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Essential Medical Inventions Licensing Agency

Working Plan — 1 June 2007

Introduction

The 2006 report by the WHO Commission on Intellectual Property Rights, Innovation and Public
Health (CIPIH) recanmendedvoluntary and non-voluntary licersing of paterts to gereric drug
marufacturers in orderto ensure that a competitive and more affordal e market exists for
medcaltechhologies Oneinstrument to facilitate such licersing is the callecive maragemert of
intellectual property rights, through the creation of patent pools.

The Essertial Medcal Invertions Licersing Agercy (EMILA) will be egdallishedasa nonprofit
organizaton that managespatent pools or licersing programsthat increase acess to paterted
medcal products and vacchesin developing countries The fundamertal ideabehind EMILA is
to provide a professional platform to facilitate collecive mamagemert of intellectual property
rights and more effi cient, reasonable and non-discriminatory licersing strategesto enable generic
competition to supply developing country markets with more affordable medcal technologies

EMILA Mission

The mission of the EMI LA isto support the creaion of one or more patert pools that facilitate the
competitive manufacture and sale of medcal products and vaccines

Each patert pool will negotiate licersesto paterts and other intellectual property rights necesary
to marufacture, regster, sell, import, and export medcal techol ogiesin the developing world.
This will involve obtaining On-licersesOfrom patert holders ard grarting Oait-licersesOto
ertitiesthat use the paterts and other intellectual property rights to marufacture or sell products.

The pools will:

a) Faclitate professional maragemert of the negotiation and administration of licersing
arrargemerts,

b) Reducelicersing transaction costs, through a one-stop licersing strategy thatenables
gereric marufacturers to acquire essertial rights in medical technologiesfrom multiple
holdersin asingle transacion asanalternative to negotiating separae ageemerts,

c) Estalish global normsfor licensing that protectindividual countries government
agerciesand gereric marufacturersfrom exterral pressures

d) Develop bed practicesfor licersing, including transparercy, adequate remuneration, non-
discriminatory openlicersing, and requiremerts that the licerseesaddress concerns
regardng product quality and fiscal accountahility,

e) Provideapredctade and fair systemfor remunerafon to patert holders regecting
national laws and trade agreemerts on intellectual property rights,

f) Faciitatetecmology trarsferto developing countriesand scale up developing countries
marufacturing and distribution capacties

g) Ensure suffi cient ecanomiesof scale,
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h) Provide for the mamagemert of multiple ownersand stacking of royalties cleaing
blocking paterts when patert thicket situations exist, and

i) Provideaplatform for collective managemert of non-patentedtecmology and know-
how.

EMILA Description

EMILA will beanonprofit Swiss organizaion. It will be fundedinitially by donations and
grarts, but will seekto develop a sustainable source of funding from feesdrawn from licensing
royalties

EMILA will have membersrepresenting a wide constituency from around the globe. These
memberswill electanexecutive boardthat will actasa boardof directbors.

Management will comprise an Exective Director, regponsible for the day-to-day operations of
the EMILA, and the execuive board The Executive Director and the executive board will
determine staffing requiremerts in order to carry out the EMILA mission.

EMILA will have several expert committeesthat will assist the Executive Direcor ard the
execuive board, including an EMILA Sciertific Advisory Board (SAB).

EMILA Strategy

EMILA will assist various national, regonal or multilateralthird parties(partners) to create and
marage patert pools.

The partnerswill determine the policy objectvesfor each pool, including, for examge, the
geographic coveragg, targeteddiseaesor conditions, and the specffic licersing termsfor patert
holdersard patert users.

The pools may be national, regonal or multilateral and they may (or may not) be limitedto
spectffic diseagsor conditions, depending upon the objecivesof the partners.

Each pool will be operaedasanindependent licensing administrator. EMILA itself will not be a
user of the paterts under licerse, exceg when EMI LA decidesto be reonsible for product
regstrationsin atarget market.

EMILA will appoint a Sciertific Advisory Board (SAB) that will provide advice on medcal
techhologiesfor which licensesshould be sought, will determine the essertiality of patertsto be
includedin the pool, and will provide advice on royalty allocations in cagsinvolving multiple
patertsin asingle product or combination theragy.

On behalf of such pools, EMILA will seek voluntary licersesfrom ownersof relevant paterts and
otherintellectual property rights. To the maxmum extert pracicalde, EMILA will striveto
stardard zelicersing termsfor eachpool, in orderto facilitate sub-licersing. Ideally, EMILA
licerseeswould execute a single standard contract providing acces to the pooled paterts. In
practice,individual licerseswill likely be necesary for some products.
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EMILA will execue Memaanda of Understanding (M OU) with governmerts, donors and key
procuremert bodies(eg., PEPFAR, Global Fund, UNITAID, the Gatesand Clinton Foundations)
in orderto generat support for a patert pool, aswell asto facilitate cooperaton betweenthe
numeraus interesed parties

Once the patertedtechnology islicersedto EMILA, it will be licernsed out to generic
marufacturersor distributors on anopenand non-discriminatory bass, subject to standards, such
asersuring quality and safety.

EMILA would cdllectroyaltiesfrom gereric marufacturersand pay royaltiesto patert ownerson
apre-determinedtransparernt and predctable formula basgs that takesinto account the actual use
of each patert in the marufacture of products by patert pool licersees

If EMILA failsto secure avoluntary license for a desred med cal technology, EMILA will

consider cooperating with goverrmerts and third parties who seekcompulsory licensesfrom
target market countriesin which paterts are in force.

EMILA Model License Terms and Conditions

After consultations with industry, universties heath activists, acacgmicsand tecmology
licersing experts,® Knowledge Ecology International (KEI) hasdrafted threemodel agreemerts:

1) Betweenpatert holdersand EMILA (patert in-licerse agreemert),
2) BetweenEMILA and gereric marufacturers/distributors (patert out-licerse agreement),
3) 2rrlljauhoriza1i on to reference or rely upon health regstration data.

Thes draft agreemerts are attachted asApperdicesA, B and C.

Each EMILA-maragedpool will modify the draft aggeemeris in order to address the policy

objectvesof the partner organzaton.

The In-License

The model standardzedvoluntary patert in-license agreenert for licersing of medcal products
and vaccinesto EMILA by patert ownersis atachedasAppendix A. It providesfor thes terms.

1) A nonexclusive, worldwide royalty-bearing licerse for the sole purpose of non-
exclusively sublicersing paterts essertial to the manufacture, regstration, exportation,

! Persons consulted in the drafting of the model EMILA licenses included: Amy Kapczynski, Brook Baker
(Northeastern University), Eric Easom, Frederick M. Abbott (Florida State University), James Love (KEI),
John Frase (Florida State University/ 2007 Immediate Past-President, AUTM), Jon Merz (University of
Pennsylvania), Michelle Childs (KEI), Judit Rius (KEl), Mark Rohrbaugh (NIH), Michael Whitham and
Bob Cook (Whitham, Curtis, Christofferson & Cook), Polly Murphy (Scripps), Rob Weisman (Essential
Action), Sandra Shotwell (Alta Biomedical), plus several anonymous persons.



2)

3)

4)

5)
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importation, distribution, offering for sale, sale, and use of the product in idertified
developing world countries

Paen holdersretain nonexclusive rightsin all countries coveredby the licerse, and
exclusive rights throughout the remainder of the world;

Licerseeswill grant backequivalert licersesto the EMIL A on arny patertabe
improvemerts made to products, and licersors will have rights of first refusal to licerses
to paterts on such improvementsin all high-income countries

Licerseesshall pay to the EMILA aroyalty basedon salesof productsin eachcountry
coveredby thelicerse, but no royalty shall be paid if the product is neither marufactured
nor sold in a country in which paterts covering the product arein force; and

The royalty will be calculated using the TieredRoyalty Method;

The Out-License

The model standard zedvoluntary patert out-licerse for licersing of medcal products and
vacchesto third partiesby EMILA is attachedasAppendix B. It provides Non-Discriminatory
accesto the pooledpaterts to qualified comparies Significart termsare:

1)

2)

3)

4)

5)

6)

EMILA or auhorizedthird partieswill beregponsible for product regstrationsin all
target markets; and

licerseemarufacturerswill be requiredto be certified under the WHOOPrequalifi caion
of Medcinesprogramor by other national regulatory authoritiesthat erforce Good
Manufacturing Practcesof equal or higher stringerncy accepaheto licersor; and

licerseeswill take rea®nab e steps to distinguish the licersed product, including not
using licersorOgproprietary drug namesor marks; and

licerseeswill be requiredto procure product liakility insurance protecting the licersor
and EMILA from potertial lawsuits arising from their licersed activities

licerseeswill provide for cross-licersing of new paterts thatinvolve improvemerts on
licersed products.

Licerseeswill provide a Developmert Planand will anmually report on its
implemertation.

The Test Data Authorization

A stardardzedmodel authorizaion to reference or redy upon heath regstration data when
neecedfor regstration of medcal products and vacchnesis attachedasAppendix C.
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Antitrust Review

Paen pools ard other intellectual property licersing strategescanraise artitrust issues The
EMILA model licerseshave beensubmittedto the U.S. Federal Trade Commission (FTC) for
review. A similarreview will be cariedout in other jurisdictions, asneeced.

EMILA Benefits

The berefits of EMI LA to various partiescanbe summarizedasfollows:

1) Paferts.
a. Lower prices through greater competition and larger economiesof scale,
b. Enhancedacces to follow-on innovations, such asnew Fixed Dose
Combinations or delivery mechansms
c. Ensurethatlicersesaretiedto appropriate standards for product quality.

2) Paernt owners:
a. Ensureregect for national patert laws and trade agreemerts on intellectual
property rights,
b. Provideapredctabe, transparert and fair systemfor remuneraion,
c. Faclitate crosslicersing of new paterts thatinvolve improvemeris on licersed
products.
d. Seneamoreefficiert strategy to licerse out their patentedtecmologies

3) Donors:
a. Ensure thatthe OslutionOto the patert problem is focused on the rule of law,
b. Obtain lower pricesthrough opencompetition,
c. Forregonal or multilateral pools, aggregate markets to ersure suffi cient
ecaomiesof scale

4) Gereric marufacturers:
a. EMILA will facilitate acces to paternted technologieson a non discriminatory
mamer,
b. Lower costsof obtaining licerses
c. Forregonal or multilateral pools, aggregate markets to ersure suffi cient
ecaomiesof scale

5) Governmerts:
a. Providetechmical assistance on mamagemert of licersesand acces to paterted
techhologies
b. Forregonal or multilateralpools, the pool will be perceived asthe norm setting
body, insulating the national governmert from political pressure and artagonistic
reporting in the finarcial press.

6) Civil Scciety:
a. The pools provide a more effective opportunity to lobby for voluntary licensesto
provide acess to paterted med cal technologiesin the developing world and to
encourage socially regponsible behavior.
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Possible Partners

EMILA will approachseveral potertial partnerswho have intere¢ in egahlishing pools. This
will include discussions with U.N. Agernciessuch asWHO, UNAIDS, UNFPA and UNDP,
donors such asthe Global Fund, PEPFAR, UNITAID and the World Bark, and regonal bodiesin
Africa Asiaard Latin America,aswell asgroups concerned about specifi c diseasesor
conditions, suchasAIDS, TB, or HPV.

EMILA will offer arange of possible servicesor partnerships, including, for example, the design,
set-up and maragemert of apool, or any lesser combination, depending upon the partnerOs
interes in undertaking or contracting out tasks.

Possible Relationship Between EMILA and Prize Type Rewards for Innovation

An optional feaure of EMILA that could encourage voluntary licersing of patertsisthe
possibility thatlicersing paterts to a pool would be arequiremern to qualify for innovation prizes

The possibility of reward ng innovators with prizesor monetary rewards hasbeenadvocated by
several ecanomists and heakh experts and it is currertly being consideredin different forums,
including the WHO Intergovernmertal Working Group on Intellectual Property Rights,
Innovation and Public Heakh (IGWG).
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EMILA- APPENDIX A

Patent License-In Agreement

(verson 3 May 2007)

Licerse Agreanen
betweenthe
Essertial Medical Invertions Licensing Agercy
ard
<licersor >

This Licerse Agreemert, effective on the date lag executed below, is by and betweenthe
Essertial Medical Invertions Licensing Agercy (EMILA), a Swiss association having its
principal placeof business at < address >, and < licersor > (Licersor), a < corporation > having
its principal placeof business at < address >.

WITNESSETH:

WHEREAS EMI LA aimsto increase the supply of medical technol ogiesthroughout the
developing world at affordable prices and

WHEREAS EMI LA seelsto facilitate acces to licerses to paterts necessary to the marufacture,
Regstration, distribution, import, export, offering for sale, sale and use of med cal technologies
in the developing world; ard

WHEREAS EMI LA wishesto licerse paterts necessary to the marufacture, Regstration,
distribution, import, export, offering for sale, sale and use of < generic name > for thes purposes
ard

WHEREAS Licersor iswilling to grart alicerse to its paterts for the manufacture, Regstration,
distribution, import, export, offering for sale, sale and use of < generic name > to populationsin
the developing world; ard

WHEREAS Licersor iswilling to licerse EMI LA to meetthes mutual goals.
NOW, THEREFORE, EMILA ard Licensor agreeto be legally bound by the following termsand

conditions:

Article 1. DEFINITIONS

Whenusedin captalizedform, the following termsshall have the mearnings setforth in
this Secton.

10
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1.1 Combination Therapy

A Combination Therayy is any co-formulated, co-packaged, bundled, or othertype of
combination phamaceutical or vaccine product thatincludesone or more Products.

1.2 Licensed Patents

Licersed Paterts are those for which licersesarenecesary for marufacture,
Regstration, distribution, import, export, offering for sale, sale or use of the Praduct or for
implemerting a Proces. Licensed Paensareidertified in Appendix A.

1.3 Improvement

An Improvement is ary discovery or invertion first made and reducedto practiceby a
Sub-licerseethat gererically or specificaly comprisesa substartive improvemert, addition, or
erhancemert to the Praduct or a Process, including without limitation know-how, techmical or
scientific information, processes techniques methodologies formulae devicesand biological or
chemical compositions of mater.

1.4 Licensed Country

A Licersed Country is any country not desgnated by the World Bark ashigh incomeas
of the date of execution of this Licerse Agreemert that will be the target market for
marufacturing, Regstration, export, import, distribution, off ering for sale, sale and use of
Product; [provided, that Licersed Country caninclude a high income country for the
marufacturing, Regstration and export of Product and/or implemertation of Process solely to
export, import, Regstration, distribute, offer for sale, sale and use Product and/or Procesin a
country not dedgnated by the World Bark ashigh income].

Licersed Countriesshall not include any country expressly excluded by the partieshereto as
delimitedin Appendix B.

1.5 Patent

Paen refersto ary issued, pending and future letterspatent and patert applicaionsin
any country that areor becane owned by or licersedin whole or in partto Licersor and that
claim, in whole or in part, the Praduct, Process or metod of use.

1.6 Process

Process refersto all public, proprietary or Paterted methods necesary or useful for
making, exporting, importing, distributing, offering for sale, selling or using the Praduct.

1.7 Product

Product is the < generic name > phamacettical or vaccine product made, exported,
imported, distributed, offeredfor sale, sold and used pursuart to a Sub-licerse herewnder,
including but not limitedto all Active Pharmaceutical Ingrederts (APIs), vacche aduvart,
componerts, intermedates otheringrederts, and Improvemeris thereto.

11
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1.8 Qualified

Qualifiedrefersto pharmaceuical marnufacturerswho are, or who becanewithin one (1)
yearof grart of a Sub-licerse herewnder, certified asmarufacturers for the Praduct under the
World Heath OrgarnizaionO$requalifi caion of Medcinesprogram or other national regulatory
auhority erforcing Good Manufacturing Practcesof equal or higher stringercy, including
specffically the regulatory bodiesof the countriesdelimitedin Appendix C.

1.9 Registration

Regstration refersto the process of securing all necesary licersesfor marufacture,
importation, exportation, distribution, offering for sale, sale and use of Praduct in any Licersed
Country.

1.10 Sub-license

A Sub-licerseisagrart of rights made underthe temrmsof this Licerse Agreamert to
Regstration, marufacture, export, import, distribute, offer for sale, sell and use the Praduct and
implemen any Prccess.

1.11 Sub-licensee

A Sub-licerseeis a Qualified phamaceutical marufacturer, distributor, exporter,
importer, retailer, heakh care provider, hospital, non-govermmertal orgarization, goverrment
agercy, or other ertity licersedby EMILA pursuart to a Sub-license hereunder for the purposes
of marufacturing, regstering, importing, exporting, distributing, offering for sale, selling and
using Product and implementing any Process.

[1.12 Field of Use

Field of Use shall mean the treatment and prophylaxis of [specify diseases and
conditions].]

Article 2. LICENSE

2.1 Grant of License

Licersor grarts to EMILA a non-exclusive, world-wide licerse to Licersed Patrnts for
the sole purpose of non-exclusive Sub-licersing for Regstration, marufacture, export, import,
distribution, offering for sale, sale, and/or use in Licersed Countriesof Product and/or Process [in
the Field of Use].

2.2 Licensed Patents

Licersed Paents licersed pursuart to this Licerse Agreenert aredelimited in Appendix
A heren.
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2.3 Retention of Rights

Licersor retains all of itsrights, title, and intereds to its world-wide Paerts for use
throughout countriesnot idertifiedasLicersed Countriesherewnder, and non-exclusive rights to
practceand licerse Licersed Paerts asit seesfit, in its sole discreion, throughout Licersed
Countries

Article 3. SUB-LICENSING

3.1 Non-exclusive sub-licensing

Subjectto the termsof this Licerse Agreemert, EMILA isauthorizedto grant non-
exclusive licersesto Qualified Sub-licerseesfor the manufacture, Regstration, import, export,
distribution, offer for sale, sale and/or use of Product and implementation of any Procesin
Licersed Countries

3.2 Product Differentiation

Product shall be differertiatedfrom LicersorOs< gereric name > by special packagng
and labkeling.

3.3 No Use of Licensor’s Marks

Sub-licerseeswill not use LicersorOsiame, trademark, nor its proprietary trade name <
Product trade name > for any purposesother thanRegstration; provided that Sub-licerseeswill
be freeto market, advertise, promote, and label the Product by its chemical nameor < gereric
name> ard to use their own marks, trademarks, and trade nameson Products, labels, advertising,
package inserts, and all Product-related documertation.

3.4 Labeling

Sub-licerseeswill include the following notice, trarslatedinto relevant languagesas
appropriate, on all labeling: Manufactuured and sold under licerse from the Essertial Med cal
Invertions Licersing Agency. Not pemittedfor sale or use outside the territory in whichlicerse
hasbeengrantedd

3.5 Back-licensing of Improvements

Any paterted Improvemerts shall be treatedasLicersed Paerts, and they will be subject
to termsequal to those secued under this Licernse Agreemer.

[Option 1 or 2]

EMILA will require Sub-licerseesto disclose to EMI LA thefiling of any paterts on
Improvemerts no later than 30 calendar days following the first of such filing(s), including alist
of all countriesin which applicaions have or will be filed

EMILA will provide notice of sub-licerseeilings to Licersor within 30 calerdar days
of its receipt of noticefrom Sub-licersee and Licersor will notify EMILA of its decision to
exercise its option herewnder within 60 days of receipt thered. If Licensor failsto provide such
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notice or choosesnot to file patert applicationsin any country coveredby this option, thenthe
rightswill revert to Sub-licersee

Option 1

EMILA will secue an option on behalf of Licersor to a non-exclusive, non-royalty-
bearing back-licerse for any Improvemerts paterted by Sub-licerseesfor use in high-income
countries as defined by the World Bark, provided that Licersor shall bear the direct costs of
secuing patertsin any such countriesit determinesis desrale,in its sole discreton.

Option 2

EMILA will secue anoption on behalf of Licensor to anexclusive, royalty-beaing back
licerse for any Improvemerts paterted by Sub-licerseesfor use in high-income countries as
defined by the World Bark, provided that Licersor shall bearthe direct costs of secuing paterts
in any such countriesit determinesis dedrable, in its sole discrefion.

EMILA will coordinate negotiations betweenLicersor and Sub-licerseeto reach
reamnably agreealbe termsfor such backlicerse;in the evert of failure to reach ageament
before any such Improvemerts are commercially used by Licensor, the royalty payade by
Licersor shall be determinedin accadance with Article 4 hereunder.

Article 4. ROYALTIES

4.1 Royalties Paid

A royalty shall be collected by EMILA from Sub-licensees for Product that is
manufactured in, exported from, imported to, distributed, offered for sale, sold or used in
a Licensed Country; provided there are Licensed Patents in either the country in which
the Product is manufactured, the country in which it is sold, or both. When there is a
patent in both the manufacturing country and the country where the product is sold,
royalties shall be based upon the importing country where the product is sold.

{Illustrative example:
Target/sold mkt ~ mfg country royalty paid?

patent? patent? _

yes yes yes (only target mkt country)

no yes yes (only country with patent)
yes no yes (only country with patent)

no no no}
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4.2 Royalty Calculation”

Annual royalties collected by EMILA shall be calculated by the following
formula:

Ryear = Rpase * GDPpc;/ GDPpeyyy * Saks * BaePriceqq;.

where: Ryear isthe royalty payabe for calerdaryear year;
Rpase 1Sthe base royalty rate,

i isthe Licensed Country in which Praduct is sold;

GDPpx; is per capita GDP asspecified by the World Bark in Licersed Country i
for year-2;

GDPpcyyy is average per cagdta GDP in high income countriesas desgnated by

the World Bark for year-2;
Sakg isthe volumeof Product sold by Sub-licerseein year in Licersed Country

I, measiredin the sameunits asthe Base Price; and
Bas Priceyear_ ;7 istheaverage U.S. wholesale price established by the Red

Book asof October 1inyear1, or whennot such aproduct exists, the price
of a Reference Product. Refererce Praduct is a product or combination of
products with similar therapeutic berefits asdetermined by the EMILA
Medical Expert Committee.

For epidemic conditions in which disease target population in Licersed Country i exceeds
3 standarddeviations above the averace rate of disea® target population in high income countries
asedimated by the World Health Organization for year-2, the royalty rate shall be modified by
the following factor:

b TPHI/ TPi

where: TPisthe Target Population Rate of the treated disea® in high income (HI)
countriesand Licersed Country i, repectively.

{Illustrative example without epidemic condition:

Consider a drug with a Base Price of USD 4,000/ year,

An Rbase (base royalty rate) of 4 percent, and

A Licensed Country GDP per capita 10 percent of the average for high income countries.
The royalty per unit of sales would be 4000 * .04 * .1 = §16 per year}

4.3 EMILA Fee

EMILA shall retain from collecied cumulative royaltiesa fee of 10% of the first
$1,000,000, plus 1% of cumulative amaunts in excess of $1,000,000. At the end of eachfiscal
year,all EMILA reveruesin exces of operaing costs and expersesand rea®nall e operaing
reerve asdetermined by the EMILA Board of Direcborswill be paid to all licersors, allocated by
relative contribution of eachlicersorOsoyalty to gross EMI LA royalty reverues

* Source: Remuneration guidelines for non-voluntary use of a patent on medical technologies. Geneva:
World Health Organization, 2005;
http://www.who.int/medicines/areas/technical_cooperation/WHOTCM2005.1_OM S.pdf
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4.4 Royalty Allocation

In the evert that Product is incorporatedin a Combination Theragy or other situation
arisesin which paterts held by third partiesare determinedto be necesary for Redstration,
marufacturing, exporting, importing, offering for sale, selling or using Praduct or implemerting a
Process, then Royaltiespaid to Licensor, netof EMILA fee, shall be allocated based on the
relative contribution of LicersorO4 icersed Paterts to the Product. Thisallocaton will be
determined by EMILAOsSciertific Advisory Board (SAB), subjectto LicensorOsipproval, which
will not be unrea®nahbly withheld; provided, thatif Licernsor doesnot agreewith the allocaion
recanmerdation of the SAB, the parties(including any third party owners of necesary patents)
will enterinto good faith negotiations to resolve the matter. If the partiesfail to reachagreemert,
thenary party (otherthan EMILA) may require the matterto be submittedto anindeperdent
medator or arbitrator rea®nably accegable to all of the parties provided, that the cost of such
medator shall be borne by the party demarding medation; that the decision of the medator will
be final, and that the reaulting royalty allocation shall be effective only from the date of the
medatorOslecision. The allocation recanmerdedby the SAB shall be used for royalty
allocaton throughout the pendancy of any negotiations and medation, unless agreedotherwise
by the partiesheren.

4.5 Accounting

The EMILA will cdlectall royaltieson a quarterly bads, and will pay all amaunts due to
Licersor within 30 calendar days from recept of royalties from Sub-licersees Any amaunt
payabe herewnderto Licersor, whichis not paid on atimely bads, shall beara peralty rate of 1%
per month.

Article 5. TERMINATION
EMILA may teminate this Licerse Agreemert upon 30 days writtennoticeto Licersor.

EMILA shall retain the right to tetmminate any Sub-licerse for material breach of ary
substartive termsby a Sub-licersee,following written noticeand areamnale timein which Sub-
licersee may cure the breach. If Licersor rea®naby believes that Sub-licerseeis in matrial
breach Licensor may, by written reques documerting the rea®ns therefae, require EMILA to
promptly notify the Sub-licersee of the material breach and, if the Sub-licerseefails to cure in
rea®nal e time, termminate the Sub-licerse.

EMILA will have the right, but not the abligation, to bring aninfringemert acion against
Sub-Licerseeor to auhorize Licensor to initiate an infringemen action against Sub-Licersee at
LicersorOsown experse ard in its own name. If EMILA auhorizes Licersor to bring an
infringemen acton against Sub-licersee, EMILA will rea®nably assist (at LicersorOsexperse)
in such actons or proceedngs if so requeded, and will lend its name to such actons or
proceedngs if required by law in order for Licensor to bring such acion. EMILA will have the
right to participate and be represertedin any such suit by its own counsel atits own expense.

Termination or Expiration of this Agreement in whole or in part for any rea®n shall not

relieve EMI LA ard sub-licersee of its obligations to pay all feesand royaltiesthat shall have
accriwed hereunder prior to the effective date of termination or expiration.
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Article 6. AUDIT

EMILA will prepare amual fi narcial statemerts audited by anindependert certified
public accaintart (CPA). The statemerts must use generaly accepted accounting principles The
independent CPA must follow gererally accepted auditing standardks.

EMI LA shall maintain accuate books and recads that will enabe Licersor, or an
indeperdert awlitor reanably acceptableto EMILA, to verify EMILAOsompliance with the
termsof this Licerse Agreemert. Upon reaonale notice, Licensor or its agerts mayview books
and records during EMI LAOsormal business hours at mutually agreedtimesto conduct areview
or audit for the sole purpose of verifying the accuacy of EMILAOgaymerts and compliance
with this Licerse Agreamert. Recordsthat may be viewedinclude recads concerning the
calculation, colledion, and paymert of royaltiesand the termsand conditions of all Sublicerses
grantedhereunder.

Finarcial recads will be availabe for [specify number] yearsafter paymert to Licersor
herewnder; provided, that nothing heren grarts acces to Licersor or its agerts to recads and
dataunderlying EMILAO®veral operations, including reverues finances caosts, and expenses

Article 7. WARRANTIES

7.1 Licensor Warranties

Licersor ageesand warrants thatit is the owner, assignee,or licersee of suffi ciert rights,
titleand intereg in the Licersed Paents for it to grart the licerse grartedto the EMILA in this
Licerse Agreamert.

In the event that any claim, civil acion or other legal proceedng is brought or threatened
against EMILA or Sub-licensee based in whole or in part upon the alleged infringemen of arny
Licersed Paert, then Licersor shall indemrify EMILA and Sub-licenseeand hold EMILA ard
Suwb-licersee hamless, from and against ary and all losses liahilities damages costs, and
experses (including attorneys' feeg arising out of such claim, acton or proceedng. In the evert
that any such claim reaults in the interruption of EMILA or Sub-licerseés business acivities
Licersor will indemnfy EMILA and Sub-licerseefor profits lost asareault of such interruption.
EMILA and Sub-licersee shall have the right to control its own defense with regectto any such
claim, acton, or proceedng, without consultation of Licensor. Licersor shall notify EMILA
promptly of any such claim, action, or proceedng.

7.2 EMILA Warranties

EMILA ageesand warrantsthat a) it isduly auhorized by its Articlesof Incorporation
and by all necesary corporate acionsto erterinto this Licerse Agreamert; and b) it will not
grant any Sub-licerse herewnder that doesnot contain all of the substartive protections for
Licersor containedin this Licerse Agreamert.

17



EMILA Model In-License — 3 May 2007

7.3 Exclusive Remedy

If the warrartiesmade by the partiesin this Article 7 are not true and accurate, ard the
other party incurs damages liabilities costs or other expersesasareailt, the party making such
represenations and warrartiesshall indemrify and hold the other party harmless from and against
any such damages liahilities costs or other expersesreasonally incurred asa reault.

7.4 Limited warranty

EXCEPT AS OTHERWISE EXPRESSLY PROVIDED IN THIS AGREEMENT,
LICENSOR AND EMILA DO NOT GIVE ANY REPRESENTATIONS OR WARRANTIES,
EXPRESS OR IMPLIED, INCLUDING, WITHOUT LIMITATION, WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OF ANY SUBJECT
MATTER DEFINED BY THE CLAIMS OF THE LICENSED PATENT.

Article 8. LIMITATION OF LIABILITIES

Neither party will be liabe for any direct, indirect, spedal, incidertal or consequertial
damagpsto the other, however cawsed, arising under arny theary of liahility.

Licersor releases acquits, and forever dischargesEMILA from any and all claims of
liahlity for infringemert or allegedinfringement of the Licersed Paents prior to the date of this
ageemert.

Article 9. INSURANCE AND INDEMNITIES

EMI LA shall require Sub-licerseesto secure first dollar products liakility insurancein
the amaunt of U.S.$ < limit > and to provide copiesof such policiesto EMILA amually along
with any noticesof changesin coverage. Such policiesshall name EMILA ard Licensor asthird
party insureds.

Article 10. MISCELLANEOUS

10.1 TERM

This Licerse Agreemert shall be effective from the date lag executed below to the
expiration of the lag-to-expire Licensed Patert licersed under this Agreemernt, unless earier
terminatedin accordance with Article 5 of this Agreement.

10.2 MERGER

This Licerse Agreemert constitutesthe ertire agreement betweenthe parties and merges
and supercedesall prior ageanerts, represertations, statemerts, negotiations, and undertakings.
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10.3 ASSIGNMENT
This Licerse Agreemert maynot be assignedby EMILA without the prior written

agreemert of Licersor. Licersor mayassign this Licerse Agreement to ary third party, including
any third party that acquiresor mergers with Licensor.

10.4 JURISDICTION

The parties herely agreethat any dispute, controversy or claim arising under, out of or
relating to this Licerse Agreemert ard arny subsequent amerdmerts of this Licerse Agreemert,
including, without limitation, its formaton, validity, binding effect, interpretation, performarce,
breachor temination, as well as non-contractual claims, shall be submitted to medation in
accadance with the WIPO Mediation Rules The placeof medation shall be [specify place]. The
language to be usedin the medation shall English.

If, and to the extent tha, any such dispute, controversy or clam has not been
settled pursuant to the mediation within 60 days of the commencement of the mediation,
it shdl, uponthe filing of a Request for Arbitration by either party, be referred to and
findly determined by arbitration in accordance with the WIPO Expedited Arbitration
Rules. Alternaively, if, before the expiration of the said period of 60 days, either paty
fails to participate or to continueto participae in the mediation, the dispute, controversy
or claim shdl, uponthefiling of a Request for Arbitration by the other party, bereferred
to and findly deermined by arbitration in accordance with the WIPO Expedited
Arbitration Rules. The place of arbitration shdl be [specify place]. The language to be
used in the arbitral proceedings shdl be English. The dispute, controversy or claim
referred to arbitration shdl bedecided in accordance with the law of [specify law].

{ This clause is still under consideration}

10.5 WAIVER

The delay or failure of any party at any timeto require performarce of any provisions of
this Licerse Agreement will not be deemeda waiver of theright to erforceitsrights atary later
time. The termsof this License Agreamert maybe waivedonly by writtenagreemert executed
by the party waiving compliance.

10.6 SEVERABILITY

If any provision of this Licerse Agreemert isruledinvalid by a court of competent
jurisdiction or is deemedunerforcealbe, the remainder of this License Agreamert shall not be
affected

10.7 THIRD PARTY BENEFICIARY
There areno third party bereficiariesof this Licerse Agreenert.
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10.8 NOTICE

All noticesprovided pursuart to this Licerse Agreement shall be in writing, mailedvia
certified mail, return receipt requeged, courier, or facd mile tramrsmission with transmission
confirmed addressed asfollows, or to such other address asmay be desgnated by the parties

Essertial Medical Invertions Licensing Agercy
<address>
<fax>

[Licensor]
<address>
<fax>

10.9 CONSTRUCTION AND INTERPRETATION

This Agreamert shall be construed and interpreted without regard to any presumption or
rule requiring construction or interpretation against the Paty drafting or cawsing any instrumert
to bedrafted This Agreemert hasbeenfully reviewed and negotiated betweenthe Parfesand no
uncerinty or ambiguity in any term or provision of this Agreement shall be construed strictly
against either Party under any rule of construction or otherwise. Paagraph headngs areused in
this Agreamert only for purposes of convenierce. Licersor and EMILA acknowledge that the
headngs may not de<ribe completely the subject matter of the applicade paragaph ard that
headngs shall not be used in any mamer to construe, limit, define or intergret any term or
provision of this Agreenert.

IN WITNESSWHEREOF the partieshereto have executedthis Licerse Agreemert by their duly
auhorizedoffi cers

Essertial Medical Invertions Licensing Agercy [Licensor]

By: By:
Title: Title:
Date: Date:

Appendix A Licensed Patents
Appendix B Exclusions from Licensed Countries

Appendix C Countries where Manufacturers may secure GMP certification in lieu of
WHO Prequalification
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EMILA - APPENDIX B

Patent License-Out Agreement

(Version 3 May 2007)

Licerse Agreanernt
betweenthe
Essertial Medical Invertions Licensing Agercy
ard
<licensee>

This Licerse Agreement, effective on the date lag execued below, is by and between the
Essertial Medcal Invertions Licersing Agercy (EMILA), a Swiss association having its
principal placeof business at < address >, and < licersee> (Licensee) a < corporation > having
its principal placeof business at < address >.

WITNESSETH:

WHEREAS EMILA aims to increase the supply of medcal tecmologies throughout the
developing world at affordable prices and

WHEREAS EMILA holds patert licerses from numeraus Licersors emalling it to licerse
gualified pharmaceuical marufacturers distributors, exporters importers retailers health care
providers hospitals, nongovernmertal organizaions, governrmert agercies or other ertities to
marufacture, regster, distribute, import, export, offer for sale, sell and use paterted medcal
techhologiesfor thes purposes ard

WHEREAS Licersee wishes to secue a licerse embing the marufacture, Regstration,
distribution, import, export, offering for sale, sale and use of these medcal tecmologies for
populations in the developing world; and

WHEREAS EMI LA iswilling to grant alicerse to Licenseeto meetthese mutual goals.

NOW, THEREFORE, EMILA and Licersee agee to be legally bound by the following termsand
conditions:

Article 1. DEFINITIONS

When used in cagtalized form, the following termsshall have the meanngs set forth in
this Secton.
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1.1 Combination Therapy

A Combination Therapy is ary co-formulated, co-packaged bundled, or other type of
combination phamaceutical or vaccine product thatincludesone or more Products.

1.2 Licensed Patents

Licersed Paens are those for which licerses are necessary for, marufacture,
Regstration, distribution, import, export, offering for sale, sale and use of Products or for
implemerting a Process.

1.3 Improvement

An Improvemert is arny discovery or invertion first made and reduced to practice by
Licersee that gererically or specfifically comprises a substartive improvemen, addition, or
erharcemert to a Product or a Process, including without limitation know-how, techical or
scientific informaion, processes tecmiques methodol ogies formulae, devicesand biological or
chemical compositions of mater.

1.4 Licensed Country

A Licersed Country is any country not desgnated by the World Bark ashigh income as
of the date of execuion of this Licerse Agreemen that will be the target market for
marufacturing, Regstration, export, import, distribution, offering for sale, sale and use of
Product; provided that [Licersed Country can include a high income country for the
marufacturing, Regstration and export of Praduct and/or implemenation of Proces solely to
export, import, Regstration, distribute, offer for sale, sale and use Praduct and/or Process in a
country not desgnated by the World Bark ashigh income; ard provided further, thaf] Licersed
Country variesby Product asdeterminedby EMILAOdicerse.

Licersed Countriesdo not include the countriesdelimitedin Appendix A for eachProduct.

1.5 Licensor

Licersor refers to an owner or licersee in whole or in part, of any Licersed Patert
licersed to EMILA under separate agreemert, ard licersed by EMILA to Licersee under this
Licerse Agreamert.

1.6 Notice

Notice refers to written notice provided by Licensee to EMILA of its intent to
manufacture, distribute, import, export, offer for sale, sell or use a Product under this
License Agreement.

1.7 Patent

Paen refersto any issued, pending and future letters patert and patert applications in
any country that are or became licersed by a Licensor in whole or in part to EMILA and that
claim, in whole or in part, a Product or a Process or method of use.
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1.8 Process

Proces refers to all public, proprietary or Paented methods necesary or useful for
making, exporting, importing, distributing, offering for sale, selling or using the Praduct.

1.9 Product

Product refersto any one or more of the set of phammacettical or vaccine products to be
made, exported, imported, distributed, offered for sale, sold and used pursuart to this Licerse
Agreamen, including but not limited to all Active Pharmaeutical Ingredents (APls), vaccine
aduvar, componerts, intermedates otheringredents, and Improvemerts thereto.

1.10 Registration

Registration refers to the process of securing all necessary licenses for
manufacture, importation, exportation, distribution, offering for sale, sale and use of a
Product in any Licensed Country.

[1.11 Field of Use
Field of Use shall mean the treatment and prophylaxis of [specify disease].]

Article 2. LICENSE

2.1 Grant of License

EMILA grarts to Licensee a non-exclusive, non-transferalde, non-assignalde, royalty
bearng world-wide licerse to Licersed Paens for the sole purpose of Regstration,
marufacturing, importing, exporting, distributing, offering for sale, selling and using in Licensed
Country any Praduct and/or implemerting any Pracess [in the Field of Use].

2.2 Licensed Patents

Licersed Patents licersed pursuart to this Licerse Agreenert aredelimitedin Appendix
C hereto.

2.3 Retention of Rights

Licersor retain all of its rights, title, and interegs to their worldwide Paents for use
throughout countries not idertified as Licersed Countries herewnder, and nonexclusive rights to
practce and licerse Pakerts as each seesfit, in their sole discreion, throughout Licersed
Countries

Article 3. LICENSEE’S OBLIGATIONS
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3.1 Notice

Licersee shall provide Notice 180 days before first articipated sale, and shall idertify the
Product and each Licersed Country in which Licerseearticipatessales

3.2 Product Differentiation

Each Product shall be differertiated from the LicersorOsproduct by special packagng
and lakeling, asagreedupon by EMILA in consultation with eachLicersor.

3.3 No Use of Licensor’s Marks

For each Product for which Licersee has provided Notice, Licersee will not use the
LicersorOsname trademark nor its proprietary trade name for any purposes other than
Regstration; provided, that Licersee may market, advertise, promote, ard label the Praduct by its
chemical name or gereric name and use its own marks, trademarks, and trade nameson Products,
lakels, advertising, package inserts, and all Product-related documertation.

3.4 Labeling

Licersee shall include the following notice, trarslated into relevart languages as
appropriate, on all labeling: OManfacured and sold under licerse from the Essertial Medical
Invertions Licersing Agercy. Not permitted for sale or use outside the territory in which licerse
hasbeengrantedd

3.5 Qualification

If Licersee is a phamaauical marufacturer who will marufacture a Product or
implemen a Proces, Licersee shall be cerified under the World Heath OrgarizaionOs
Prequalificaion of Medicines program or other national regulatory authority enforcing Good
Manufacturing Practicesof equal or higher stringercy for marufacture of eachProduct for which
it hasprovided Notice. Altermative national requlatory bodiesof the countriesaccepahle for each
Product aredelimited in Appendix B. Such cerification shall be secued within one (1) year of
LicerseeOdNotice under Article 3.1 above, and shall be maintained thereafer through the term of
this Licerse Agreemert.

The Licersee may requed technical assistance from the Licersor. In such cas, ard atthe
sole discreion of the Licersor, the parties may agee upon temms including appropriate
compensation for such services

3.6 Registration

Licersee is solely regponsible for secuing all necesary Regstrations for eachProduct
for whichit hasprovided Notice, in eachLicersed Country.

The Licersee may requed technical assistance from the Licersor. In such cas, ard atthe

sole discreion of the Licersor, the parties may agee upon temms including appropriate
compensation for such services
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3.7 Back-licensing of Improvements

Licersee shall disclose in writing to EMILA its intert to file or filing of arny paterts on
Improvemerts no later than 30 calendar days following the first of such filing(s), including a list
of all countriesin which applications have or will be filed Any paterted Improvements shall be
treaked as Licersed Paents and they will be subjectto termseaquivalernt to those secued under
this Licerse Agreemert.

[Insert Option 1 or 2]

EMILA will provide notice of such filings to the appropriate Licersor within 30 calendar
days of its receipt of notice from Licersee Licersor will notify EMILA of its decision to file
patert applications within 60 days of recept thered, and EMILA will promptly notify Licersee
of LicersorOsdecision. If Licersor fails to provide such notice or chooses not to file patert
amlicationsin any country coveredby this option, thentherightsto file will revertto Licersee

Licersee shall disclose in writing to EMILA its intert to file or filing of any paterts on
Improvemerts no later than 30 calendar days following the first of such filing(s), including a list
of all countriesin which applications have or will be filed Any paterted Improvements shall be
treaed as Licersed Paents and they will be subjectto termsequivalernt to those secued under
this Licerse Agreemert.

[Option 1

Licersee hereby grarts to eachLicensor an option to take a non-exclusive, non-royalty-
bearng backlicerse for ary patertabe Improvemerts made to that LicersorOs Product
throughout high-income countries as defined by the World Bark; provided, that Licersor shall
bearthe direct costs of secuing patertsin any such countriesit determinesis desrable, in its sole
discreion. ]

[Option 2

Licersee herely grarts to eachLicensor an option to take an exclusive, royalty-bearng
backlicerse for ary patertable Improvemerts mace to that LicersorOsProduct throughout high-
income countriesasdefined by the World Bark; provided, that Licensor shall bear the direct costs
of secuing patertsin any such countriesit determinesis dedralde, in its sole discretion.

EMILA will coordinate negotiations between Licersor ard Licenseeto reachrea®mnaly
ageeable tems for such backlicerse;in the event of failure to reachageemen before any such
Improvemerts are commercially used by Licersor, the royalty payabe by Licersor to EMILA
shall be determinedin accadance with Article 4 hereunder]

3.8 Development Plan and Annual Report

Licersee hasagreedto non binding milesonesthat are atachedas Appendix D (Ohe
Developmert PlanO)

Within three months after the end of eachcalendar year. Licersee shall (a) provide
EMILA with a defailed report on the progress to implemert the Developmert Plan, the amounts
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of Praduct producedand on stock, total invoicedsalesper country, Sales samgdesof the labeling
and packace with clearidertificaion of the brand-name or trademark used, total royalties owed
for the calerdar year, the countries in which the Product has beenregster, sert and in what
guartities the third party resllers if any, to which Licersee has provided Product and in what
quartities and salesby eachthird-party reller (the OAnual ReportO);and (b) provide EMILA
with a written cerificaion of the accuacy of the conterts of the Annual Report, signed by an
aporopriate Licersee senior officer. Licersee shall provide Annual Reports to EMILA at the
address listed below.

Article 4. ROYALTIES

4.1 Royalties Paid

Licensee shall pay a royalty to EMILA for each Product that is manufactured in,
exported from, imported to, distributed, offered for sale, sold or used in a Licensed
Country; provided, that there are Patents in either the country in which the Product is
manufactured, the country in which it is sold, or both. When there is a patent in both the
manufacturing country and the country where the Product is sold, royalties shall be based
upon the importing country where the Product is sold.

4.2 Royalty Calculation”
Annual royalties paid to EMILA shall be calculated by the following formula:

Ryear = Rpase * GDPpc;/ GDPpeyyy * Saks * BasePriceqq;.

where: Ryear isthe royalty payabe for calerdaryearyear;

Rpase 1Sthe base royalty rate,

i isthe Licensed Country in which eachProduct issold;
GDPyx; is per capita GDP asspecified by the World Bark in Licersed Country i
for year-2;

GDPpcyy is average per cagdta GDP in high income countriesasdesgnated by

the World Bark for year-2;
Saksg is the volume of total Product sold by Licensee in year in Licersed

Country I, measiredin the same units asthe Bas Price; and
Bas Priceyear_ ;7 istheaverage retail U.S. wholesale price egahlishedby the

RedBook asof October1inyea-1, or whennot such a product exists, the
price of a Reference Product. Refererce Praduct is a product or combination
of products with similar therageuic berefits asdeterminedby the EMILA
Medical Expert Committee.

For epdemic conditions in which disea® target population in Licersed Country i exceeds
3 stardard deviations above the average rate of disea® target population in high income countries

* Source: Remuneration guidelines for non-voluntary use of a patent on medical technologies. Geneva:
World Health Organization, 2005;
http://www.who.int/medicines/areas/technical_cooperation/WHOTCM2005.1_OM S.pdf
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asedimated by the World Health Organizaion for year-2, the royalty rate shall be modified by
the following factor:

b TPHI/ TPl'

where: TP is the Target Population Rate of the treaed disea® in high income (HI)
countriesand Licersed Country i, regecively.

4.3 EMILA Fee

EMI LA shall retain from calleciedroyaltiesallocalde to eachProduct afeeof 10% of the
first $1,000,000, plus 1% of cumulative amountsin excess of $1,000,000.

4.5 Accounting

Licersee shall pay all royaltiesfor salesin eachcalendar quarter within 30 days from the
erd thered. Any amount payabe hereunder, which is not paid on a timely bass, shall beara
peralty rate of 1% per month.

Article 5. TERMINATION

EMILA mayteminate this Licerse Agreemert, in whole or in part, atits sole discretion,
for matrial breach of ary substartive terms by Licersee, following written notice and a
reamnabletimein which Licersee may cure the breachto EMILAOsatisfaction.

Nothing in this Agreenert will prevert EMILA to authorize Licersor to erforce this
Licerse Agreamert against Licersee at LicersorOown expense and in its own name, or to sick
royaltiesdirecty from Licensee.

Licersee mayteminate this Licerse Agreement upon 60 days writtennoticeto EMILA.

Termination or Expiration of this Agreement in whole or in part for arny rea®n shall not
relieve Licerseeof its obligations to pay all feesand royaltiesthat shall have acauedhereunder
prior to the effective date of termination or expiration.

Article 6. AUDIT

Licersee will prepare amual finarcial statements audited by an indeperdent cerified
public accauntart (CPA). The statemerts must use gereraly aceped accaunting principles
The independent CPA must follow gererally acepted auditing standards.

Licersee shall maintain accurate books and records that will erade EMILA, or an
indeperdert auditor reamnably aceeptable to Licerseg to verify LicerseeOsompliance with the
termsof this Licerse Agreamert, including but not limited to the amaunt of Praduct produced
and sold, the partiesto whom the Product was sold ard the countries in which sales occured
Upon rea®nable notice, EMILA or its agerts may view books ard recads during LicerseeOs
normal business hours at mutually agreedtimesto conduct areview or audit for the sole purpose
of verifying the accuracy of LicerseeDgaymerts and compliance with this Licerse Agreemert.
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EMILA will bearthe full cost of any such audit unless such auwdit disclosesa difference
of more than five percert (5%) from the amaunt of royaltiesdue. In such cas, Licersee shall
promptly pay EMILA ary underpayment and shall bearthe full cost of such audit.

Finarcial recads will be availabe for [specify number] yearsafter paymert to EMILA
herewnder.

Article 7. WARRANTIES

7.1 EMILA Warranties

EMILA ageesand warrarts thatit is the licersee of suffi ciert rights, title and interes in
the Licersed Patrtsfor it to erter into this Licerse Agreamert.

7.2 Licensee Warranties

Licersee ageesand warrarts that it hasthe corporate auhority to erter into this Licerse
Agreamen, that is or will became within one (1) year of grant of this License Agreament
cerifiedasmanufacturersfor the Product under the World Heath OrgarizationO$requalification
of Medicines program or other national regulatory authority erforcing Good Marufacturing
Practces indicated by EMILA and Licersor, that it will akide by local laws of conducting
business, and thatit will comply with all substartive termsand conditions heren.

7.3 Exclusive Remedy

If the warrarties mace by the partiesin this Article 7 arenot true and accurate, and the
other party incurs damages liahlities costs or other expersesasa reault, the party making such
represenations and warrartiesshall indemrify and hold the other party harmless from and against
any such damages liahilities costs or other expersesreasonally incurred asa reault.

7.4 Limited warranty

EXCEPT AS OTHERWISE EXPRESSLY PROVIDED IN THIS AGREEMENT,
LICENSOR, EMILA AND LICENSEE DO NOT GIVE ANY REPRESENTATIONS OR
WARRANTIES, EXPRESS OR IMPLIED, INCLUDING, WITHOUT LIMITATION,
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE
OF ANY SUBJECT MATTER DEFINED BY THE CLAIMS OF THE LICENSED PATENT.

Article 8. LIMITATION OF LIABILITIES

Neither party will be liabe for any indirect, special, incidertal or consequertial damages
to the other, however caused, arising under any theary of liahility.
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Article 9. INSURANCE AND INDEMNITIES

Licersee shall secue first dollar products liaklity insurance in the amount of U.S$<
limit > and provide copiesof such policiesto EMILA amually along with any notice of changes
in coverage. Such policiesshall name EMILA ard each Licensor of Products for which Licensee
has provided Notice as third party insureds. Licersee shall serd notice to EMILA if insurance
status changeswithin 30 business days.

Article 10. MISCELLANEOUS

10.1 TERM
This Licerse Agreamert shall be effecive from the date lag execued below to the

expiration of the lag-to-expire Licersed Paent licersed under this Agreenert, unless earler
terminatedin accordance with Article 5 of this Agreement

10.2 MERGER

This Licerse Agreemert constitutesthe ertire agreement betweenthe parties and merges
and supercedesall prior ageanerts, represertations, statemerts, negotiations, and undertakings.

10.3 ASSIGNMENT
This License Agreanert may not be assigned by Licersee without the prior written

ageeamert of EMILA. EMILA may assign this Licerse Agreamert to any third party, including
any third party thatacquiresor mergerswith EMILA.

10.4 JURISDICTION

The parties herely agreethat any dispute, controversy or claim arising under, out of or
relating to this Licerse Agreemert ard arny subsequent amerdmerts of this Licerse Agreemert,
including, without limitation, its formaton, validity, binding effect, interpretation, performarce,
breachor temination, as well as non-contractual claims, shall be submitted to medation in
accadance with the WIPO Mediation Rules The placeof medation shall be [specify place]. The
language to be usedin the medation shall English.

If, and to the extent tha, any such dispute, controversy or clam has not been
settled pursuant to the mediation within 60 days of the commencement of the mediation,
it shdl, uponthe filing of a Request for Arbitration by either party, be referred to and
findly determined by arbitration in accordance with the WIPO Expedited Arbitration
Rules. Alternaively, if, before the expiration of the said period of 60 days, either paty
fails to participate or to continueto participae in the mediation, the dispute, controversy
or claim shdl, uponthefiling of a Request for Arbitration by the other party, bereferred
to and findly deermined by arbitration in accordance with the WIPO Expedited
Arbitration Rules. The place of arbitration shdl be [specify place]. The language to be
used in the arbitral proceedings shdl be English. The dispute, controversy or claim
referred to arbitration shdl bedecided in accordance with the law of [specify].
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{ This clause is still under consideration}

10.5 WAIVER

The delay or failure of any party at ary time to require performarce of any provisions of
this Licerse Agreenent will not be deemeda waiver of the right to erforce its rights at any later
time. The tems of this Licerse Agreement may be waived only by written agreenent execued
by the party waiving compliance.

10.6 SEVERABILITY

If any provision of this Licerse Agreamert is ruled invalid by a court of competert
jurisdiction or is deemedunerforceale, the remainder of this Licerse Agreemert shall not be
affected, so long asthe remaining is not inconsistent with the obligations towardthe licersor.

10.7 THIRD PARTY BENEFICIARY

Licersors of arny Product for which Licensee has provided Notice, as idertified in
Apperdix C, ard their succesors in intere$ and assignees are third party bereficiaries of this
Licerse Agreamert.

10.8 WRITTEN NOTICE

All noticesprovided pursuart to this Licerse Agreemert shall be in writing, mailed via
cerified mail, return receipt requeded, courier, or facimile transmission with transmission
confirmed addressed asfollows, or to such other address asmay be desgnated by the parties

Essertial Medical Invertions Licensing Agercy
<address>
<fax>

[Licersee]
<address>
<fax>

10.9 CONSTRUCTION AND INTERPRETATION

This Agreamert shall be construed and interpreted without regard to any presumption or
rule requiring construction or interpretation against the Paty drafting or cawsing any instrumert
to bedrafted This Agreemert hasbeenfully reviewed and negotiated betweenthe Parfesand no
uncerinty or ambiguity in any term or provision of this Agreement shall be construed strictly
against either Party under any rule of construction or otherwise. Paagraph headngs areused in
this Agreamert only for purposes of convenierce. Licersee and EMILA acknowledge that the
headngs may not de<ribe completely the subject matter of the applicade paragaph ard that
headngs shall not be used in any mamer to construe, limit, define or intergret any term or
provision of this Agreenert.
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IN WITNESS WHEREOF the partieshereb have executedthis Licerse Agreemert by their duly
authorizedoffi cers

Essertial Medical Invertions Licensing Agercy [Licersee]

By: By:
Title: Title:
Date: Date:

Appendix A Exclusions from Licensed Countries, by Product

Appendix B Countries where Manufacturers may secure GMP certification in lieu of
WHO Prequalification, by Product

Appendix C Licensed Patents, by Product, Licensor

Appendix D Licensee Development Plan
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{This proposed agreement has a limited goal, to allow EMILA and generics authorized
by EMILA to overcome regulatory barriers in countries that require authorization to
refer or rely on third party health registration data.

The agreement does not contemplate transfer of know-how or access of the first
registrant’s proprietary data, although nothing in this agreement prevents parties from
entering into additional agreements on these topics.}

EMILA- APPENDIX C

Authorization to Reference or Rely Upon Health Registration Data

(Verdon 3 may 2007)

Agreamert
betweenthe
<EMILA>
ard
<FIRM >

This Agreement, effective on the date lag executed below, is by and betweenthe Essertial
Medical Invertions Licersing Agency (EMILA), a Swiss association having its principal placeof
busines at < address > ard <FIRM> (FIRM), a < corporation > having its principal place of
busines at< address >.

WITNESSETH:

WHEREAS EMILA aimsto increag the supply of medicinesthroughout the developing world at
affordable prices and

WHEREAS FIRM has certain rights in data which have beenor will be used for purposes of
obtaining marketing approval of the Praduct in the countries listed in Annex A; (FIRMOs
Marketing Approvals); ard

WHEREAS EMILA seels to obtain or facilitate Regstration of the Praduct in the developing
world; and

WHEREAS EMILA seelks to facilitate tertative or conditional approval of the Praduct in the
developed world when required in order for generic verdons of the Product to be purchased,
exported and/or regsteredin the developing world. Including obtaining tentative approval by the
United States Food and Drug Administration for the purpose of permitting purchase of gereric
versons by the United States Global AIDS Initiative, PresdentOsEmergency Plan for AIDS
Relief, and any other global heath program that requires FDA approval as a condition of
purchase for sale in the developing world; ard

WHEREAS FIRM is willing to authorize the reference and reliance to the data included in the
FIRMOsMarketing Approvals for the Regstration of the Product in the developing world or in
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the developed world to allow purchase, export and/or regstration of generic versions of the
Product asoutlinedabove; and

NOW, THEREFORE, EMILA and FIRM ageeto be legally bound by the following terms ard
conditions:

Article 1. DEFINITIONS

When used in captalized form, the following terms shall have the mearings set forth in this
Secton.

4.1 Authorized Applicant

An Authorized Applicart is a pharmaeuical manufacturer, distributor, exporter,
importer, retailer, health care provider, hospital, non-goverrmertal orgarization, goverrmert
agercy, or other ertity auhorized by EMILA to pursue Regstration of the Product in an
Authorized Country or in the developed world to allow export, regstration or purchase of gereric
versgons of the Praduct to an Authorized Country.

4.2 Authorized Country

An Authorized Country is any country not desgnated by the World Bark ashigh -income
asof the date of execttion of this Agreemert, which will be the target market for manufacturing,
export, import, distribution, offering for sale, sale and use of Praduct, provided that Authorized
Countries shall not include any country expresly excluded by the partieshereb asdelimitedin
Appendix B.

4.3 Health Registration Data (HRD)

HRD mears all preclinical, clinical, regstration and marufacturing informaton required
for Regstration of the Praduct, including, without limitation, all biological, chemical,
pharmacological, toxicological, clinical, control, marufacturing, and relevart data.

4.4 Marketing Approvals (FIRM’s)

FIRMOsMarketing Approvals refersto certain rights that FIRM hasin HRD which have
beenor will be usedfor purposesof obtaining marketing approval of the Praduct in the countries
listedin Annex A.

4.5 Product

Product is the < gereric name > phammacettical, vaccine or other medcine product,
including specificaly all Active Phamaceuical Ingrederts (APls), arny componerts,
intermedates and Improvemerts thereb.
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4.6 Registration

Regstration refers to the process of securing all necesary licerses for marufacture,
importation, exportation, distribution, offering for sale, sale and use of Product in any Authorized
Country.

4.7 Right to Reliance or Rely

Right to Reliance or Rely is the permission grartedto EMILA, an Authorized Applicart,
and the requlatory authority to rely on FIRMOsHRD or FIRMOsMarketing Approvals of the
Praduct.

4.8 Right of Reference or Refer

Right of Reference or Refer is the pemission grartedto EMILA, anAuthorized
Applicart, and the requlatory authority to referto the FirmO$4RD or FirmOdMarketing
Approvals.

Article 2. AUTHORIZATION

FIRM auhorizesEMILA, any Authorized Applicart, and the requlatory auhority to refer to and
rely on all the FIRMOsHRD and FIRMOsMarketing Approvals, for the sole purpose of
Regstration of the Product in an Authorized Country, should such auhorizaion for such
reference or reliance be required under national law.

FIRM auhorizes EMILA, any Authorized Applicart, and the regulatory auhority in a non-
AuthorizedCountry to refer to and rely on all HRD concerring Firm Marketing Approvals for the
sole purpose of gaining such tertative or conditional Regstration aswould be necesary in order:
(1) to permit export to an Authorized Country (2) to permit Regstration in an Authorized
Country or (3) to permit purchase of a generic verson of the Product by a global heath initiative,
suchasthe U.S. Global AIDS Initiative and PEPFAR program, for use in an Authorized Country.

If further authorizations or cooperaion is neededto regster the Product in an Authorizedor non-
Authorized Country, the FIRM ageesto provide ary rea®nale authorizations and cooperafon
within 30 days of recept of noticefrom EMILA.

Article 3. NOTIFICATION

EMILA will require Authorized Applicarts to submit EMILA lists of the Authorized and non-
Authorized Countriesin which the Authorized Applicant hasregsteredthe Product, no later than
30 calendar days after obtaining regstration. EMIL A will provide notice of such regstrations to
FIRM, if auhorizaion from FIRM is needed, within 30 calendar days of its recept of noticefrom
Authorized Applicart.

Notwithstanding this article notification obligation, the authorizaion contained in this agreemen

is selfbexecuing, and a copy of this ageemenm, certified by EMILA, can be filed with drug
requlatory agenciesfor the purpose of verifying the right of reference or reliance.
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Article 4. ROYALTY

A royalty shall be colleced by EMILA from Authorized Applicart for sales of Regstered
Products in an Authorized Country by the Authorized Applicart for which FIRMOsauthorizaton
has been sought to refer to or rely on HRD concerring FIRMOsMarketing Approvals. Annual
royaltiescollecedby EMILA shall be calculated by the formulasetup in Annex C.

The EMILA will collectall royaltieson aquarterly bass, and will pay all amounts due to FIRM
within 30 calendar days of receipt of royaltiesfrom Authorized Applicart.

Article 5. MISCELLANEOUS

5.1. DISCLAIMER

Nothing in this ageemert shall prevernt partiesfrom expressing differert views on the
obligations in international or national law to require authorization to rely, reference or otherwise
use HRD submitted to regulatory authorities to obtain marketing authorizaion by competing
products.

5.2. LIMITATION OF LIABILITIES

Neither party will be liabe for any indirect, special, incidertal or consequertial damages
to the other, however caused, arising under any theary of liahility.

5.3. JURISDICTION

The partiesherely ageethat any dispute, controversy or claim arising under, out of, or
relating to this Agreamert ard arny subsequernt amerdmerts of this Agreenen, including, without
limitation, its formafion, validity, binding effect interpretation, performarce, breach or
termination, aswell asnon-contractual claims, shall be submittedto medation in accadance with
the WIPO Mediation Rules The placeof medation shall be [specify place]. The language to be
used in the medation shall be English.

If, and to the extert that, any such dispute, controversy or claim has not been settled
pursuart to the medation within 60 days of the commercemert of the medation, it shall, upon
the filing of a Requed for Arbitration by either party, be referred to and finally determined by
arhitration in accadance with the WIPO Expedted Arbitration Rules Altermatively, if, before the
expiration of the said period of 60 days, either party fails to participate or to continue to
participate in the medation, the dispute, controversy or claim shall, upon the filing of a Recueg
for Arbitration by the other party, be referred to and finally determined by arhtration in
accadance with the WIPO Expedted Arbitration Rules. The place of arhitration shall be [specify
place]. The language to be used in the arhitral proceedngs shall be English. The dispute,
controversy or claim referred to arhitration shall be decided in accadance with the law of
[specify jurisdiction].

{ This clause is still under consideration}
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5.4 SEVERABILITY

If any provision of this Agreemert isruledinvalid by a court of competert jurisdiction or
isdeenedunerforceable, the remainder of this Agreemert shall not be affected

IN WITNESSWHEREOF the partieshereto have executedthis Agreemert by their duly
authorizedoffi cers

Essertial Medical Invertions Licensing Agercy [FIRM]

By: By:
Title: Title:
Date: Date:
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Annex A

FIRM’s Marketing Approvals

FIRM hasobtainedor will obtain marketing approvals for the Product in the following countries

For eachcountry list:
Country:
Y earthat Marketing Approval wasobtained
Proprietary name (trade name):
Approved gereric name(s):
Strength(s) per dosage unit:
Dosage form:
Holder of the Approval:
Redrictions on sale or distribution:

Annex B

Exclusions from Authorized Countries

Annex C

Royalty

{The options provided in Annex C are still going through internal review because some
experts that KEI consulted have expressed a difference of opinion and have suggested
that royalty payments for the use of health registration data should be credited against
the payments for the right to use the patent}

Annual royalties to the FIRM shall be calculated as follows, at the discretion of the
Authorized Applicant’:

OPTIONA R; = C* s5;/S;* 1/ Tem,or

OPTIONB R, = s; #r

where: R; isthe royalty payale for period i;
C istherisk-adustedcost of generaing HDR;

2 Source: Protection of Pharmaceutical Test Data: A Policy Proposal. Consumer Project on Technology
(November 2006): http://www.cptech.org/ip/heal th/data/ CPTech-Test-Data.pdf
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s; isrevernue for Product salesin the Authorized Country for period i by the

Authorized Applicart;
S; isglobal reverue for Product salesin period i by all parties

Term isthe number of periods for which the law of the Authorized Country
requiresauthorization to refererce or otherwise rely upon HRD; ard;

r isthe percerntage royalty rate, whichis 2 percert for countriesdedgnatedas
lower-middle income or low-income by the World Bark, or 5 percert for
countriesdesignated asupper-middle income by the World Bark.

For epdemic conditions in which disease target population in AuthorizedCountry j exceeds 3
stardard deviations above the average rate of disea® target population in high-income countries
asedimatedby the World Health Organization, the royalty rate shall be modifiedby the
following factor:

b TPHI/ TPJ'

where: TPisthe Target Population of the treakd diseas in high income (HI) countries
ard AuthorizedCountry j, regectively.

Method for determining the risk adjusted cost for HRD.

The risk-adusted cost for HRD data will be based upon the actual expenditureson clinical trials
and other teds, and only include outlays on the teds that areused by the Authorized Applicart to
regster a product in an Authorized Country. To adjust for risk, expenditureson Phas | clinical
trials will be multiplied by five, expenditureson Phas Il clinical trials will be multiplied by two,
ard expenditureson Phase 111 trials will be multiplied by 1.5. Expenditureson Phase /Il trials
will be multipliedby 3, and experditureson Phase II/111 trials will be multipliedby 1.75.

Allocation of royalty among different FIRMS that authorize use of HRD.

Whenauhorizations for HDR are obtained from more thanone party, the royalty will be
allocated among the partieson the bads of the relative risk-adusted costs of the teds, as
determined by agreemert among the parties or by medation providedby EMILA.
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