D i
e .

o
CLINTON
i FOUNDATIOI‘\‘*\
i S S
October 20, 2009

RE: Supply of UNITAIDFinanced Pediatric and/Adult Seconeline Antiretrovirals for
period of March 2010February 2011

Dear Sir/Madam:

The Clinton Foundation HIV/AIDS Initiative @BIAIO), a division of the William J. Clinton
Foundation, is collaboratimgth UNITAID, an international drug purchase facility hosted by the
World Health OrganizationM®00), to increase the affordability of critical pediatric and-second
line antiretrovirals ARVLD) for national HIV/AIDS treatmentggrams.UNITAID has given a
Ogreen lightO for the extensiienPediatric HIV/AIDS project of US$.3millionwhich will be
considered by the UNITAID Board in December 2808approvedJS$68.9million for the

Second Line HIV/AIDS project through Dedeen 2010, and is expected to fund the purchase of
specific pediatric ARVs for 39 developing countries through 2010 and of specifimsecond
ARVs for up to 25 developing countries through 204& ARV products expected to be

procured through both thes®NITAID -funded projects in 20 would have a total value of up to
US$112 milliobased on current market prices).

The process initiated by this lettdl determine the selectionMé&nufactures, pricing and
allocation of volumes for pediatric AR adult secontine ARV orders frorvlarch 1, 200
through February 28, 2L Another process will be conducted next year for supply and pricing
of orders for the twelve months following this period.

This letter serves to inform manufacturers of the meExderms and conditions of the selection
of Manufacturers for the UNITAHBunded pediatric and secdime ARVSs. It is requested that
interested manufacturers respond to this letter with an expression of iE@tEXt @ each of
the two projects, Batric and Secorddne. EOIs must be receivieg no later thanNovember

13 2009 As explained more fully in Sections 3 and 5 below, EOIls for eachnpusjentlude

bid notifications for each product that the company proposes to supply. Bitiowgitea take
either of two forms:

Q) Manufacturersnay make a traditional price proposal. Such a traditional price proposal
should specify product pricing, associated terms and conditions of sale, regulatory preparedness
and willingness to abide hg ttonditions of the project; or

(2) Manufacturermay indicate their willingness to engage inesGt pricing negotiations

with CHAI for a limited set of product§ hese negotiations can be based on product cost

information provided either in resgerto a CHAI template or, alternatively, in the form of

audited costs provided by an independent accounting firm. CHAI templategpfas cost

disclosure are being sent as separate attachments to this letter (see Section C of Schedules 1 and
respectivlg, and attached excel fildsanufacturerilling toengage in confidential cpsis

pricing negotiations must make this intention known in writiigugmber § 2009and provide

Panfdl nf 49



requested cost information in the EOI for the relevant projegi{evember 13, 2009 CHAI
will only engage in costplus negotiations on a sukset of formulations described belowfor
other formulations, manufacturers can only make a tragticegbroposal

Please note that CHAI has reduced the cogtlus requirements and that less datawill be

required than inpastselection processes Schedule 1, section D and Schedule 2, section D
provides the set of pediatric and sedmadproducts, respectively, for which-phss

negotiations will take place, and desdhiee®duced data requirements. Manufacturers may elect
to engage in coptus price negotiations for any or all of the product categories listed in Schedule
1, section D and Schedule 2, section D. Should a Manufacturer elect to engadiesipromest
negotiations for a category, product cost information must be provided for all products in that
category.

Following submission, CHAI will proceed through a selection process that is more fully detailed in
Section 3 below. CHAI will confirm the eligipbdtManufactures. Thereafter, based on several
factordlisted in Section(iBcluding but not limited to price, regulatory status and willingness to
abide by the conditions of the project), CHAI will select a primary and sedamddagtures)

for eat product, as well danufactures to be included in a residvanufacturepool.

Selection of eligibManufacturex and negotiation of pricing agreements will be completed on a
timeline to permit orders to be placed beginning in Mat8h 20

The seabns below provide additional information on the roles and responsibilities of UNITAID
and CHALI; the process for the selectioMahufactures and for the procurement of products;
and instructions for how to respond to this letter and participate nojgts

Only manufacturers are invited to submit proposals and only manufacturers selected as an
outcome of this process will be privileged to participate in this project.

1.Roles and Responsibilities
1.1UNITAID

UNITAID ( www.unitaid.€Laims to increase access to treatment for HIV/AIDS, malaria and
tuberculosis for people in developing countries by lowering the pricequfahityrdrugs and
diagnostics and accelerating the pace at which they are macdetayzakaahts in need.

UNITAID uses predictable and additional funding to help generate steady demand for products.
Financednainlyby a solidarity contribution on airline tickets and supplemented with funds from
Brazil, Chilei-ranceNorway, the Unite&ingdom and other donors, UNITAID expects to raise
$350million annually by 200 Governed by a board including donors, representatives of
developing countries, representatives of nongovernmental organizations, and the World Health
Organization @HOO)as its host and trustee, UNITAID is focusing its resources initially on
OnicheO areas for which the supply of key products remains limited and prices remain high,
including pediatric and secdmé ARVSs.

UNITAID funds will be used pursuant to WHO procneat principles, including best value for
money, international competition and compliance with international quality standards.

UNITAID will be responsible for the consistent and timely provision of funding to enable the

purchase and delivery of the dmtpediatric and secolide ARVs for beneficiary countries,
within budgets approved by the UNITAID board. (The beneficiary countries being supplied with
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UNITAID -funded products under these projects are specified in SectidchBaifles 1 and 2
UNITAID has previouslgstablished in writing with beneficiary governments UNITAIDOs role,

the role of CHAI and the responsibilities and undertakings of the governments, for these projects.
UNITAID will also engage in ongoing review of the financial andaglghmogress of the

projects and evaluate the performance of partners.

1.2Clinton Foundation HIV/AIDS Initiative (CHAI)

CHAI, a division of the William J. Clinton Foundatmmw.clintonfoundation.oygwas created

in 2002 to support the efforts adtional governments to expand HIV/AIDS care and treatment.
Today, CHAI supports programs, in partnership with governments, in more than 35 countries in
Africa, Asia, Latin America and the Caribbean. CHAI has signed agreements with more than a
dozen manuaicturers to lower the prices of pharmaceuticals and diagnostics used to treat
HIV/AIDS.

With regard to cogilus negotiation, CHAI has made its assistance in reducing production costs
available since 2003 to manufacturers willing to share cost infoam@talling to price

products on a cogllus basis. With such manufacturers, CHAI works to model costs, then to
identify and pursue opportunities for cost reductions arising from more predictable and larger
volumes of demand. CHAI is committed to enguaisustainable business model for
partneManufacturex and therefore seeks to agree to cost and pricing models that incorporate
costs of labor, materials, overhead and capital, plus a margin that affords the manufacturer a viable
return (Qostplugd). CHAI maintains an ongoing commitment to providing impartial cost
reduction assistance toM#inufactures. Cost information provided to CHAI also enables CHAI

to gain a greater insight into price stability and availability of key raw materials, tegeamddia

API, and thereby enabling CHAI to plan appropriately and provide counsel to governments on
any anticipated problematic supply situations. Separately from the UNITAID Projects, CHAI
works further up in the supply chain with Manufacturers of ranalsatintermediates, and API

to reduce costsind riskf-production and address price volatility, thereby ensuring stable,
reliable supply at affordable prices. These efforts benefit drug formulation manufacturers. The
information collected througbstplus negotiations helps inform where and how CHAI works to
ensure a healthy marketplace of these key inputs into drug formulation production.

This yearCHAI is engaging in ceglus negotiations on a ssét of formulationsPlease note
that CHAI has reduced the cqdus requirements, and that less data will be required for each
product than in past selection processgsedules 1 section D and Schedule 2, section D,
describe the set of pediattid secortineformulations, respectively, for elhmanufacturers
can elect to engage in goisis negotiationsSchedule 8escribes the data requirements.
Manufacturermay elect to eage in cogplus price negotiations for any or all of the product
categories listed. Should a Manufacturer eleregége in coptus price negotiations for a
category, product cost information must be provided for all products in that category.

In additiondue to availability concerns and low volumes projected for 2010y déibine

volumes for all of theidhnosine (ddl) enteric coated formulat{foas 125mg, 200mg, 250mg

and 400mgpgether across both the UNITAID Pediatrics Project and Sec@nBrojecfor

the purposes of manufacturer selecti@dAl will choose up towo (2) manufacturerg primay

and a secondary) supply all ddI enteric coated formulatiMenufacturers who only produce a
subset of these formulations will be considered and are invited to respond to this letter. Similarly,
CHAI will combine volumes for all of the ddI buffei@uhulations available under the Pediatric
Project (i.e., 25mg, 50mg and 100mg) for the purposes of manufacturer selection andill select
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to two ) manufacturer&@ primary and a second&my3upply these formulations to the Pediatrics
Project.

As mart of the Pediatric and Secdride Projects, CHAI, representing UNITAID, will undertake
negotiations with manufacturers and oversee the procurement of products. Based on the outcome
of the selection proce€HAI will enter into legally binding purchageeements (alsbi&ster

Supply Agreemei@$ with the selectbthnufactures. Under the terms of such agreements, the
selectedManufacturd€s) will undertake to supply the products at the agreed prices in the quantities
ordered upon placement of purchasiers by designated procurement agéhésprices in these
agreements are fixed for the duration of the Master Supply Agreements (i.e., through February
2011

In the selection process, CHAI will apply appropriate strategies to enable the develapment of
healthy market that favors competition and sustainability, with reduction in prices. When feasible,
the supply of any single product will be shared by more thislauoumiactureto sustain

competition and minimize risks associated with supply shandge®idependence on a single

or limited number d¥lanufactures. Other objectives a@mengage with industry to stimulate an
increase in the availability of relevant drugs of assured quality and in the number of new
Manufacturex and an expansion bktregistration of products (or waivers thereof) with the
regulatory authorities of the beneficiary countries.

Under the terms of Memoranda of UnderstandMgllO) between CHAI and beneficiary
governments, CHAI will also be responsible for helpirgrgoents access products covered by
the UNITAID projectsbwith activities including protocol review and guidance, product
guantification, and support to national drug regulatory authorities for timely registration of
products. CHAI will also be respotesitor reporting to UNITAID on the progress of the
projects, the performanceMénufactures, and achievement of key objectives.

1.3Procurement Agents

Designated procurement agents, contracted by CHAI and operating under terms agreed with
UNITAID, will be responsible for purchasing, freight forwarding and quality control. In
particular, the procurement agent will order productdVlienmfacturex and at prices specified

by the outcome of the process set forth in this letter. The agent will aittaagehnspecified
Manufacturefor the ongoing supply atrdnsportatiorof products. The agent will then issue
purchase orders, based on product quantifications completed in close collaboration with
beneficiary governments. For purchased productgehewill be responsible for quality

control, including prehipment inspection and random batch testing. The agent will be
responsible for ensuring product registration, port clearartcanspdrtatiorto central medical
stores (consistent with Molgsed between CHAI and beneficiary countries, which will typically
commit the beneficiary countries to waiving import duties and taking responsibility for
transportatiorof products to treatment sites). Finally, the agent will be responsible for timely
payment toManufactures following the delivery of products according to the terms of awarded
contracts.

The procurement agent for ghierchase of products under this letter for Battiiatric and
Seconeline Projectss IDA Foundation of Amsterdam, ThetRerlands
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1.4Manufactuser

Only manufacturers who duly submit an expression of interesponse to this letter and who
meet the mandatory requirements list&tinredule will be considered eligible for participation
in the selection process.

Manufacturex selected by the outcome of the process set forth in this letter will be responsible for
the following: manufacture of highality products; submission of dossiers for the registration of
these products with the national drug regulatorgrdigth of the beneficiary countries;

compliance with the applicable quality assurance standards and quality control procedures; deliver
of these products at agreed ptifmsUNITAID -financed volumes to the beneficiary countries

and to other purchasers behalf of national treatment programs in other low and middle income
countries as may be requested by UNITAID or CHAI, including those countries participating in
CHAIOs Procurement Consortiu@of3ortiun®) (seSchedule)3timely delivery of products
consistent with ongoing purchase orders; adherence to other applicable terms and conditions of
the projects. Further information on conditions of eligibility of and participalitambfacturey

in the UNITAID-funded Secontine and Pediatric Projectsiéscribed below in Section 3.

1.5Beneficiary Governments

Consistent with agreements signed with UNITAID, as well as MoUs signed with CHAI,
beneficiary governments will be responsible for the receipt and effective use of products covered
in these projés. This will typically include responsibility for product registration by national drug
regulatory authorities; quantification and order scheduling; receipt, port clearance and central
warehousing; anichnsportationio treatment centers. This will atsdude accountability for

rational use of products, including provision to patients consistent with international treatment
guidelines, and effective supply chain management and monitoring. Beneficiaries will be
responsible for the provision of docursasanfirming product delivery and of agreed data for
reporting of the consumption and use of products. They will also be responsible for paying (or
facilitating the waiver of) duties and local costs for products covered by the project; to provide
these poducts free of charge; to distribute them securely to avoid diversion; and to comply with
international and national law. For lists of beneficiary countries of the UNMUNAHI Pediatric

and Secondline HIV/AIDS Projects, see Section BSwhedules 1 dr? respectively.

2. Description of the Projects

For each pediatric and secdind ARV to be procured with UNITAID financing, a pool of
Manufacturegbat a minimum, a primary and seconbfianyufacturebwill be selected through
the thregphase proess described more fully in Section 3 bEmmveertain products, three
Manufacturer®a primary and two secondary Manufactireil be selected. For certain other
products, only one Manufacturer will be selestddsignated procurement agentisglie

! As noted above, prices for the products secured via this process are expected to remain fixed for the
duration of the later of February 28, 2011 or the term bfabter Supply Agreements. Exceptionally,

should a significaand sustainechange in circumstances create a need for price adjustictent,

adjustment shall be subject to the advance written approval of UNITAID. Such a request must be
submitted to UNITAD, through CHAI, at least one month prior to the requested effective date, together
with documentary proof of the circumstances that are claimed to warigadjustmentVhile the

request is under consideration by UNITAID and Clt#dManufactureis expected to continue to supply

the product without interruption at the originally agreed upon price. No retroactive price increases will be
permitted for purchase orders already issued to and acceptdddmyifaeturer
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purchase orders and pay participdMiagufactures at agreed prices for all volumes financed by
UNITAID, consistent with the outcome of this process.

The pediatric and secolige products covered by this process are specified in Section A of
Schedles 1 and,Zespectively. Detailpdckaging, labeling and insert requirements will be
specified in ongoing purchase orders. CHAI will procure products indicated for use in pediatric
and adult secodthe HIV/AIDS care and treatment, consistent witerimational guidelines, as
revised by WHO in 2006, and national protocols. For pediatric andisecamVs, he

indicative volumes of UNITAIBinanced purchases for the project as a whole are also included in
Section A ochedules 1 andr2spectively

The 39 countries for which procurement of pediatric ARVs will be conducted with UNITAID
financing as part of this project are specifisdhedule 1, Section Bhe 25 countries for which
procurement of secodithe ARVs will be conducted with UNITAfinancing as part of this

project are specified3thedule 2, Section Bhe process set forth in this letter will determine
prices and/lanufacturexfor orders placed during the twelve month period beginning March

1, 200. An additional process wi# lbonducted next year for supply and pricing for the following
twelvemonth period.

Although UNITAID will finance purchases only for the countries specified in Section B of
Schedules 1 andr2spectively, it is intended to extend any price reducti@mveddt other low

and middle income countries as UNITAID may request, including the members of the CHAI
Consortium. The current members of the Consortium are specatetdule.3(The

Consortium is comprised of countries which have signed an agwe#m@HAI committing to

follow standard procurement procedures, work to improve procurement practices over time, and
access negotiated prices consistent with applicable terms and conditions. Additional low or middle
income countries interested in jognihe consortium can contact CHAI in writing.)

3. Manufacturer Selection Process

This section outlines the mandatory eligibility criteria for participatioiiantacturer
selection process, the procedural steps of the process and the assissménianufacturer
selection and volume allocation.

In order to be considered eligible to participate in the selection pacesacturer are
required to meet certain mandatory requirements, which are s8cbetlule fsee Section
3.1.2 lelow), which is required to be signed and submitted wittath#actures EOI.

For both the Pediatric and Sechmtk Projects, a thrggdase process will be followed to select a
pool of Manufacturer per product for orders pladeain March 1, 200 through February 28,

201L The first phase, described below in Section 3.1, offers an opportunity for eligible
manufacturers to make an initial proposal, which will determine a lgkamafgctureper

product. The second phase, described below in Se2tioffers an opportunity for a second
proposal to be made, after which a secotamyfacturefor Manufactures) will be determined.

The third phase, described below in Section 3.3, provides for the selection of the residual pool of
Manufactures per poduct for volumes to be supplied. Menufacturer selected as the

primary, secondary and pbtanufactures will be allocated a proportion of volumes for the

pediatric and second line projects in accordance with the procedures described below.in Sectio
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For products available from only dm@nufacturerCHAI will engage in price negotiations with
thatManufactureinrrespective of whether tManufacturehas submitted a traditional price

proposal or an indication of willingness to engage inotepdsO process. These negotiations

will be aimed at achieving the best possible price based on anticipated volumes. (For all products
for which there are multipidanufactures, the process detailed in Section 3.1 below will be
followed.)

CHAI and UNITAID reserve the right to conduct further negotiations and/or tender¥ifa20
the supply of formulations (including formulations not listedhadules 1 andlfdr which there

is currently no eligibManufacturerand/or for formulations currentlyailable from only one
Manufactureonce one or more additiohdnufacturey become eligible. In particular, regarding
formulations for which there is currently no eligitaleufacturerCHAI and UNITAID may elect

to negotiate directly with the first mtacturer to become eligible and/or to conduct a tender
once two or more manufacturers have become eligible.

3.1Phase |

3.1.1Expressions of interest

Manufactures® EOIs must include bid notifications for each product. Bid notifications may take
either of two forms: (1) a traditional price proposal, including associated terms and conditions or
(2) an indication of willingness to engage impbaspricing negotiations with CHAdr each of

the categories of products listed in Schedug®, as basis either cost information provided

using a CHAI template or as provided by an independent accounting firm.

3.1.2Screening for eligibility

Consideration of traditional price proposals and/ofptostnegotiations will depend on each
interestedlanufacturemeeting the mandatory conditions necessary to participate in these

projects as detailedSichedule.4These include regulatory preparedness; compliance with
UNITAID's quality assurance standards and quality control procedures; willinghessd to e

prices to additional countries which are not UNITAID beneficiaries for the Pediatric or Second

Line Projects, including, at a minimum, members of the Consortium; and adherence to other terms
and conditions associated with the supply of the pro8obeddule tust be signed and

submittedvith theManufacturés Expression of Interest in response to this letter, together with
associated documentation (see Section 5 detopdsers not complying with these mandatory

criteria may be eliminated frore firocess.

For purposes of emphasis, your attention is especially directed to the requirSoterdsalets 6
and 7relating to, respectively, quality assurance standards and quality control procedures for the
products to be supplied.

With regard to cplity assurance standards, dnlgs meeting standards and specifications in
conformity with UNITAIDOs quality assurance policy, as outlBeteiiule &re considered
acceptable for procurement funded by UNITAID. Hence, all drugs procured fordjeese p

are required to be in compliance with national regulatory standards and to be prequalified by
WHO or other stringent national regulatory auth(eég further definition in Schedulea)ich
includes compliance with standards for good manufggtugictices GMPO). In the case of

single or limitedource pharmaceuticals, (a) the drugs must be either prequalified by WHO or
approved by a stringent regulatory authoyiNovember 13 2009or (b) in case there is only one
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or no equivalent produtttat meets this condition, an application for approval together with a
complete dossier for the product must have been submitted to the WHO or another stringent
regulatory authorityy November 13 2009and the product must be manufactured at a sitg that i
compliant with WHO or stringent regulatory authority standards of GMP, provided that the
Ministry of Health of the beneficiary country concurs that the products may be supplied on the
basis of the conditions set out in (b)

Where a product falls intategory (b), to be considered eligible for participation in the projects,
Manufacturex shouldgrovideproof of having submitted an application for dossier assessment
together with a complete product dossier to0MH® or other stringent regulatory auttyoand

same having been accepted as complilevieynber 13 2009. Section 5 belosets out the
documentary requirements for EOls submitted foperduct for which approval is pending

from a stringent regulatory authority.

With regard to quality contr@quirements, Manufacturers must also agree to adhere to the
obligations set out Bichedule,1ncluding testing and pghipment inspections to be performed
by a testing agency specified by CHAI and the related measures to be undertaken by
Manufactures to facilitate such inspections.

3.1.3Forms of bids: traditional price proposplesapdaingtnegotiations

Manufacturers willing to engage in-past negotiations with CHAI must indicate their intention
in writing, byNovember 6, 200&ndfor which of the pediatric and secdiné product

categories listed in Schedule 1, section D and Schedule 2, section D, respectively. For the
purposes of disclosing confidential cost informanoitual nordisclosure protection with
interestedlanufacteers isavailable in the form of the agreement set foSchedule.8
Manufacturers will provide Bpvember 13, 2008 completed cost template for the presentation
of the ManufacturerOs production costs for each r@leduntt, along with the otheférmation
requested in this letter. (See SectionSChedules 1 andr2spectively and attached excel files.)
AlternativelyManufacturex can return an overview of product costs for each relevant product
completed by an independent accounting firm.

For each product, theestprice submitted in the form of a traditional price proposal from an
eligibleManufacturerbut not the source of this price, will be disclosedMaalifactures that

have revealed production dosbrmation for that produ@s part of cogtlus negotiations.
Subsequently, beginning the wedtavember 30, 2009CHAI will meet with these
Manufacturers to review and discuss their production costs, agree on aopjpoddeities for

cost reductions, and negotiate-phssprices. CHAI will sequence and conduct discussions with
all suchManufacturer in an impartial manner seeking to achievm#tgossible prices regardless
of the status of discussions with otflanufactures. The final cogilus prices reached in
disawssions with each sudlanufactureshall be treated as thanufacturdds first proposal.

Requests for additional information, including further detail on the process of providing cost
information or engaging in cgetis negotiations, should be suladith writing and forwarded to
Neeraj Mohaiimneeraj@clintonfoundation.prgferencingCHAI: Manufacturet etter for
UNITAID -financed Pediatric and/or Secdnde Antiretroviralsn the subject header. Any
request for additional information, and the arsaf CHAI thereto, will be made available to all
parties who are receiving this letter.
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3.1.4Selection of prifdiamyufacturer

The first proposals from each elighMdEnufacturerobtained either as a traditional price proposal
or following cosplus negotiations, will be reviewed and compared. For any given product, in
selecting the primalanufacturerCHAI will take in to consideration tdanufacturewith the
bestprice anather factors, including but not limited to lead timesh@iManufaatiresO ability

to supply to the countries in question (as determined by national regiatrdtitsnability to

meet the volume require@HAI will be sending out a separate communication regarding these
selection criteria to Manufactur&schManufaturerwill be designated as iranary
Manufacturerfor orders of that product under the prgjpobvidedthat theManufacturers
prepared to extend the proposed price to other low and middle income countries as may be
requested by UNITAID or CHAI, inatling members of the Consortium as set fodcledule

3. The primarylanufacturefor the pediatrics and secdme projects will be allocated a
percentage proportion of volume according to the criteria set forth in Section 4 below.

For certain produts for which the forecasted volume for the product in 2010 is less thdn four (
times the size of the minimum production batch, CHAI may elect to select only one Manufacturer
and the selection process will terminate at Phase I.

3.2Phase |l

3.2.1Requ#t for second proposals

After selection of the primaanufacturerthe price offered by thislanufacturewill be set as a
Oreference price.O A written communication will then be sent to all othéatigihtaurer

notifying them of this OreferemriceO and inviting them to submit a second proposal for product
volume being financed by UNITAID.

3.2.2Submission of second proposals

These second proposals will be submitted in writing to CHAI and then reviewed simultaneously
according to standardagatice for tenders. An eligiManufacturewhich submitted a first

proposal but which does not submit a second proposal will be evaluated based on the first
proposal submitted, unless thi@nufactureexplicitly indicates that it no longer wishes to
participate in the projects.

3.2.3Selection of secivtaanyacturer

Second proposals will be reviewed and compared based on the same selection criteria as in Phase
(described in Section 3.1.4 above). Once all the second proposals have beem iletiad,

the secondamManufacturerCHAI will take into consideration th@nufacturethat proposes
thebestprice for each produBteven if it is lower than the reference priaad the

Manufacturey' ability to supply to the countries in gaegts determined by national registration
(or waiver thereof) and its ability to meet the volume requiredM&udhcturewill be

designated as teecondaryManufacturer for orders of that product under the prajpodvided

that it is prepared txiend the proposed price to other low and middle income countries as may
be requested by UNITAID or CHAI, including members of the Consortium as set forth in
Schedule.3The secondaianufacturer(dpr the pediatrics and secdim projects will be

allacated a percentage proportion of volume according to the criteria set forth in Section 4.
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For certain products primary antivo casecondarivanufacturer will be sought and selected.
These products will be selected fes@mondary Manufacturer setecbased on a variety of
factors, including but not limited to the following factors:
¥ if forecasted volumes are significant, generally above $1 in annual value;
¥ if the value associated with the forecasted volumes are significant, generally above 100,000
packs/bottles;
¥ if there are a large enough number of countries projected to procure the products such that
CHAI can allocate volumes to three Manufacturers without having necessarily to split
volumes within any one country (due to complexities of shppiyntanagement and
provider education materials, CHAI tries to avoid splitting volumes between two or more
Manufacturers for one product within one country);
¥ if more than two Manufacturers can offer a similarly competitive levels of pricing to the
Projecs;
¥ if volumes are projected to grow in subsequent years; and
¥ if a high number dflanufacturer areeligibleto supply the product to the Projects.
Formulations that are likely to be split between a primary and two secondary Manufacturers are
listed in Scloule 1, section B for pediatric ARVs and Schedule 2, section B folinecARY's.

3.3Phase |l

3.3.1Final determination of rédmuaiactuneool

In addition to the primamanufactureand secondaianufacturgs), selected through the
process described above, eligMdEnufactures that submit a price in their second proposal which
is at or below the reference price and above the price submitted by the ddaontoturds)

may be selected to participate in the redithralfacturepool This determination shall be
applicable to the tender period of March 10 2Gebruary 28011. Other than the primary and
secondariManufacturd€s), none of thManufacturer included in the final pool will be guaranteed
any UNITAID-financed volumed-dowever, thesddlanufacturer may receive volumes in cases
where the primary or secondslignufacturds) is unable to supply to a certain country as
described in Section 4 below.

3.3.2 ContractuAbreements and Example of Process

Each selectedanufaturerwill be required to enter into Master Supply Agreements with CHAI
on behalf of UNITAID to commit to the agreed prices and terms on standard conditions
consistent with applicable UNITAID requireméatsa period not less than 12 months

addition each selectddanufacturewill be required to execute purchase orders placed by the
selected procurement agents under the respective projects on standard conditions that are
substantially the same as those set fo&bhiedule.5

All proposals fronrManufacturey and a report of the selection process will be provided by CHAI
to UNITAID, subject to mutual nedisclosure agreements Seleedule)®etween CHAI and
Manufacturex

To summarize the process described above in this section, the prichessdlWwe used to select

Manufacturex is schematically represented below, using a hypothetical examgiéehased
price.In this yearsO selection, other factors will be considered.
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HYPOTHETICAL EVALUATION OF SUPPLIERS FOR PRODUCT XYZ BASED ON PRICE

Phase | Phase II Phase |l
Letter sentto 12 |5 eligible replies Negotiations A2nd proposal is Final pool of
manufacturers are received, of conducted with made by eligible suppliersis
who supply high which 3 are 2 other suppliers. | suppliers. The determined,
quality ARVs traditional price Supplier with secondary supplier |including athird
(GMP compliance | proposals lowest price is is chosen based because it has
based on WHO or designated as on the lowest price | WHO or FDA
FDA inspection) primary supplier submitted approval
L_etter ser?t to Ex_pressions Cost-plus Submission Final Fool.of
high-quality of interest - of second suppliers is
suppliers sub mitted negotiation indications determined
Supplier A Supplier A(costt) | Supplier A ($80) Supplier A($80) Supplier A ($80)
Supplier B Supplier B (cost+) Supplier B (385) Supplier B ($80)
Supplier C Supplier C ($100) Supplier C ($100) | Supplier C ($100)
Supplier D Supplier D ($95) Supplier D ($90)
Supplier E Supplier E ($90) Supplier E ($85)
Supplier F
Supplier G
Supplier H
Supplier |
Supplier J
Supplier K I:l Included in supplier pool for product XYZ
Supplier L

4. Volume Allocation and Procurement

For products for whichnly a primary and secondary are selectesglManufactureselection is
concluded and a groupManufacturer is established for each product, the primanufacturer
will beoffereda majority of volumes, but not more than 70% of total volume® fpratuct in
guestion. The secondawgnufacturewill beofferedthe remainder of volumes not allocated to
the primaryManufacturebut not less than 30%or products for which a primary and two
secondary Manufacturers are selected, the primary Maeofakttbeoffered40-60% of total
volumes for the product in questiand he secondafylanufactureraill split the remaining 40
60% of volumes.

OtherManufacturesr in the residudanufacturepool may be awarded volumes where neither

the primary ar secondarllanufacturgs) is able to meet delivery needs for a given beneficiary
country. These volume allocations are subjetticoespectivilanufacturesO ability to supply to

the country in question (as determined by national registratioreothreazof) and the

Manufacturés ability to meet the packaging requirements and the delivery dates specified in the
purchase order, as well as relevant administrative factors such as avoidance of interruption of

supply.

Section D ofschedules 1 asshows historical order volumes by country for products in the
UNITAID Pediatric and Secofidne Projects, respectivalywell as which products which may
be allocated volumes between a primary and two secondary Manufatteserdata are
provided tohelp informManufacturesO decisienaking about pricing and prioritization of
dossier submissions for beneficiary country registralansifacturey are advised to take their
registration and regulatory status into account in gauging volume exgectatio
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Product delivery will typically be required within eight to twelve weeks of agreement to a purchase
order. Payment will be made to manufacturers within 45 days of delivery provided that proof of
delivery has been received.

5. Required Information for Responses

EligibleManufacturex that wish to supply to the Pediatric and/or SetomdProjects must
submit to CHAIby no later thanNovember 13, 200¢he following information:

1. The technical specifications for each product that the companyeprimpsgpply to the
project. All products supplied to the UNITAID Pediatric and Sddorgrojects must be
manufactured according to the same specifications that were approved by the relevant
stringent regulatory authority (or, where relevant, ar¢ seaowpplication for approval to
such authority).

2. For all products whose prequalification or approval application is pending before a stringent
regulatory authority, tianufacturemust submit the following: (a) proof of the submission
of an apptation for approval together with a complete dossiovwsmber 13, 2008 the
form of a file number or confirmation letter from the appropriate regulatory authority; (b) a
copy of the dossier submitted for approval, and (c) a copy of GMP certificatian f
stringent regulatory authority.

3. The registration status (or waiver) in all beneficiary countries for each product that the
company proposes to supply.

4. For each product to be supplied, assurance of the manufacturer's capacity to supply up to
100% of the volumes listed in Section Aohedules 1 andd, alternatively, assurance of
the magnitude of capacity available for that productin 20

5. A signed copy @chedule with theManufactur€ds commitment to the conditions set out
therein.

6. For bid notifications following the Otraditional price proposal® form, proposal of prices and
terms for the UNITAIDfinanced volumes associated with the beneficiary coscdsed
in Section A oSchedules 1 and 2ll prices should be quoted FCA Aitord it is
preferred, but not mandatory, that prices be indicated in U.S. dollars. If quoted in a currency
other than US dollars, prices must be accompanied by the exchange rate used. Where availabli
the Manufacturers requested to provide indicatiwagint and logistics costs (CIP destination)
separately from the FCA Airport price.

7. Manufacturex willingto share detailed production cost informagiotiengage in coplus
price negotiations witbHAI on a confidential basibould notify CHAI in wrihg
immediately ando later thanNovember 6, 2009with detailed cost informatidneby
November 13, 200€cost templates for both Pediatric and Secmadproducts have been
included as separate attachments to this letter). Provision of this infosmtidt@necessary
before negotiations may begin. If requested, a mutedibotmsure agreement in the form
set forth inSchedule Bhay be executed.

Responses froManufacturer headquartered in the United States, Canada or Europe should be
sent to tle attention oAlan Stapldylanager, Drug Accessfapl@clintonfoundation.org), at the
Clinton Foundation HIV/AIDS Initiative383 Dorchester Avenue, Suite 400, Boston, MA.02127
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All otherManufacturex should send their responses and inquiries ttiethiom ofNeeraj
Mohan,Manager, Drug Accessreera@clintonfoundation.org), at the Clinton Foundation
HIV/AIDS Initiative, A-25, Hauz Khas, New Delbil10 016, India. Inquiries and other requests
for information should be directed in accordancethtprovisions set out in the last paragraph
of Section 3.1.3 above.

Thank you for your commitment to making affordable HIV/AIDS treatment available to people
in developing countries.

Best regards,

Inder Singh

Director, Drug Access

Clinton Foundatio HIV/AIDS Initiative

CcC: Jorge Bermudez, Executive Secretary, UNITAID
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SCHEDULES

1.

© o

Pediatric Project

¥ List of UNITAID-financed pediatric ARVs and indicative order volumes for March 1,
2010 through February 28, 201

List of pediatric ARVs likely to beusted from two secondavianufacturey

List of beneficiary countries

Instructions for template for cgsus negotiation disclosure

¥ Historical volumes for the UNITAID Pediatric Project

Seconeline Project

¥ List of UNITAID-financed Secorddne ARVs and indative order volumes for
March 1, 200 through February 28, 201

List of secondine ARVs likely to be sourced from two secoridanufacturer

List of Beneficiary Countries

Instructions for template for cgsus negotiation disclosure

¥ Historical volumeof the UNITAID Second.ine Project.

Members of the CHAI Procurement Consortium (&gaf 2009)

Mandatory Conditions of Participdanufacturer

Standard Terms and Conditions of Product Procurement Under UNITAID $&wend
Treatment Project and the UMID Pediatric Treatment Project

Summary of Applicable UNITAID Quality Assurance Standard for Drugs Procured in
Pediatric and Second Line ARV Projects

Quality Control requirements

Form of NonDisclosure Agreement

Description of CosPlus Procedure and Imfoational Requirement

K K K

K K K
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SCHEDULE 1

PEDIATRIC PROJECT

Table of Contents

A. List of UNITAID -financed pediatric ARVs and indicative order volumes
for March 1, 200 through February 28, 2a1

B. List of Pediatric ARVs likely to be sourced from two secondary
Manufacturers

C. List of beneficiary countries

D. Instructions for template for costplus negotiation disclosure

E. Historical volumes for the UNITAID Pediatric Project

LIST OF UNITAID -FINANCED PEDIATRIC ARVS AND INDICATIVE
ORDERS FOR MARCH 1, 200THROUGH FEBRUAR Y 28, 201

Formulations Strength Pack Indicative Order Volumes
Size (March 1, 200 DFeb 28, 201

Abacavir (ABC) 20mg/ml 240ml 65,700
Abacavir (ABC) 300mg 60s 15,800
Abacavir (ABC) 60mg 60s 18,800
Didanosine (DDH 25mg 60s

Didanosine (DI)* 50mg 60s 68,200
Didanosine (DDH 100mg 60s

Didanosine (DDI) 2mg or 10mg/ml | 200m 2,300
Didanosine (DDI) EE&* 125mg 60s

Didanosine (DDI) EE&* 200mg 60s 31,700
Didanosine (DDI) EE&* 250mg 60s

Efavirenz (EFV) 30mg/ml 180ml 16,300
Efavirenz (EFV) 50mg 30s 232,700
Efavirenz (EFV) 100mg 30s 900
Efavirenz (EFV) 200 mg 90s 65,300
Efavirenz (EFVPscored tab 200 mg 90s 33,300
Lamivudine (3TC) 150mg 60s 71,500
Lamivudine (3TC) 50mg/5ml 240ml 299,500
Nevirapine (NVP) 200mg 60s 75,400
Nevirapine (NWP) 50mg/5ml 240ml 229,300
Stavudine (d4T) 15mg 60s 26,800
Stavudine (d4T) 20mg 60s 37,500
Stavudine (d4T) 30mg 60s 4,200
Stavudine (d4T) Img/ml 200ml 51,800
Zidovudine (AZT) 50mg/5ml 240ml 316,600
Zidovudine (AZT) 100mg 100s 154,200
Zidovudine (AZT) 300mg 60s 8,500
Fixeddose formulations

Abacavir/Lamivudine (ABC/3TC) 60/30mg 60s 74,700
Lopinavir/Ritonavir (LPV/r) 80+20mg/ml 300ml 21,300
Lopinavir/Ritonavir (LPV/r) 200/50mg 120s 35,600
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Formulations Strength Pack
Size

Lopinavir/Ritonavir (PV/r) 100/25mg 120s 78,500
Stavudingamivudinenevirapine | 6/30/50mg 60s
(d4T/3TC/NVP) 887,700
Stavudingamivudinenevirapine | 12/60/100mg 60s
(d4T/3TC/NVP) 465,600
Stavudingamivudinenevirapine | 30/150/200mg | 60s 55,600
(d4T/3TC/NVP)
Stavudingamivudne (d4T/3TC) | 6/30mg 60s 169,90(
Stavudingamivudine (d4T/3TC) | 12/60mg 60s 57,700
Stavudingamivudine (d4T/3TC) | 30/150mg 60s 11,700
Zidovudinelamivudinenevirapine | 300/150/200mg | 60s 63,800
(AZT/3TCINVP)
Zidovudinelamivudine 300/150mg 60s 57,800
(AZTI3TC)
Zidovudinelamivudinenevirapine | 60/30/50mg 60s 665,700
(AZT/3TCINVP)
Zidovudinelamivudine 60/30mg 60s 268,200
(AZTI3TC)

Note: The figures above represent initial global forecasts only. Actual purchase volumes will vary. Please coattgtt@HAI dir
discuss anticipated volumes.

* Due to availability concerns and low volumes projected for 2010, CHAI will combine volumes for all of the
didanosine (ddl) buffered formulations available under the Pediatric Project (i.e., 25mg, 50mg famdhE00mg)
purposes of manufacture selectiod will select up to two (2) manufacturers (a primary and a secondary) to supply
these formulations to the Pediatrics Project. Manufacturers who only produce a subset of these formulations will be
considered and arevited to respond to this letter.

** Due to availability concerns and low volumes projected for 2010, CHAI will combine volumes for all of the
didanosine (ddl) enteric coated formulations (i.e., 128thgg, 250mg and #4@f) together across both the

UNITAID Pediatrics Project and Secdride Project for the purposes of manufacturer sele@idAl will choose

up to two (2) manufacturers (a primary and a secondary) to supply all dd! enteric coated formulations. Manufacturers
who only produce a subsetloése formulations will be considered and are invited to respond to this letter.

Products marked ON/AO are expected to be procured in small volumes based on specific requests from beneficiaries. The volume
for each product assumes packaging as inldicatehese assumptions are for illustrative purposes only.

B. Pediatric ARVs which may be selected for supply by one primary and two secondary
Manufacturers
Formulations Strength Pack Size

Abacavir (ABC) 20mg/ml 240ml

Abacavir (ABC) 300mg 60s

Efavrenz (EFV) 200 mg 90s

Lamivudine (3TC) 50mg/5ml 240ml

Nevirapine (NVP) 50mg/5ml 240ml

Zidovudine (AZT) 100mg 100s

Lopinavir/Ritonavir (LPV/r) 200 50mg 120s
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C. BENEFICIARY COUNTRIES

Angola

Benin

Botswana

Burkina Faso
Burundi

Cambodia
Cameron

China

Cote dOlvoire
Dominican Republic
Democratic Republic of the Congo
Ethiopia

Guyana

Hait?

India

Jamaica

Kenya

Lesotho

Liberia

Malawi

Mali

Mozambique
Namibia

Nigeria
Organization of Eastern Caribbean States (OECS)*
Papua New Guinea
Rwanda

Senegal

South Afrie?
Swaziland
Tanzania

Togo

Uganda

Vietnam

Zambia

Zimbabwe

* The Organization of Eastern Caribbean States inclubesddiciargountries (Antigua &
Barbuda, Dominica, Grenada, St. Kitts & Nevis, St. Lucia and St. Vincent and the Grenadines)
D. INSTRUCTIONS FOR TEMPLATE FOR COST -PLUS DISCLOSURE

CHAI will only engage in costplus negotiations on a sukset of formulations those listed
below; for other formulationspnanufacturersan only make a traditional price proposal

? Haiti and South Africa may be included in the Pediatric HIV/AIDS project in 2010.
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Please note that CHAI hageduced the cosiplus requirements, and that less data will be
required than in years past.Requirements are described in Schedule 9 and on the accompanying
costplus template.

Manufacturers may elect to engage impbastprice negotiations for anyadirof the four product
categories listed below. Should a Manufacturer elect to engagaus pase negotiations for a
category, product cost information, as described in Schedule 9, must be pralligextitarts

in that category. The categorgategories selected for quas negotiations should be clearly
identified in the Manufacturers EOI letter.

The cost template for pediatric formulations has been provided in an excel file accompanying this
letter.

With the advance agreement of CHWdnufacturer may make minor adjustments to the
template as necessary to reflect internal cost accoMdamgfactures should notify CHAI of
any intention to modify the template at least one week before submission of an EOI.
Pediatric ARV Product Cateyories

Category P1: Protease inhibitors

Lopinavir/Ritonavir (LPV/r) 80+20mg/ml 300ml
Lopinavir/Ritonavir (LPV/r) 200/50mg 120s
Lopinavir/Ritonavir (LPV/r) 100/25mg 120s
Category P2: Didanosine products
Didanosine (DDI) 25mg 60s
Didanosine (DDI) 50mg 60s
Didanosine (DDI) 100mg 60s
Didanosine (DDI) 2mg or 10mg/ml | 200ml
Didanosine (DDI) EC 125mg 60s
Didanosine (DDI) EC 200mg 60s
Didanosine (DDI) EC 250mg 60s
Category P3: Efavirenz products
Efavirenz (EFV) 30mg/ml 180ml
Efavirenz (EFV) 50 mg 30s
Efavirenz (EFV) 100 mg 60s
Efavirenz (EFV) 200 mg 90s
Efavirenz (EFVPscored tab 200 mg 90s
Category P4: Zidovudine products
Zidovudine (AZT) 50mg/5ml 240ml
Zidovudine (AZT) 100mg 100s
Zidovudine (AZT) 300mg 60s
Zidovudinelamivudinenevirapine | 300/150/200mg 60s
(AZT/3TCINVP)
Zidovudinelamivudine 300/150mg 60s
(AZTI3TC)
Zidovudinelamivudinenevirapine | 60/30/50mg 60s
(AZT/3TCINVP)
Zidovudinelamivudine 60/30mg 60s
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| (AZT/3TC) | |

Description of cost-plus data required for each formulation

See Jwedule 9.
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