transaction, the Supplier shall only sell Covered
Products to the PSA pursuant to this Agreement and the PSA Terms and Conditions.

Summary of Operational Arrangements. This following section summarizes the respective
roles of the Global Fund, the PSA, the Supplier, and the relevant Principal Recipient(s)
under this Pooled Procurement Mechanism. This summary is provided for information
only, and is a description of the arrangements in place as of the Effective Date, which are
subject to change at the Global Fund’s discretion, subject to the terms of this Agreement.

6.3.1  Supplier Allocation: The Global Fund will translate the overall volume for a specific

product into planned specific allocations for defined volumes of defined specifications
to Panel suppliers associated with specific Principal Recipients and Global Fund grants.
During implementation, the PSA will generate the associated Supplier Purchase Orders
that will be placed pursuant to the PSA Terms and Conditions, which have been agreed
upon in advance by the Global Fund and the PSA.

6.3.2 Contractual Arrangement between PSA and Supplier: Acting on behalf of a Principal

Recipient, the PSA will establish a legally binding contract in the form of a confirmed
order (a “Confirmed Order”) with a Panel supplier in the procurement and delivery of
the relevant products.

6.3.3 Order Placement and Management: In managing the order placement process through

the PPM, the PSA will:

a)  seek guidance/input from the Global Fund regarding the appropriate Panel
supplier(s) for each applicable purchase (in line with agreed processes with the
Global Fund);

b)  place orders on behalf of the Principal Recipient with the appropriate Panel
supplier pursuant to the terms of this Agreement and the PSA Agreement;

¢) notify the Principal Recipient of the applicable delivery due date and other
reporting requirements, including as set forth in this Agreement and the PSA
Agreement. The Panel supplier(s) will confirm to the PSA, on receipt of the
Supplier Purchase Order from the PSA, when the first shipments will be
available for inspection and the final price;

d) manage the execution of the orders with the selected Panel supplier(s),
including tracking the purchase volume and reporting to the Global Fund on the
status of the PPM volume to Panel suppliers;

e)  establish and maintain required shipping, insurance, and freighting agreements
with relevant agents, and process and manage associated orders according to
Principal Recipient needs; and

f) coordinate the required pre-shipment inspection and quality testing, if
required.
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6.3.4 Invoice Payment: The PSA will be responsible for the timely and appropriate payment
of invoices from Panel suppliers, according to the PSA Terms and Conditions.

6.4 Supplier Monitoring and Reporting. The PSA will:

6.4.1 monitor, manage performance of individual Purchase Orders and report on the
performance of Panel suppliers to the Global Fund;

6.4.2 report to the Global Fund on purchases made pursuant to this Agreement; and
6.4.3 input data to the Global Fund Price & Quality Reporting (PQR) system.

6.5 Legal Status of the PSA. Unless the Global Fund expressly notifies the Supplier otherwise,
the PSA shall act solely as an agent of each applicable Principal Recipient, shall obtain
written instructions or consent from the Principal Recipient in relation to all material
activities conducted by the PSA, and shall not represent or have the power to legally obligate
the Global Fund.

6.6 Limitation. For the avoidance of doubt, the matters detailed in Sections 6.2 and 6.4 of this
Agreement are only for the information of the Parties. Unless otherwise stated in this
Agreement, the Global Fund shall not be liable or responsible in any way for managing these
matters (including paying for them or procuring them or ensuring that any of them are
obtained in a timely fashion).

6. B) PAHO STRAEGIC FUND: ORDER PROCESS

Procurement of Covered Products by PAHO under this Agreement is done in accordance with
the PAHO Strategic Fund terms (more information available at :
http://www.paho.org/hq/index.php?option=com content&view=article&id=12177&Itemid

=1694&lang=en). Before the start of the new allocation period, PAHO will seek guidance and
input from the Global Fund regarding the appropriate Panel supplier(s). PAHO’s order are
subject to PAHO’s Terms and Conditions, as set forth in Schedule E. The Global Fund shall
not be liable or responsible in any way for managing the orders placed by PAHO, including
paying for the purchased Covered Products, procuring them or ensuring that any of them are
obtained in a timely fashion. The Global Fund shall not be liable or responsible in any way
whatsoever for any act, omission, representation, obligation or debts attributable to PAHO.

7. RAPID SUPPLY MECHANISM

7.1  Generally. The Global Fund is strengthening its Rapid Supply Mechanism to increase the
Global Fund’s capacity to respond to urgent demands for critical Health Products, including
ACTs, for its grant recipient countries, through Vendor Managed Inventory.

7.2  Eligibility for additional volume. Panel suppliers that agree to contribute to a Rapid Supply
Mechanism by making available one twelfth of their annual allocated volume (or another
volume specified by the Supplier) for pick up within 14 days after Purchase Order placement
for Covered Products specified in the Schedule C may be eligible to access additional
volumes during the course of implementation. A Panel supplier’s ability to deliver against
promised volumes will be monitored and may positively or negatively impact subsequent
year allocations.

7.3 Pricing. Covered Products to be offered by the Supplier through the Rapid Supply
Mechanism will be at Base Prices.

7.4 Additional details. For those Panel suppliers that expressed willingness to contribute to a
Rapid Supply Mechanism through Vendor Managed Inventory and are retained as
contributors to the Rapid Supply Mechanism, the agreed monthly volumes for Covered
Products to be made available for pick up within 14 days after Purchase Order placement
are specified in Schedule C.
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8.
8.1

SUPPLIER CONTRACT MANAGEMENT AND PERFORMANCE MONITORING

General. The contract management system and performance management system in this
Agreement have been designed to ensure that a flexible and rigorous process is in place to
manage any changes that may occur during the Term of this Agreement, to manage the
performance of the Supplier, for transactions of all Committed Volume Buyers and
Additional Buyers and to support a collaborative working relationship. The process consists
of two activities:

8.1.1 Regular contract reviews by the Global Fund to monitor progress and determine

necessary changes, which shall be implemented through amendment(s) to this
Agreement, as required; and

8.1.2 Establishment and application of a performance management system to measure key

8.2

8.3

8.4

performance indicators from the Global Fund, the PSA, and the Supplier.

Supplier Cooperation. The Supplier shall cooperate and participate in the contract review
process, as requested by the Global Fund., and provide the information, including but not
limited to the following;:

e Operational updates, which may have an impact on delivery performance

e Company update/presentation: update and market trends

e Pricing offered to other clients in new contracts and bids in response to tenders

e Planned production capacity and upstream visibility of sources of API and Key

Starting Materials for key formulations identified by the Global Fund

Upon prior written approval of the Supplier, the Global Fund may share some of the
information provided during the contract review process with other large buyers for the
purpose of coordination where there may be supply constraints identified by the Global
Fund and subject to a confidentiality agreement between the Global Fund and the relevant
large buyer.

Timing of Contract Reviews. The Global Fund expects to conduct contract reviews of the
Supplier each quarter of the relevant calendar years.

Anticipated Scope of Contract Reviews. The contract reviews have the following purposes:

8.4.1 To review initial allocations of Allocated Volume and Committed Volume and any

subsequent allocations (although the allocation process itself will occur outside
contract reviews);

8.4.2 To provide as much visibility as possible of forthcoming demand;

8.4.3 To review the pricing performance with regard to additional discounts (although this

process may be enacted without a contract review);

8.4.4 To review Supplier and Buyer performance indicators and implement any actions

coming from this; and

8.4.5 Toreview the terms of this Agreement and permit either Party to put forward a proposal

8.5

for alteration or amendment.

Subsequent Year Contract Reviews. In addition to the above-stated procedures, after
completion of the first period of implementation (“Year One”), for each subsequent year,
the Global Fund expects to present, if applicable, the Year Two Allocated and Committed
Volumes, as determined by the Global Fund. Similarly, after completion of the second year
of implementation, the Global Fund expects to present, if applicable, the Year Three
Allocated and Committed Volumes, as determined by the Global Fund.

Performance Management System: General. The performance management system is
designed to ensure compliance to the Agreement, and simultaneously to support continuous
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improvement. It is comprised of: (1) Supplier reporting, including Global Fund, PAHO and
PSA performance management metrics; and (2) Supplier performance management.

8.7 Supplier Delivery Performance Management: Supplier delivery performance management

will be measured using the definitions shown below and will be reported every quarter or at
another frequency determined by the Global Fund. Supplier performance management will
be managed by the Global Fund.

8.7.1

For PPM, Delivery Performance Management is applicable to all Purchase Orders
placed by the PSA. Delivery performance will be measured by comparing the
Committed Delivery Date(s) and the Lead times from the Supplier’s proposal in
response to the Antiretroviral and other selected medicines used in HIV programs RFP
with the Actual Delivery Date(s) of delivery using the following processes:

a)

ii.

iii.

1v.

Vil

Viii.

Process 1: Delivery Performance against Committed Delivery Date

The PSA will issue Supplier Purchase Orders for the delivery of products
based on the Required Delivery Date and the Principal Recipient
requirements.

The Supplier is required to confirm the delivery date or a realistic alternative
that meets the Principal Recipient’s requirements within seven (77) calendar
days of receipt of the Purchase Order. Committed delivery dates more than
two weeks after the Required Delivery Date on Supplier Purchase Order will
constitute a lack of capacity and will trigger the re-allocation process as
defined in Section 5, unless there are external mitigating circumstances that
may include, but shall not be limited to, insufficient lead time or lack of
packaging data. The confirmed delivery date shall be regarded as the
Committed Delivery Date.

Performance Measurement is based on the principle of comparing the
number of shipments delivered ‘On Time In Full’ (OTIF) against the total
number of shipments made. The measurement point shall be the point at
which the Supplier has fulfilled their obligations to the PSA in regards to
production and providing a complete and correct set of export
documentation for the Purchase Order.

‘On time’ is defined as the Committed Delivery Date and up to seven (7)
calendar days thereafter.

‘In Full’ is defined as the complete volume of products as defined in the
Purchase Order and Committed Delivery Date(s). Therefore, a delivery
where 50% of the volume is delivered on time and 50% is delivered late shall
constitute a late delivery. Please note volumes delivered within a 2 percent
shortfall of the Purchase Order will still be considered as ‘In Full’.

In the event of large shipments, the Supplier may schedule more than one
Committed Delivery Date and where this occurs each shipment shall be
measured separately.

The Global Fund will monitor the delivery performance for all Covered
Products.

Target: The target performance benchmark for products identified as
“Product Set 1”: WHO Preferred or alternative regiment products” assessed
under this process shall be set by the Global Fund on an annual basis, and
the Global Fund reserves the right to commence re-allocation of up to 100%
of the Supplier’s allocated and committed volumes upon failure to meet this
benchmark during one period of measurement as defined in paragraph 8.3.
The re-allocation process is defined in Section 5.
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b) Process 2: Responsiveness

i.  The Global Fund shall compare the actual Lead Time of product deliveries
against the lead time proposed in the proposal submitted in response to
the Antiretroviral and other selected medicines used in HIV programs
RFP.

ii. For the purposes of this process the actual lead time shall be defined as
the time between Supplier’s confirmation of the Purchase Order and the
Actual Delivery Date of the final shipment with the point of measurement
being the same as defined in paragraph 8.7.1.a.iii.

ili. Only Purchase Orders with a proposed Lead Time between 0-12 weeks
between Supplier’s Purchase Order Confirmation Date and the Supplier’s
Committed Delivery Date will be considered for this measurement.

iv.  The Global Fund will monitor the responsiveness for all Covered Products.

v. The target benchmark for products identified as “Product set 1: WHO
Preferred or alternative regimen products” under this process shall be set
by the Global Fund on an annual basis. The Global Fund reserves the right
to commence re-allocation of up to 100% of the Supplier’s allocated and
committed volume across all products upon failure to meet this
benchmark during one period of measurement as defined in paragraph
8.3. The re-allocation process is defined in Section 5.

vi. The Supplier may request adjustment to lead times and Committed
Delivery Dates in the event of unforeseen events including Force Majeure
event but must make the request in writing. The Global Fund, or the PSA,
may then, either adjust the forecast lead times or Committed Delivery
Date expected or, at its discretion, maintain the lead times and dates
either proposed in the Supplier’s response to the Antiretroviral and other
selected medicines used in HIV programs RFP or submitted as an order
acknowledgement for measurement purposes.

vii. In the event of a change of lead times or a request for a new committed
delivery date, the Global Fund reserves the right to commence re-
allocation of volumes across all products for the treatment of a specific
disease, as defined in Section 5.

8.7.2 For PAHO, Delivery Performance Management is applicable to all Purchase Orders

placed by PAHO. Delivery performance will be measured by comparing the Committed
Delivery Date(s) and the Lead times from the Supplier’s proposal in response to the
Antiretroviral and other selected medicines used in HIV programs RFP with the Actual
Delivery Date(s) of delivery using a process similar to the process described above, as
agreed between the Global Fund and PAHO.

9. SUPPLIER CONDUCT AND ACKNOWLEDGEMENTS

9.1 Supplier Conduct. For all activities conducted pursuant to this Agreement, the Supplier

shall:

9.1.1 comply with, and conduct its activities that involve the Global Fund, including pursuant
to this Agreement, in a manner consistent with the Code of Conduct for Suppliers;

9.1.2 comply with all Applicable Laws, including applicable laws of the countries for which
Covered Products are procured, delivered, and used (including procurement laws,
regulations, and procedures applicable to the relevant Global Fund Principal
Recipients); and

9.1.3 notinduce any person to breach any Global Fund policy (including the Code of Conduct

for Suppliers or the Policy on Ethics and Conflict of Interest for Global Fund
Institutions) or any laws, including Applicable Laws of the countries for which Covered
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Products are procured, delivered, and used (including procurement laws, regulations,
and procedures applicable to the relevant Global Fund Principal Recipients).

9.2 Supplier Acknowledgements. The Supplier acknowledges and agrees to the following:

9.2.1

9.2.2

The investigative, decision-making, and sanctions policies and processes of the Global
Fund, including the activities of its Inspector General and the Code of Conduct for
Supplier, and consideration of any findings of fraud or abuse by the Global Fund
Sanctions Panel should the Global Fund in its sole discretion choose to refer the
matter to the Sanctions Panel, can and will apply to (i) the Antiretroviral and other
selected medicines used in HIV programs RFP, (ii) this Agreement, and (iii) any other
matter relating to procurement of the Covered Products with Global Fund resources,
and these processes may include, without limitation, public disclosure at the Global
Fund’s full discretion of any findings and/or decisions; and

The Global Fund has full discretion to audit or investigate any potential fraud or
abuse, whether occurring in the past, present, or future, associated with the
procurement of the Covered Products with Global Fund resources, and the Global
Fund at its full discretion may publish the findings of such investigations; through
participation in the Antiretroviral and other selected medicines used in HIV programs
RFP, the Supplier acknowledges these processes and will not challenge in any setting
the investigation by the Global Fund of potential fraud or abuse associated with
procurement of the Covered Products with Global Fund resources, the dissemination
of investigation findings and the responses undertaken by the Global Fund to findings
of fraud or abuse, in all cases whether occurring in the past, present, or future.

9.3 Business Conduct. The Global Fund’s Antiretroviral and other medicines used in HIV Program

Procurement Strategy 2018-2020 includes detailed objectives which relate to promoting
good business practices throughout the supply chain:

9.3.1

9.3.2

The Supplier shall support the Global Fund’s objective of raising business conduct
standards across all Global Fund suppliers by participating in regular business conduct
evaluation of key elements of the Supplier’s manufacturing process and/or that of their
sub-contractors. These evaluations will focus on business conduct, employment and
labor standards and relations, health and safety, and environmental matters and
participation shall include providing access to site, personnel and relevant
documentation.

The Supplier agrees to implement improvement actions, as defined between the Parties
to an agreed timescale following any identification of such need.

9.4 Anti-Corruption. The Supplier shall maintain and enforce standards of conduct to govern the

performance of it and its Affiliates’ directors, officers and employees who are involved in
the performance of activities under this Agreement to ensure that such persons do not
engage in any practice set forth in Section 9.5.

9.5 Prohibitions. Prohibited activities include if such person:

9.5.1

9.5.2

9.5-3

participates in the selection, award or administration of a contract, in which the person,
members of the person’s immediate family or his or her business partners, or
organizations controlled by or substantially involving such person, has or have a
financial interest;

participates in transactions involving persons, organizations or other entities with
which or whom that person is negotiating or has any arrangement concerning
prospective employment;

offers, gives, solicits or receives, directly or indirectly, gratuities, favors, gifts or
anything else of value to influence the action of any person involved in the procurement
process or contract execution;
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9.5.4 misrepresents or omits facts in order to influence the procurement process or the
execution of a contract;

9.5.5 engages in a scheme or arrangement between two or more suppliers, with or without
the knowledge of the Supplier, designed to establish bid prices at artificial, non-
competitive levels; or

9.5.6 participates in any other illegal or corrupt practice.

9.6 Disclosure of Corruption/Prohibited Activities. If the Supplier has knowledge or becomes
aware of any:

a) actual, perceived or potential conflict between the financial or other interests of any
of it or its Affiliates’ directors, officers and employees and that person’s duties under
this Agreement; or

b) any of the practices listed in Section 9.5,

the Supplier shall immediately disclose the actual, perceived or potential conflict of interest
/ prohibited activity directly to the Global Fund.

10. LIABILITY AND INDEMNITY

10.1 General Indemnification by the Supplier. The Supplier shall indemnify and hold harmless
the Global Fund (and its Representatives) on demand from and against any and all
direct damages, liabilities, claims, losses, costs, charges, judgments, disputes and
expenses (including reasonable legal fees) (Loss) that are sustained, suffered or
incurred by the Global Fund (or its Representatives), that result or arise from or are
connected in any way with:

10.1.1 the performance by the Supplier or any of its Affiliates or any of their Representatives
under this Agreement (including a breach of this Agreement or any Supplier Purchase
Order);

10.1.2 any third party product liability claim in relation to any Covered Product;

10.1.3 any defective products (including any Non-Conforming Products) in any Covered
Product;

10.1.4 any non-compliance by the Supplier or any of its Affiliates or any of their
Representatives with any technical requirements applicable to any Covered Product;

10.1.5 any use by the Supplier (and/or relevant sub-licensee) of the Global Fund Logo; and/or

10.1.6 any claim of infringement or violation of a patent, design, trade-name, trademark, trade
secret, or other intellectual property right of any third party.

10.2 Prior Consent Required. The Supplier shall not settle any matter covered by the indemnity
contained in Section 10.1 in a manner that affects the rights of, or imposes any
obligations on the Global Fund, without first obtaining the written approval of the
Global Fund.

10.3 Limited Scope of Liability. Neither Party hereto will be liable for indirect, incidental,
consequential, special, exemplary, or punitive damages arising out of this Agreement or the
exercise of its rights hereunder, or for lost profits arising from or relating to any breach of
this Agreement, regardless of any notice of such damages.

10.4 Global Fund Not Responsible for Third Party Claims. The Global Fund shall not be

responsible for any third-party Loss which may arise in connection with, or as a result of,
the conduct of the Supplier or any of its Affiliates or any of their Representatives, which are
not directly caused by the negligence, fraud, or willful misconduct of the Global Fund.

10.5 Disclaimers. The Global Fund gives no guarantee, representation, or warranty to any person
in connection with this Agreement, any Covered Product, or any Supplier Purchase Order,
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and the Global Fund does not accept responsibility or liability in any way in respect of any
of these matters, unless expressly provided in this Agreement, in which case only to such
extent as provided.

INSURANCE

Supplier Insurance Obligations. During the Term, and thereafter for a period for the later
of either (i) three years after the Term or (ii) three years after delivery of the last Covered
Product supplied by the Supplier during the Term, the Supplier shall, and shall ensure that
each of its Affiliates shall, maintain in force insurances policies that are in accordance with
sound international commercial practice for persons engaged in businesses substantially
similar to that of the Supplier (including product and third party liability insurance) and
which cover relevant risks.

Access to Policy Details. Within ten (10) calendar days of the Global Fund's written request,

11.3

the Supplier shall promptly provide the Global Fund with copies of the insurance copy
certificates and details of policies referred to in Section 11.1. Alternatively, the Supplier can
provide an annual certificate to the Global Fund of its compliance with Section 11.1 above.

Material Policy Changes. The Supplier shall immediately notify the Global Fund in writing

12,

12.1

if any insurance policy required by this Agreement is (or will be) cancelled or its terms are
(or will be) subject to any material change.

Liability. The Supplier’s liability under this Agreement shall not be deemed to be released
or limited by the Supplier taking out the insurance policies referred to in Section 11.1.

REPRESENTATIONS AND WARRANTIES

General Representations and Warranties. Each Party represents and warrants to the other

Party during the Term that:

12.1.1 Such Party is validly incorporated or established, as applicable, in existence and duly

registered under the laws of its jurisdiction of incorporation and it has full power to
conduct its business and activities as conducted at the Effective Date of this Agreement;

12.1.2 The execution, delivery and performance of this Agreement by such Party shall have

been duly authorized by all necessary action on the part of such Party, including all
corporate authorizations and all other governmental, statutory, regulatory or other
consents, licenses, authorizations, waivers or exemptions required to empower it to
enter into and perform its obligations under this Agreement;

12.1.3 This Agreement, when executed and delivered by such Party in accordance with its

terms, will be a legal, valid and binding obligation of such Party, enforceable against
such Party in accordance with its terms, except as such enforceability may be limited
by applicable bankruptcy, insolvency, moratorium, reorganization or similar laws
affecting the enforcement of creditors’ rights generally and by general principles of
equity, and subject to any legal rights, privileges, or immunities accorded to the Party
in any jurisdiction(s); and

12.1.4 Such Party’s execution, delivery and performance of this Agreement shall not constitute

a violation, breach or default under any constitutional document, contract, instrument,
obligation or agreement to which it is a Party or by which it is bound, and will not
conflict with or violate any Applicable Laws, rule, regulation, judgment, order, decree
of any governmental agency or court having jurisdiction over it or its assets or property.

12.2 Supplier Warranties. The Supplier represents, warrants and covenants to the Global Fund

during the Term of this Agreement (and, with respect to each Covered Product supplied
under this Agreement, for no less than three years from the first usage of that Covered
Product) that:
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12.2.1

12.2.2

12.2.3

12.2.4

12.2.5

12.2.6

12.2.7

Covered Products delivered under this Agreement are merchantable and fit for use for
the particular purpose for which the Covered Products are ordinarily used;

The Supplier’s performance of this Agreement and supply of each Covered Product
shall:

a) conform to the requirements of this Agreement and the relevant Supplier
Purchase Order;

b)  be produced and processed in compliance with the WHO or SRA GMP
Requirements (as the case may be) and accreditation and applicable
requirements for that accreditation;

¢) beproduced and processed in compliance with all Applicable Laws;
d) comply with the Code of Conduct for Suppliers;

e)  comply with the Supplier’s standard operating procedures; and

f)  be free from defects in design, materials or workmanship;

The supply of each Covered Product shall be transferred to the buyer free and clear of
any liens, claims, encumbrances or security interest of any kind;

The Supplier’s performance of this Agreement, including the manufacture, labeling and
packaging of the Covered Products by the Supplier, does not infringe any patent of any
third party or constitute a misappropriation of the trade secrets or other intellectual
property rights of any third party;

The Supplier will comply with all applicable customs administration and control laws
and regulations of any applicable jurisdiction, as may be applicable to the export,
import, resale or other disposition of any Covered Products purchased from the
Supplier in accordance with the actual incoterm of the order;

The Supplier has obtained and will maintain all licenses, permissions, authorizations
(public or private) and consents or waivers required for carrying on its obligations
under this Agreement effectively in the places and in the manner in which it is carried
on pursuant to this Agreement and in accordance with all Applicable Laws in each case,
these approvals are in full force and effect, are not limited in duration or subject to any
materially unusual or onerous conditions, and have been complied with in all material
respects; and

the Supplier acknowledges that each Global Fund Principal Recipient is required to
comply with the applicable grant agreement between the Global Fund and the Principal
Recipient (in force from time to time) and the relevant policies and procedures of the
Global Fund (including the product selection requirements in the Global Fund Quality
Assurance Policy), and the Supplier shall not take any action to induce or cause a breach
or violation of that Grant Agreement or those policies and procedures.

13. CONFIDENTIALITY, PUBLIC ANNOUNCEMENTS, USE OF GLOBAL FUND LOGO

13.1 Confidentiality Obligation. In consideration for, and as a condition of, one Party agreeing to

provide Confidential Information to the other Party, each Party shall promptly (and shall
ensure that each of its Representatives shall) maintain Confidential Information in
confidence and not use or disclose that Confidential Information to any person except as
this Agreement (including this Section 13) permits, or with the prior written approval of the
other Party.

13.2 Disclosure to Representatives. Each Party undertakes that it shall only, and shall use all its

reasonable commercial endeavors to ensure that its Affiliates shall only, disclose
Confidential Information to Representatives if it is reasonably required for purposes
connected with this Agreement or, with respect to the Global Fund, its sourcing activities
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13.3

and internal governance requirements, and only if the Representatives are informed of the
confidential nature of the Confidential Information. Each Party shall remain responsible for
any failure by any of its Representatives to treat such Confidential Information as required
under this Section 13.

Disclosure of Agreement Terms to Implement the Agreement. Notwithstanding anything

13.4

contained herein to the contrary, each of the Parties may disclose the terms of this
Agreement to other persons as needed to implement the arrangements and programs
contained in this Agreement, provided such other persons retain such information on a
similar confidentiality basis. This may include disclosure to Committed Volume Buyers,
Principal Recipients, Additional Buyers, Global Fund Staff members, Supplier Staff
members, and other organizations involved in Antiretroviral and other selected medicines
used in HIV programs procurement for public health or humanitarian purposes.

Permitted Disclosure. This Section 13 shall not prevent disclosure by a Party or its

Representatives to the extent that it can demonstrate that the:

13.4.1 disclosure is of Confidential Information which was lawfully in the possession of that

Party or any of its Representatives (in either case as evidenced by written records)
without any obligation of secrecy or confidentiality prior to its being received or held;

13.4.2 disclosure is of Confidential Information which has previously become publicly

available other than through that Party’s fault (or that of its Representatives);

13.4.3 disclosure is of Confidential Information which was independently developed by the

disclosing Party;

13.4.4 disclosure is required by law, rule or regulation (including the rules of a professional

body), stock exchange or any regulatory, Governmental Authority (including any tax
authority or anti-trust body) having applicable jurisdiction (provided that the
disclosing Party shall if permitted by law first inform, at the disclosing Party’s own cost
and expense, the other Party of its intention to disclose such information and take into
account the reasonable comments of the other Party and take all reasonable steps to
preserve the confidentiality of the information);

13.4.5 disclosure is permitted under this Agreement; or

13.4.6 disclosure is legally required for the purpose of any arbitral or judicial proceedings

13.5

arising out of or in connection with this Agreement.

Permitted Disclosure by the Global Fund. The Supplier acknowledges that the Global Fund

may disclose the following information in relation to this Agreement, the Pooled
Procurement Mechanism, including through means of disclosure of communications to
Global Fund Board, Committee, and Advisory Group Members, employees, and
Constituencies; posting such information on the Global Fund’s website; reporting such
information through the Global Fund’s price and quality reporting system (“PQR”); or
through any other media:

13.5.1 The Base Price; Price Discounts; and

13.5.2 The material terms on which the Covered Products are provided and delivered under

13.6

this Agreement.

Notwithstanding the foregoing, information provided by the Supplier to the Global Fund as
required under paragraphs 4.4.6 and 4.4.10 a and b shall be treated with extra care, shall
only be disclosed internally on a need-to-know basis, and shall not be disclosed to any third
party, to the extent the retention of this information may not have any adverse effect on the
health or safety of patients.

13.7 Survival of Obligations. The obligations of confidentiality set out in this Section 13 shall

13.8

survive termination or expiration of this Agreement for a period of ten (10) years.

Public Announcements. Unless otherwise permitted under this Agreement, neither Party

shall issue any press release or make any public announcement or statement regarding this
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Agreement, or the Party’s relationship with the other Party without the prior written
approval of the other Party, which shall not be unreasonably withheld or delayed.

13.9 Use of Global Fund Name and Logo. The Supplier shall not, and shall ensure that its
Affiliates do not, use the Global Fund name or logo on any Covered Product or other
product.

14.SUPPLIER REPORTING AND RECORD-KEEPING, AUDITS

14.1 Notice to the Global Fund. The Supplier shall within fourteen (14) days notify the Global
Fund in writing of any of the following events or circumstances which come to the Supplier’s
knowledge (except where a shorter time frame is applicable as described in Section 4):

14.1.1 a change in legal structure, financial or other condition of the Supplier, including a
Change of Control, which may affect the Supplier’s ability to perform its obligations
under this Agreement;

14.1.2 an event or circumstance, including any regulatory reporting matters, that may
materially impact:

a)  the health or safety of patients using Covered Products;
b)  the sale or distribution of counterfeits of Covered Products in any country;

c¢) thesale or distribution of Covered Products in any country, including a recall of
Covered Products, a material shortage of Covered Products, or any other
circumstances that may prevent the Supplier from supplying Covered Products
under this Agreement; or

d) the Global Fund’s reputation, including any acts or omissions of a Committed
Volume Buyer, Additional Buyer, or another third party that the Supplier is
aware of and that the Supplier believes may materially compromise the
objectives of the Global Fund including:

i. corruption, abuse, fraud or waste involving any party; or

ii. any actual, suspected or threatened infringement or any other form of
attack, allegation, prejudice or claim against any trademarks or trade
names of the Global Fund.

14.2 Record-Keeping and Audits.

14.2.1 Record Keeping: The Supplier shall, and shall use all its reasonable commercial
endeavors to ensure that its Affiliates, maintain accounting books, records, documents
and other evidence relating to this Agreement, including the supply of Covered
Products, all Supplier Purchase Orders, insurance contracts, invoices and shipping and
delivery documentation (Books and Records). The Supplier must keep those Books
and Records it its possession for at least three years after the date of the last payment
for the purchase of Covered Products under this Agreement, or for such longer period,
if any, required to resolve any claims or audit enquiries, or if required by the Global
Fund by written notice to the Supplier.

14.2.2 Audit Right: Upon written notice to the Supplier, the Global Fund shall have the right
to perform one (1) audit of the Books and Records of the Supplier and its Affiliates
under this Section 14.2 in each calendar year of the Term. However, if the Global Fund
has indications that the award or performance of the Agreement may be compromised
by fraud or abuse, this limitation will not apply.

14.2.3 Audit Terms and Conditions: The Global Fund shall have the right to conduct such
audit at any time during the Term as described above, upon prior written notice to
Supplier of fourteen (14) calendar days prior to the start of the audit. Such audit will be
during normal business hours, may be conducted by the Global Fund (including its
Office of the Inspector General) or by an agent of the Global Fund, will be at the expense
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of the Global Fund, and will be carried out in a manner that does not unreasonably
interfere with the normal conduct of the Supplier’s business. The Supplier shall, and
shall use all its reasonable commercial endeavors to ensure that its Affiliates, cooperate
with the Global Fund and its agents in the conduct of such audit, including by making
staff available to answer questions, providing reasonable use of facilities to assist with
the audit and producing originals of documents if deemed relevant by the Global Fund.

14.2.4 Supplier Audits and Undertakings: In addition, the Supplier shall be responsible for
auditing any unaffiliated subcontractor for such compliance in accordance with the
Supplier’s internal audit policies, and shall permit the Global Fund to review any such
audit report in connection with the Global Fund’s audits as contemplated above. The
Supplier shall use all its reasonable commercial endeavors to obtain the consent of any
such subcontractor for the Global Fund to participate in any audit conducted by the
Supplier, or to conduct its own audit of such subcontractor.

14.3 Additional Record-Keeping Obligations. The recordkeeping provisions contained in this
Section 14 are in addition to, and complementary of, the recordkeeping provisions in
Sections 4 and 8. The Supplier shall comply with all record keeping obligations in this
Agreement.

15.TERM, EXPIRATION, TERMINATION, AND SURVIVAL

15.1 Term. The initial term of this Agreement shall commence on the Effective Date and remain
in effect until 31 December 2021 (the Term), unless otherwise terminated as expressly
provided under the terms of this Agreement.

15.2 Renewal Term. This Agreement may be renewed by mutual agreement of the Parties for
additional periods of up to twelve (12) months. In no event shall the total duration of this
Agreement, including any such renewal terms, exceed five (5) calendar years.

15.3 Termination by the Global Fund for Convenience. The Global Fund may terminate this
Agreement in its sole discretion at any time upon no less than six months prior written
notice to the Supplier. Any termination by the Global Fund pursuant to this Section 15.3
shall be without liability, except for the amount of any Committed Volume outstanding
during the year of termination, for which the Global Fund will remain responsible per the
terms of this Agreement.

15.4 Termination by the Supplier for convenience. The Supplier may terminate this Agreement
in its sole discretion at any time upon no less than six months prior written notice to the
Supplier. However, the Supplier shall fulfil Confirmed Orders outstanding at the date of
actual termination. For those Confirmed Orders, the terms and conditions of this
Agreement shall remain valid until all obligations related the Confirmed Orders have been
fully fulfilled. In case of termination by the Supplier for convenience, the outstanding
Committed Volume for the year shall be reduced pro rata to the remaining period until the
end of the calendar year or the actual termination date, whichever comes first.

15.5 Termination by the Global Fund due to Specified Events. The Global Fund shall have the
right, but not the obligation, to terminate this Agreement with immediate effect by written
notice to the Supplier in the event of any of the following;:

15.5.1 A Change of Control of the Supplier;

15.5.2 The occurrence of a Force Majeure event which has a material effect on the Supplier’s
ability to perform under this Agreement or the need for the Global Fund or its Principal
Recipients to procure Health Products under this Agreement; or

15.5.3 The Supplier’s material breach of Section 9, including (i) a finding by the Global Fund’s
Office of the Inspector General that the Supplier has engaged in fraudulent or corrupt
practices or (ii) a finding by the Global Fund’s Sanctions Panel that the Supplier has
materially violated the Supplier Code of Conduct.
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15.6 Termination by Either Party due to the other Party’s Uncured Default. If one Party (the

Breaching Party) breaches or fails in the observance or performance of any
representation, warranty, guarantee, covenant or obligation under this Agreement to a
material extent (a Material Breach), the other Party (the Nonbreaching Party) may
provide a written notice of Material Breach to the Breaching Party, providing thirty (30)
calendar days for the Breaching Party to cure such Material Breach, if such Material Breach
can be cured. If the Material Breach is cured in accordance with the provisions of this
Section 15.6, the notice of Material Breach shall be of no effect. If the Material Breach is not
cured in accordance with the provisions of this Section 15.6 (a Default), this Agreement
shall, absent written agreement to the contrary by the Nonbreaching Party, terminate upon
the expiry of the thirty (30) calendar day cure period, without the requirement of the
Nonbreaching Party to provide any additional notice to the Breaching Party.

Termination by either Party due to a Financial Event of the other Party. Either Party may

terminate this Agreement by giving notice in writing to the other Party, stating the effective
date of such termination, if:

15.7.1  the other Party suspends, or threatens to suspend, payment of its debts or is unable
to pay its debts as they fall due or mature or admits inability to pay its debts;

15.7.2  the other Party commences negotiations with all or any class of its creditors with a
view to rescheduling any of its debts, or makes a proposal for or enters into any
compromise or arrangement with its creditors;

15.7.3  a petition is filed, a notice is given, a resolution is passed, or an order is made, for
or in connection with the winding up of that other Party;

15.7.4  a creditor or encumbrancer of the other Party attaches or takes possession of, or a
distress, execution, sequestration or other such process is levied or enforced on or
sued against, the whole or any part of its assets and such attachment or process is
not discharged within fourteen (14) calendar days;

15.7.5 application is made to court, or an order is made, for the appointment of an
administrator or if a notice of intention to appoint an administrator is given or if
an administrator is appointed over the other Party;

15.7.6  a floating charge holder over the assets of that other Party has become entitled to
appoint or has appointed an administrative receiver;

15.7.7  a person becomes entitled to appoint a receiver over the assets of the other Party,
or a receiver is appointed over the assets of the other Party; or

15.7.8 any event occurs, or proceeding is taken, with respect to the other Party in any
jurisdiction to which it is subject that has an effect equivalent or similar to any of
the events mentioned in clauses (15.7.1) through (15.7.7) above.

15.8 Consequences and Results of Termination.

15.8.1 With the exception of Section 15.3 (Termination by the Global Fund for Convenience),

if the Global Fund terminates this Agreement pursuant to the terms of this Section 15,
all obligations and liabilities of the Global Fund under this Agreement, including
regarding to any outstanding Committed Volume, shall be deemed to be met,
committed, and satisfied, with no outstanding claim or liability for the Global Fund
effective as of the date of the Supplier’s receipt of the Global Fund’s notice of
termination.

15.8.2 Nothing contained herein shall be construed to limit the Global Fund’s ability to pursue

any remedy available in law or in equity with respect to any breach of this Agreement
by the Supplier.
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15.9 Global Fund’s Remedies upon Supplier’s Uncured Default.

15.9.1 If the Supplier terminates this Agreement in violation of its terms, or if the Supplier
commits a Default which results in a termination of this Agreement per Section 15.6,
the Global Fund, Global Fund Principal Recipients or PAHO may be required to
purchase substitute Antiretroviral and other selected medicines used in HIV programs
from other Suppliers for the remainder of the stated Term of this Agreement, including
at rates which do not reflect the volume discounts and other pricing terms of this
Agreement.

15.9.2 In the event of a termination and resulting purchase of substitute Antiretroviral and
other selected medicines used in HIV programs by the Global Fund, Global Fund
Principal Recipients or PAHO described in Section 15.9.1, the Global Fund’s available
remedies from the Supplier under this Agreement, subject to the terms of this
Agreement, shall include monetary compensation as follows: for each such substitute
Antiretroviral and other selected medicines used in HIV programs procured by the
Global Fund, by Global Fund Principal Recipients (whether through the Pooled
Procurement Mechanism or otherwise) or PAHO, the difference between the cost paid
for the substitute Antiretroviral and other selected medicines used in HIV programs
and the cost of an equivalent Covered Product per the terms of this Agreement.

15.9.3 The remedy described in Section 15.9.2 shall be limited to a total quantity of substitute
Antiretroviral and other selected medicines used in HIV programs equal to the amount
of the Committed Volume for which Confirmed Orders have not been established as of
the time of the termination of the Agreement.

15.10 Effect of Expiry/Termination. The following provisions are applicable to or address the
expiry or earlier termination of this Agreement.

15.10.1 Transition Period: Upon the expiry or termination of this Agreement, at the Global
Fund’s request, the Supplier shall continue to supply Covered Products on the terms
of this Agreement for a transition period of up to six months, at then-established
prices.

15.10.2 Confidentiality: Upon the expiry or termination of this Agreement, and following
expiry of the transition period referred to above, if applicable, each Party shall
promptly return to the other Party all Confidential Information of the other Party or
confirm in writing to the other Party that it has destroyed all such Confidential
Information in its possession (except to the extent that retention of any such
confidential information is required for audit purposes or under Applicable Laws).

15.10.3 Liability: Except as otherwise stated herein, expiry or termination of this Agreement
for any reason shall not release either Party from any liability which at such time has
already accrued or which thereafter accrues from a breach or default prior to such
expiration or termination, nor affect in any way the survival of any other right, duty
or obligation of either Party which is expressly stated elsewhere in this Agreement to
survive such termination or expiry. In the case of a termination by either Party under
this Section, the non-defaulting party may pursue any remedy available in law or in
equity with respect to such breach, subject to the terms detailed.

15.10.4 Survival: The following Sections shall survive the expiration or earlier termination of
this Agreement, including, as applicable, in accordance with the respective terms
thereof: 10 (Liability and Indemnity); 11 (Insurance); 12 (Representations and
Warranties); 13 (Confidentiality, Public Announcements and Use of Global Fund
Logo); 14 (Supplier Reporting and Record-Keeping, Audits); 15 (Term, Expiration,
Termination, and Survival); 17 (Governing Law and Dispute Resolution); and 18
(General).
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16. Amendment

16.1

No amendment of this Agreement shall be valid unless it is in writing and duly executed
by or on behalf of both of the Parties. There are two forms of amendment to this
Agreement, as follows:

16.1.1 Operational amendments are revisions to Schedule A, (including changes to Covered

Products, Volume Commitments, and pricing,). These operational amendments will be
enacted through an updated version of the relevant Contract Management Schedule(s)
which is signed by an Authorized Officer of each Party and which is effective as of the
date stated therein.

16.1.2 Contractual amendments are formal amendments to the body of this Agreement. They

will be enacted through a formal amendment to the Agreement which is signed by an
Authorized Officer of each Party and which is effective as of the date stated therein.

17. Governing Law and Dispute Resolution

17.1

17.2

Governing Law. Any matter relating to the interpretation or application of this Agreement
which is not covered by its terms shall be resolved by reference to the UNIDROIT Principles
of International Commercial Contracts (2004).

Executive Resolution. Without prejudice to Section 17.3, if any dispute, controversy or claim

17.3

arises out of or in connection with this Agreement, including the breach, termination or
invalidity thereof (a Dispute), the Parties agree that before submitting such Dispute to
arbitration as set out in Section 17.3 below, representatives of each Party shall, for a period
of thirty (30) calendar days after such Dispute is formally submitted to either of such
representatives in writing, attempt in good faith to negotiate the resolution of the Dispute.

Arbitration. Subject to Section 17.2 above, all Disputes shall be finally settled by arbitration

under the United Nations Commission on International Trade Law (UNCITRAL)
Arbitration Rules in force from time to time. There shall be one arbitrator. The appointment
authority for such arbitrator shall be the International Chamber of Commerce International
Court of Arbitration. The place of arbitration shall be Geneva, Switzerland. The language to
be used in the arbitral proceedings shall be English. The Parties shall accept the arbitral
award as final.

18. General

18.1

Relationship of the Parties. The relationship of the Global Fund and the Supplier established

18.

by this Agreement is that of independent contractors, and nothing contained herein shall
be construed to:

1.1 give either Party any right or authority to create or assume any obligation or make any

18.

representation of any kind on behalf of the other; or

18.2

1.2 constitute the Parties as partners, joint venture participants, fiduciaries, co-owners or
otherwise as participants in a joint or common undertaking.

Further Assurances. Each of the Parties shall perform (or procure the performance of) all

further acts and things and execute and deliver (or procure the execution and delivery of)
such further documents, as may be required by law or as may be necessary or reasonably
required to implement and give effect to this Agreement.

Performance by Affiliates. Each of the Supplier and the Global Fund acknowledges that
certain obligations of the Supplier under this Agreement may be performed by Affiliates of
the Supplier. The Supplier shall remain responsible for the performance of its obligations
under this Agreement, including performance by any of its Affiliates of such obligations.
Any Affiliate of the Supplier which performs any of the Supplier’s obligations under this
Agreement will be deemed to have accepted and be bound by the relevant terms and
conditions of this Agreement, including, without limitation, the dispute resolution
procedures set out in Section 17.
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18.4

No Third Party Beneficiaries. This Agreement shall be binding upon and inure solely to the

18.5

benefit of the Parties hereto, their Affiliates and their respective successors and permitted
assigns. Except as otherwise stated in this Agreement, nothing herein, express or implied,
is intended to or shall confer upon any other person any legal or equitable right, benefit or
remedy of any nature whatsoever.

Entire Agreement. It is the mutual desire and intent of the Parties to provide certainty as to

their respective future rights and remedies against each other by defining the extent of their
mutual undertakings as provided herein. The Parties have, in this Agreement (including the
Schedules), incorporated all representations, warranties, covenants, commitments and
understandings on which they have relied in entering into this Agreement, and, except as
provided for herein, neither Party makes any covenant or other commitment to the other
concerning its future action. Accordingly, this Agreement (including the Schedules):

18.5.1 constitutes the entire agreement and understanding between the Parties with respect

to the subject matter and there are no promises, representations, conditions, provisions
or terms related thereto other than those set out in this Agreement; and

18.5.2 supersedes all previous understandings, agreements, and representations between the

18.6

Parties, written or oral.

Assignment. Except with the prior written consent of the Global Fund, the Supplier shall
not assign, transfer, charge, or otherwise deal with all or any of its rights under this
Agreement. Any attempted assignment in violation of this Section 18.6 shall be null and
void and of no effect. No assignment shall relieve the assigning Party of its obligations
hereunder.

[y
co

18.9

Severability. Each of the provisions of this Agreement is severable. If any such provision is
deemed invalid or unenforceable by applicable law, it shall have no effect in that respect,
the Parties shall use all reasonable endeavors to replace it in that respect with a valid and
enforceable substitute provision the effect of which is as close to its intended effect as
possible, and any such invalidity, in whole or in part, will not affect the validity of any other
of its provisions.

No Waiver of Privileges and Immunities. Nothing in or related to this Agreement may be
construed as a waiver, express or implied, of the privileges and immunities accorded to the
Global Fund under international law, including international customary law, any
international conventions, treaties or agreements, any national laws, including but not
limited to the United States of America’s International Organizations Immunities Act (22
United States Code 288), or the Headquarters Agreement between the Global Fund and the
Swiss Federal Council dated 13 December 2004.

Conflict with other Agreements. If there is any conflict between the terms of this Agreement

and any other agreement, this Agreement shall prevail (as between the Parties) unless

both Parties are either also parties to that other agreement or otherwise expressly agree
in writing that such other agreement shall override this Agreement in that respect.

18.10 Authorized Officer. The Supplier represents that the following person(s) (each an

18.11

Authorized Officer) are authorized to both (i) execute this Agreement (including any
modification or amendment thereto), and (ii) give notices under this Agreement, for and
on behalf of the Supplier:

[Mr] [Ms] [Name], [Title]

Notices.

18.11.1 Any notice in connection with this Agreement shall be in writing in English and

delivered by hand, registered post or courier using an internationally recognized
courier company. A notice shall be effective upon receipt and shall be deemed to have
been received at the time of delivery, if delivered by hand, registered post or courier.
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18.11.2 If notices are given by the Supplier by email, the Supplier must deliver the original
notice to the Global Fund as described above and agrees to keep the Global Fund
indemnified against any direct loss of any nature whatsoever arising to the Global
Fund as a result of acting upon email instructions. The Global Fund may rely
conclusively and shall incur no liability in respect of any action taken upon any notice,
consent, request, instructions or other instrument believed in good faith to be genuine
or to be signed by an Authorized Officer (as defined above) or other properly
authorized person on behalf of the Supplier.

18.12 Address Details. The addresses of the Parties for the purpose of Section 18.11 are as set out
below, unless altered by written notice to the other Party in accordance with the terms of
this Agreement:

The Global | Address: Telephone:
Fund

The Global Fund to Fight AIDS,
Tuberculosis and Malaria Tel: + 41-58-791-1700

Chemin du Pommier 40, 1218 Grand-
Saconnex, Geneva, Switzerland To the
attention of: Chief Procurement
Officer

And a copy to: General Counsel

The Address: Telephone:
Supplier
[e]
Tel: [eo]

For the attention of: [e]

And a copy to [e]

18.13 Failure to Exercise. No failure or delay by either Party in exercising any right or remedy
provided by law or under this Agreement shall impair such right or remedy or operate or
be construed as a waiver or variation of it or preclude its exercise at any subsequent time
and no single or partial exercise of any such right or remedy shall preclude any further
exercise of it or the exercise of any other remedy. Remedies provided herein are
cumulative and not exclusive of any remedies provided at law.

18.14 Interpretation. The following rules apply to this Agreement:

18.14.1 References to:
a)  Sections or Schedules are, unless otherwise specified, references to Sections of,
and Schedules to, this Agreement;

b) any statutory or other legislative provision shall be construed as including any
statutory or legislative modification or re-enactment thereof, or any provision
enacted in substitution therefor;

¢) any agreement or instrument shall include such agreement or instrument as it
may from time to time be amended, supplemented or substituted;

(&

references to dollars, US dollars, USD or $ are references to the lawful currency
from time to time of the United States of America;

e) thewords “includes” and “including” shall be construed without limitation; and
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f)  month are references to a period starting on one day in a calendar month and
ending on the numerically corresponding day in the next calendar month (and
references to “months” shall be construed accordingly) or, if there is no such
numerically corresponding day in that month, ending on the last day of that
month;

18.14.2 headings are for ease of reference only; and

18.14.3 where the context so admits, words importing the singular number only shall include
the plural and vice versa, and words importing neuter gender shall include the
masculine or feminine gender.

18.15 Costs. Except as otherwise provided in this Agreement, each Party shall be responsible for
its own costs, charges and other expenses (including all legal, accounting and other
advisory fees) incurred in connection with the negotiation, execution and performance of
this Agreement, including any such expenses incurred by their Affiliates.

18.16 Counterparts. This Agreement may be executed in any number of counterparts. Each
counterpart is an original, but all counterparts shall together constitute one and the same
instrument. Delivery of an executed counterpart signature page of this Agreement by email
(as a PDF attachment) or fax shall be as effective as delivery of a manually executed
counterpart of this Agreement.

[Remainder of page intentionally left blank. Signatures follow.]

38
Global Fund RFP TGF-18-010



IN WITNESS WHEREOQF, the Global Fund and the Supplier have caused this Agreement to
be executed by their respective officers thereunto duly authorized.

Executed for and on behalf of the

Global Fund to Fight AIDS, Executed for and on behalf of
Tuberculosis and Malaria: (Supplier)
Signature: Signature:
Name: Name:
Title: Title:
Date: Date:
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SCHEDULE A

Covered Products, Covered Product Manufacturing Locations, Pricing and
Discounts, Allocated and Committed Volumes

Agreed between the Parties

For the Global Fund For the Supplier
Signed......occeveriiiniienie e Signed......occooveeiiriienee
Name....oooeiiiiiiieeeieeeeeeeeeeeee e NamE..ooeiiiiiiiiiiiiieeeceeeeeeee s
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SCHEDULE B

Additional Buyers

Supplier Name
Schedule Revision

Number

Effective Date

1. Persons Eligible to Purchase Supplier Products at the pricing

Full Name of Person Applicable date

Agreed between the Parties

For the Global Fund For the Supplier
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SCHEDULE C

Vendor Managed Inventory in Support of the Rapid Supply Mechanism

1. ADDITIONAL DEFINITIONS

e First In First Out: Means a stock management technique whereby the first items
placed into stock are first items removed thereby ensuring continual stock rotation.

¢ Rapid Supply Mechanism or RSM: Means the Global Fund’s process for
enabling the fulfilment of orders to meet emergency or unexpected demand.

e Raw Material: Means the materials that make up a finished product and for the
purposes of the Agreement may include part processed products.

¢ Replenishment Time: Has the meaning as defined in Section 4.2 of this
Schedule

¢ Response Time: Has the meaning as defined in Section 4.1 of this Schedule

e RSM Order: Means a specific purchase order raised to enact the RSM process

e Stock Profile: Means the specific products and volumes to be held by the Supplier
as part of the Agreement as either finished product or the equivalent in raw
material.

e Vendor Managed Inventory or VMI: For the purposes of the Agreement
means a volume of raw materials or finished products held by the Supplier at their
cost and under their management to fulfil the requirements of the Rapid Supply
Mechanism.

2.  SCOPE AND OBJECTIVES

2.1 This Schedule is applicable for Suppliers who have been selected by the Global Fund
to support the Rapid Supply Mechanism (RSM) through the holding of Vendor Managed
Inventory (VMI), which when, converted to finished product, will be used to fulfil short term
orders which may be required to meet emergency or unexpected demand.

2.2 The products required to fulfil this facility and the specific volumes (or the raw material
equivalent) to be held are defined at Annex 1 to this Schedule and the terms of this Schedule
only apply to those products so listed.

3.  STOCK PROFILE

31 The Supplier shall hold, at their own cost, except for the provisions in Section 7 of this
Schedule, the Stock Profile defined at Annex 1 to this Schedule, and shall maintain this
inventory for the use of the Global Fund.

3.2 Inventory may be held either as finished product or unpacked finished product or as
raw materials provided that, if it is held as raw material, production lead times are sufficiently
short and there is available stock to meet the response time detailed in Section 4.1.

33 On receipt of an RSM order the Supplier shall either convert the raw materials to
finished product or make finished product available for shipping in line with the targeted
response times in Section 4.1

3.4 The Supplier may modify the stock profile defined to optimise their own procurement
and manufacturing processes subject to the terms shown below:

a. Total stocks held do not exceed the Stock Profile by more than 10%
b. The Stock Profile is the minimum stock held as vendor-managed inventory.

35 To facilitate shipping to as many potential recipients, as possible packaging
requirements shall be simplified and the packaging requirements for finished products as
defined within the Stock Profile identified, as "general packaging" shall be as follows: standard
packaging no customized labelling.
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3.6 The Supplier shall at all times ensure that the shelf life of the VMI is maintained at the
highest possible level commensurate with the on-going demand for the product and that the
remaining shelf life exceeds 85% of the specified initial value.

3.7 This is to be achieved by the adherence to strict inventory management based on the
principles of ‘First—in, First-out’ (FIFO) and any degradation of shelf life causing a liability
through either the receipt of product by a Principal Recipient with short shelf life remaining
or the inability to ship product owing to short shelf life remaining caused by a deviation from
these principles shall reside solely with the Supplier.

3.8 Section 7 shall apply for products where the maintenance of FIFO is not possible owing
to intermittent demand.

3.9 The Supplier is required to maintain the Stock Profile up to the end of the Term of the
Agreement. Potentially this may result in some liability for the Supplier even for high demand
products. In that event the Global fund undertakes to procure the remaining inventory as part
of the PPM process or to permit the Supplier to sell the product to alternative buyers.

4, RESPONSE AND REPLENISHMENT TIMES

4.1 The Response time is defined as the period of time between receipt of an RSM specific
order and the time the first batch of product has completed all stages of the manufacturing
process and is ready for shipment regardless of whether the inventory is stored as finished
product or raw materials. The targeted time for all products as defined in the Stock Profile
shall be fourteen (14) calendar days.

4.2 The Replenishment Time is the period of time between the receipt of an RSM Order
and the time taken to replenish the Stock Profile to the defined levels in Annex 1 of this
Schedule or as modified by the provisions of Section 3.3 above. The targeted Replenishment
Time for all products shall be forty-two (42) calendar days.

4.3 If at any time during the term of the Agreement the Supplier is unable to meet either
of these targeted times, it shall immediately bring such matter to the attention of the Global
Fund.

4.4 Supplier performance against the Response Time shall be monitored in accordance
with the provisions detailed in Section 8.7 of the Agreement, and the results of non-
performance may impact future committed volumes as defined in the Agreement.

5. PRICING AND IMPACT ON COMMITTED VOLUMES

51 Products supplied against RSM Orders shall have the same pricing as applicable at the
same time for orders placed through the PPM order process, i.e. there shall be no uplift.

5.2 Unless otherwise agreed between the Parties, all RSM Orders shall count as draw-
downs against the Committed Volumes in accordance with the process defined in Section 5 of
the Agreement.

53 Stock that is written off under the provisions of Section 7 of this Schedule shall also
count as a draw down against a committed volume.

6. OPERATIONAL PROCEDURES

6.1 Upon the effectiveness of this Schedule, the Supplier shall start building the Stock
Profile and commence regular reporting as detailed in Section 8.

6.2 Order placement shall be undertaken by the Global Fund’s appointed PSA for
Antiretroviral and other medicines used in HIV Programs.

6.3 Procedures for order placement will be as defined in Section 6.1 of the Agreement, with
the following modifications and additions.
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a. The Supplier shall process no orders without written authorisation from the Global
Fund Sourcing Department to indicate that all financial processes have been carried
out.

b. All Communications and Purchase Orders shall additionally be marked “RSM
Order-Urgent Action Required’.

c. The Global Fund Sourcing Department shall be copied on all communication.
7. CHANGE MANAGEMENT

7.1 The Global Fund shall review the required Stock Profile on a quarterly basis or
whenever there is a change of regimen recommendation from the World Health Organisation.

7.2 If changes to the profile are required, the Global Fund shall notify the Supplier of those
changes.

7.3 The Supplier shall manage changes by either reducing or increasing VMI for a specific
product, and is expected to exhaust excess inventory through the normal PPM ordering
process.

7.4 Where this is not possible, the Supplier shall notify the Global Fund and both Parties
will work together to mitigate risks.

8. REPORTING REQUIREMENTS
8.1 The Supplier shall submit a report by the last of day of each calendar month in a
standard. One example is presented as Annex 1 below.

Annex 1: Stock profile

Proposed Volume to be
Pack made available for pick up
Product Size within 14 days of Purchase
Order placement
(monthly, in packs)
Agreed between the Parties
For the Global Fund For the Supplier
Signed.......cccoevieniieiniieiieeeee e Signed......cccevvviiriiiiieeeeeeeee e
Name....cooooiiiiiiiiee e Name....oooiiiiiiiiiiie e
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SCHEDULE D

Product Specification and Quality Assurance Requirements

All Covered Products supplied under this Agreement must comply with requirements
described in Section 4, in addition to the requirements below.

1. Product and Packaging Requirements

1.1 Product requirements. Further to specifications detailed in Section 4, each pharmaceutical
storage container shall meet the following requirements:

a. Individual dose sub-units shall be easily identifiable on primary packaging;

b. Packaging shall include clear marking and differentiation of intended recipient
groups on all secondary packaging, including age-specific images and different size
or shape packaging for each intended recipient group;

c. Packaging shall include pictorial or symbolic representations of key instructions,
including the number of tablets per dose, time intervals between doses, and
administration instructions for accompanying Covered Products; and

d. the Supplier shall ensure the readability and usefulness of packaging, instructions
and any patient leaflets included with the packaging and labelling of the Covered
Products.

1.2 Packaging for shipment. Further to the specifications detailed in Section 4, the following
requirements apply:

a. The gross weight per carton shall not exceed 25 kgs.
b. Each carton shall only contain one product. All cartons should be marked/labelled
minimum on one side, clearly visible with the following:

A. Shipping marks / Delivery address (or special shipping marks required
by the buyer in the Purchase Order)

The INN or generic name of the product
Brand name of the product

The dosage form (e.g.,'tablet’, etc.)
Strength/concentration of the API (s)
Date of manufacturing and expiry
Batch number

Quantity per carton

Special instructions for storage

Name of manufacturer

Any additional cautionary statements (optional)
Carton numbering (e.g. 'carton 1/40")

CFAFTEQ@QEEHUOE

2. Monitoring and Enforcement of Product Requirements and Quality
Standards

Pooled Procurement Mechanism: With respect to Covered Products procured through the
PPM, unless the Global Fund instructs the Supplier otherwise, the PSA shall be responsible
for monitoring and enforcing the Supplier’s compliance with the requirements of Section 4
and this Schedule D per the established procedures of the Pooled Procurement Mechanism,
and the Supplier will cooperate with such monitoring and enforcing activities.
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SCHEDULE E

PAHOQO Terms and Conditions

Issued Separately

Registration with UNGM and confirmation of adherence to UN Supplier Code of
Conduct, which may be found at this link:

http://www.un.org/depts/ptd/pdf/conduct english.pdf.

KFKX*
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