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) . 3/9/2021
THIS LICENCE AGREEMENT (this “Agreement™) is made as of o

(the “Effective Date").

BETWEEN:

(N THE MEDICINES PATENT POOL FOUNDATION. a non-profit foundation
registered under the laws of Switzerland, and having a principal place of business at
Rue de Varembé 7, CH-1202 Gencva (the “Licensor™); and

2) HETERO LABS LIMITED, a company incorporated under the laws of India and
having its registered office at # 7-2-A2, Hetero Corporate, Indusirial Estate,
Sanathnagar, Hyderabad ~ S00018, Telangana State, India (the “Licensee™),

with the Licensor and the Licensee collectively referred to as the “Parties”.
WITNESSETH THAT:

WHEREAS the Licensor has been granted by ViiV (as defined below) the right to sublicense
certain patents and patent applications, which relate to the compounds known as dolulegravir
and abacavir for adult use;

WHEREAS the Licensee desires to obtain a licence from the Licensor to use the aforesaid
patents and the Licensor is willing to grant to the Licensee such a licence in accordance with
the terms and subject to the conditions of this Agrecment;

WHEREAS the intent of this Agreement is to provide access to Patents (and therefore facilitate
access to medicines for adult persons living with HIV in eertain middle-income countries), and
not to create any non-patent-related barriers where Patents or Non-Territory Patents (as defined
below) do not exist;

NOW THEREFORE in consideration of the covenants and obligutions expressed in this
Agreement, and intending 10 be legally bound, the Parties agree as follows:

I DEFINITIONS

1.1 “ABC Compound™ shall mean the chemical compound known gencrically as abacavir,
whose more specific chemical name is set out in Appendix A.

1.2 “ABC Patents” shall mean thosc pateats and patent applications in the Territory
relating to both the ABC Compound and the Products owned by ViiV as are set out in
Part A of Appendix C.

1.3 “Abuse" shall mean persistent or sporadic intentional excessive use of a Product bya
patient or clinical trial subject accompanied by harmful physical and/or psychological
effects.

1.4 “Adult Paticnts” shall mean patients of age cighteen years or more.

1.5 “Adverse Event” or "AE" shall mean any untoward medical oceurrence in a patient or
clinical rrial subject administered a Product which does not necessarily have a causal
relationship with this treatment. An AE can therefore be any unfavourable and
unintended sign (e.g. an abnormal laboratory finding). symptom, or disease temporally
associated with the use of a Product. whether or not considered related to the Product.
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In addition to the foregoing, in the context of clinical trials an AE will also mcan cvents
associated with and/or possibly attributable to the clinical trial protocol design or
clinical trial procedures.

“Affiliate”, in relation to an entity, shall mean any corporation, firm, partnership or
other entity which is directly or indirectly controlled by, in control of, or under common
control with such entity. For the purposes of this definition, “control” shall mean the
ability of any corporation, firm, partnership or other entity, whether through ownership
of shares or otherwise, to procure that the affairs of an entity are conducted in
accordance with the wishes of such corporation, firm, partnership or otherentity.

“Agreement Quarter™ shall mean any period of three months ending on the last day
of March or June or September or December,

“ALMIV On Treatment™ shall mean, in rclation to cach country of the Territory, the
estimated number of adult persons living with HIV on antiretroviral treatment for HiV
in that country according to the most recent figures published by UNAIDS on its AIDS
info website at Aidsinfo.unaids.org or, where such data are not available, using an
altemative independent source determined by the Licensor and ViiV and notified to the
Licensee in writing.

“Approval Date"” shall mean, in relation to cach Product. the datc on which that Product
first receives Regulatory Approval from a Relevant Regulatory Autharity

1.9A “Approved Aftiliate” shall mean an Affiliate of the Licensee (i) which the Licensee has

demonstrated by means of appropriate supporting documents is an Affiliate of the
Licensee, and (ii) approved in writing by the Licensor and ViiV to sell the Products of
the Licensee in the Territory, such approval not to be unreasonably withheld. The
Licensor and ViiV shall respond to any requests for approval within thirty (30) days of
receipt by ViiV of the appropriate supporting documents from the Licensor.

1.9 B “Approved Distributor™ shall mean a Third Party approved in writing by the Licensor to

110

112

distribute the Products in the Territory, such approval not to be unrcasonably withheld.
The Licensor shall respond to any requests for approval from the Licensec within thirty
(30) days of receipt by the Licensor of all appropriale supporting documents, as
reasonably determined by the Licensor, specifying the proposed distribution
arrangement. For the avoidance of doubt, the Licensor may withdraw such approval at
any time by written notice to the Licensee specifying at least one reasonable ground for
the withdrawal of approval, which may include, without limitation. a reasonable
suspicion on the part of the Liccnsor that Product(s) distributed by the Approved
Distributor has or have been sold or supplied in breach of any term of this Agreement.

"Appraved Public Market Procurement™ shall have the meaning given to it in Clause
24,

"Award" shall mean, in relation to a sale or supply of Product(s) in a country of the
Territory, the award to the Licensee of lhe tender (or execution of the purchase
agreement aligned with a Government purchase order or request where applicable)
pursuant to which the salc or supply of Produci(s) is made.

“Business Day™ shall mean a day (other than a Saturday or Sunday) on which the banks
are open for normal business in London.

-
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1.14

115

116

117

1.18

1.23

1.24

1.26

“Calendar Month" shall mean a period from a specified day in onc month to the day
numerically corresponding to that day in the following month, lessone.

“Calendar Year™ shall mean each successive period of twelve (12) months
commencing on January 1 and ending on December 3 1.

“Compounds” shall mean the DTG Compound and the ABC Compound.

"Confidential Information™ shall meun all information that would reasonably be
regarded as, or is designated as, of a confidential ar commercially sensitive nature by
the person to which the information relates including. without limitation, any matter
relating to, or arising in connection with, this Agreement or the business or affairs of
any of the parties, ViiV, and/or any of their Affiliates. and shall include Appendix D to
this Agreement and the information contained therein,

“Development Activity™ shall mean any of the following:

(a) initiating, conducting, sponsoring, supporting or providing Products for use in
any clinical research relating to the Products;

(b) cngaging with guideline bodies or external experts in relation to development
of the Products; and/or

(c) developing a Licensed Combination Product in accordance with this
Agreement.

“DTG Compound” shall mean the chemical compound known generically as
dolutegravir, whose more specific chemical name is set out in Appendix A.

“DTG Patents” shall mean those patents and patent applications owned by ViiV us are
setout in Part B of Appendix C.

“Effective Date” shall mean the date of this Agreement.
"Event of Force Majeure™ shall have the meaning given in Clausc 16.

“Existing Adult Licence” shall mean the licence agreement entered into between the
Licensor and the Licensee (or ViiV and the Licensee) relating to the manufacture and
supply of products containing the DTG Compound for use in antitetroviral therapy for
HIV / AIDS in Adult Patients in ViiV's access territory,

“Existing Paediatric Llcence™ shall mean the liceace agreement, il any, ¢nlered into
between the Licensor and the Licensee (or ViV and the Licensee) relating to the
manufacture and supply of products containing 1he DTG Compound for use in
antiretroviral therapy for HIV / AIDS in child patients in Viiv's aceessterrilory.

“Existing Product” shall mean DTG Compound-containing product sold pursuant to
the Existing Adult Licence or an Existing Paediatric Licence.

“Head Licence” shall mean the licence agreement entered into between ViiV and the
Licensor dated November 2020 under which the Licensor's right to liccnse the Patents
in the Territory under this Agreement is derived.

“Human Safety Information” shall mean information relating to human health and/or
wellbeing arising following exposure of humans to a Medicinal Productincluding:

1
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1.28

1.30

131

132

1.33

1.34

e Adverse Events

¢ failure to produce expeeled benefits (i.c. lack of therapeutic cfficacy);

¢ reports of Medication Errors or Misusc, including drug Overdose, whether
accidental or intentional;

¢« reports of drug Abuse or effects of drug withdrawal;

« reports of Occupational Exposure;

e reports of patients taking a Product whilst pregnant (Pregnancy Report) or
breastfecding;

¢ reports of drug interaction;

e reports of paternal exposure to a Product:
Suspected transmission of an infectious agent via a Product;

e information received as part of a product complaint

*  unexpected therapeutic benefits — an unexpected improvement in a concurrent

condition other than the one being treated and
*  reports of Oft-label Use

“Misuse” shall mean a situations where the Producl is intentionally and inappropriately
used not in accordance with the authorised product information

“Occupational Exposure™ shall mean Exposure to a Product as a result of one's
occupation

“Oft-label Use™ shall mean Intentional use of a Product for a medical purpose not in
accurdunce with the authorised product information,

“Overdase™ shall mean Administration of o quontity of a Product given per
adminisirion or cumulatively which is above the masimum recommended dose
according o the authorised product mformation Clinical judgement should always he
applicd

“Impart Waiver” shall mean. n respect of 3 countey of the Terrtory m whick, at the
fimie of the intended sale or supply. the Productisy dores) not have Regulstony Approval,
all export and import licences, authorisations, PErMIL, Comaents oF dpprovals neeessary
W supply. sell andior ofter for sile that Product (or those Products) in thutcountry

“ltmprovement” shall mean any new or improved process, any new or mproved
manulacturing technigues or any further invention whieh relute to the manufaciure or
farmulation of the Products and/or Compound or meorporate or are bused on the
Patents,

“Improvement Patents” shall mean any patents or patent applications which
genericully or specifically cluim any Improvements which are developed by the
Licensee. or to which the Licensee otherwise has the right 1 grant hicences, now or in
thie Muture

“Licensed Combination Products™ shall mean phammaccutical combinations and
compostons that have been prepared and are i w wblet Torm cantammg Shmg of D14
Componnd ready for admmistranon o Adull Patients solely Tor antirewosinal theraps
fur HIVAIDS which contam the DTG Compound as i active gredient
combinution with (4 the ABC Compound and or (hi oflier active mngredients (subject
to the limnation setout in Clause 2 81and in vach case where the resulting combimaton
product hus been recommended by the World Health Orgamisution or the United States
Department of Health and Human Services, in vaeh case for supply o and use by Adult
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1.42

143

1.44

Patients.

“Licensed Mono Products" shall mean pharmaceutical compositions that are in a
tablet form containing S0mg of DTG Compound which have been prepared and are
ready for administration to Adult Paticnts solely for antiretroviral therapy for
HIV/AIDS which contain the DTG Compound as their sole activeingredient.

“Medication Error” shall mean Unintentional error on the prescribing, dispensing or
administration of a Product while the medication is in the contro! of a healthcare
professional, patient or consumer.

“Non-Territary Patents” shall mean, in relation to thosc countrics falling outside of
the Territory, any patents and patent applications in such countries equivalent to the
Patents.

“OFAC" shall have the meaning given in the definition of “Sanctions Target™ in this
Agreement.

“Patents” shall mean thc ABC Patents and the DTG Patents set out in AppendixC

"Pharmacovigilance” shall mcan Science and activities relating to the detection,
assessment, understanding and prevention of adverse effects or any other medicine-
related problem. In line with this general definition, underlying objcctives of
Pharmacovigilance in accordance with the applicable EU legislation for are; 1)
preventing harm from adversc reactions in humans arising from the use of authorised
medicinal products within or outside the terms of markeling authorisation or fram
occupational exposure; and 2) promoting the safe and cffective use of medicinal
products, in particular through providing timely information about the salety of
medicinal products to paticnts, hcalthcare profcssionals and the public.
Pharmacovigilance is therefore an activity contributing to the protection of patients’
and public health.

“Pregnancy Report” shall mean a report of pregnancy in a paticnt or trial subject to
whom a Product or investigational Product has been administered.

“Private Market"” shall mean any cntity that is not in the Public Market.

“Products” shall mean each Licensed Mono Product and each Licensed Combination
Product that are subject to this Agreement.

“Public Market™ shall meart (A) the lollowing organisations to the extent that they arc
not for profit organisations: (i) the government of any country in the Teritory. including
without limitation the ministries and agencies of such govemment, appointed
procurement agencies acting on behalf of such govermment, and institutions and
programs {unded by such government such as state-run hospitals and prison services
(referred to together as “Government™); and (ii) UNITAID. PEPFAR. USAID or
Global Fund or procurement agencies acting on their behall, to the extent that they
support (an) HIV treatment program(s) for Adult Patients run or funded by the
Government of the applicable country; and (B) Approved Distributars, salely to the
extent that such Approved Distributors distribute Product(s) to one or more entities
identified in (A) of this Clause 1 .44,
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145 “Raw Materials” shall mean, as the context admits and requires. the active ingredicnts
which are protected by the Patents and which (i) are required to prepare the Products in
final consumer package form as envisaged under the licences pgranted under Clauses
2.1 and 2.2; and (ii) are solely for use in the Products.

46 “Regulatory Approval” shall mcan, in relation to each country of the Territory and
each Product, the reccipt of a marketing authorisation associated with that Product for
that country.

147 “Relevant Regulatory Autherity™ shall mean (i} in relation to a particular country in
the Territory, any applicable federal, national, regional, state, provincial, or local
regulatory agencies, departments, bureaus, commissions, councils or other government
entitics regulating or othcrwise exercising authority with respect to the Products in that
country, or (ii) WHO pre-qualification programme where such approval has been
deemed adequate by the authority referred to in (i).

148 “Reporting Guidance” shall mean the guidance on reporting (as required in Clauses
4.5, 11.2and 11.3 of this Agreement) on, inter alia, regulatory activities, manutacturing
and sules of Products, that will be issued by the Licensor to the Licensee, und as may
be amended from time to time,

148 A “Royalty Payment Guidance" means any guidance on the payment of royalties under
Clausc 3, issucd by the Licensor and approved by ViiV, as amended from time to time.

149 “Sanctions™ shall have the meaning given in Lhe definition of “Sanctions Targel”

150 “Sanctions Authoritics” shall have the meaning given in the definition of “Sanctions
Targer”.

1.51 “Sanctions Target” shall mcan an individual or entity that is, or is owned or controlled
by, an individual or entity which is: (i} the target of any sanctions administered or
enforced by the U.S. Department of Treasury’s Office of Foreign Assets Contral
("OFAC™), Her Majesty’s Treasury, the United Nations Security Council, the European
Union or other relevant sanctions authority (togcther, the “Sanctions Authorities™)
(collectively “Sanctions™); or (ii) located, organized or resident in a country or teritory
that is the target of country-wide or territory-wide Sanctions (which, at the date of this
Licence, includes without limitation Cuba, Iran, Dem. Rep. Korea, Crimea and Syrian
Arab Republic); or (iii) listed on OFAC’s List of Specially Designated Natiorals and
Blocked Persons or any equivalent list of parties designaled by the European Union, or
the United Kingdom.,

1.52 “Serious Adverse Event (SAE)" shall mean an AFE which:

1. results in death;

ii. is life-threatening: that is, un event where the patient/Clinical Trial subject wus at
risk af dcath at the time of the event: it does not refer to an cvenl that.
hypothetically, might have caused death if it had been more severe;

iii. requires hospitalisation or prolongation of existing hospitalisation

iv. results in persistent or significant disability or incapacity;

v. s a congenital anomaly or birth defect in the foctus/ehild, foctal death,
spontaneous abortion and serious adverse reactions in the neonate;

vi. involves Transmission via a Medicina) Product of an Infectious Agenl; or
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153

1.54

1.55

1.56

1.57

1.58

1.59

1.60

1.63

].64

1.65

1.66

vii. 1s an Important Medical Fuent, that s a0 Ak thi muy not be immedinely lite-
threatening o result in deatl or hospiahsiton but may jeopardise the subject or
require medical ur sargical miervention w prevent one of the outeomes listed in
1.2.56 (1) - (vl kxamples of such evenms melude mivaave treatment (in an
emcergency room or at home) for allergic bronchospasm, blood dyscrasias or
canvulstons that do not result in hospitalisation, or the development of drug
dependency or Abuse,

“Territory™ shall mean all those countries as are sct out in Appendix B. as may be
amended from time to time in accordance with Clause 25,

“Third Party(ies)” shall mcan any party othcr than a party to this Agreement,

“lrade Dress Guidance”™ shall meas guidinee an rade dress, claborating the
requirements in Clauses S and 10 of this Agreement, 1ssucd by the Licensor and Yo\,
as amended from nme w e, For the avondance of doubt, the Irade Dress Guidanee
under s Agreement shall be identieal 1o the “Trade Dress Guidanee” as de fined under.
and issued pursuant to, the Existing Adult Licence

“Unit Number™ shall mean. in rclation to each country, the number of Units of
Product(s) subject to the relevant Award.

“Unit of Product™ shall mean thirty (30) tablets of Product, irrespective of whether
packaged as one puck, as part of' a pack. as muitiple packs, or sald, supplied or packaged
in v other wav

“Usage Perind™ shall mean. in relation w cach proposed sale ar sapply. or cach \ward,
as applicable, the calendar periad wathin which the Productis) suhjeet to such proposed
sale or supply, or Awand, ax apphicable. are intended 10 be used. in each INslanee as
indicpted by the relevant Government.

“ViiV"” shall mean ViiV Healthcare Company and/or its Affiliates, as the context
admits.

"WHO" shall mean the World Heslth Organization.

"WIPQ Mecdintion Rules™ shall mean the mediation rules adopted by the World
Intellectual Property Organization from time to time.

References Lo “this Agreement” shall mean this licence agreement and shall include the
Appendices.

References 1o “Clauses™ and “Appendices™ are references to clauses and appendices of
and to this Agreement and references to sub-clauses or paragraphs are, unless otherwise
stated, references to sub-clauses or paragraphs of the Clauscs or Appendices in which
the reference appears.

Unless the context otherwise requires, the singular shall include the plural and vice
versa and the masculine includes the feminine and neuter genders and vice versa.

The headings and sub-headings used in this Agreement are for convenience only and
shall not affect the construction or the interpretation of this Agreemenl,

References to “party” or “partics™ shall, unless otherwise stated or unless the context
otherwise admits or requires, mean a party or partics (o this Agreement,
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167 A*“person” includes a naturzl person, corporate or unincorporated body (whether or not
having separate legal personality) and that person’s legal and personal representatives,
successors and permitted assigns,

2 GRANT OF SUBLICENCE

21 Subject to the terms and conditions of this Agreement {including without limitation
Clause 2.4) and to the extent to which the Licensor has the right to gramt a licence in
respeet of the Patents, the Licensor hereby grants to the Licensee a non-exclusive,
royalty-bearing, non-sublicensable, non-transferable licence under the Patents io:

(a) manufacture, have manufactured, usc. import or export in the Temritory Raw
Materials for usc in the manufacture of Products 10 be supplied to the Public
Market in the Territory solely for use in antirctroviral therapy for HIV  AIDS
in Adult Patients; and

(b) manufacture, have manufactured, use, sell o the Public Market, have sold by
an Approved Affiliate to the Public Murket, supply to the Public Market, import
or export Products in each casc in thc Territory and solely for usc in
antiretroviral therapy for HTV / AIDS in Adult Paticnts.

2.2 Subjeet to the lerms and conditions of this Agreement (including without limitalion
Clausc 2.4) and ta the extent to which the Licensor has the right to grant a licence in
respect of the Non-Territory Patents, the Licensor hereby grants o the Licensee a non-
exclusive, royalty-bearing, non-sublicensable. non-transferable licence under the Non-
Terrilory Patents to:

(a) manufacturc, have manufactured, use. sell. have sold by an Approved Affiliate,
supply, import or export outside the Territory Products exclusively for use, sale
to the Public Market, supply to the Public Market, import or export of such
Products in cach case in the Territory and solely for use in antiretroviral therapy
for HIV / AIDS in Adult Patients;

(b) manufiacture. have munufactured, use. import ur expait outside the Territory
Raw Muterials exclusively for supplying inlo the Tersitary (or use in the
manuliicture ol Products in the Terrilory to be supplied 1o the Public Market in
the Territory and solely for use in antiretroviral therapy for HIV / AIDS in Adult
Patients; and

(c) manufacture, have manufactured, use. import or export outside the Territory
Raw Matcrials for the manufacture of Products outside the Territary
exclusively for use, sale to the Public Markel, supply to the Public Markel,
import or export in cach case in the Territory and solely for use in antirctroviral
therapy for HIV / AIDS in Adult Patents:

23 Notwithstanding anything contained in this Agreement, nothing in this Agreement shall
be construed to:

(a) prevent the Licensee from cngaging in any activities within any country of the
Territory that would not infringe a Patent granted and in force in such country
of the Territory; or

(b} impose on the Licensee a positive obligation to (i) restrict the sales of Product
to the Public Market only, (ii) pay any royaltics pursuant to Clause 3, (iii)

B
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24

obtain approval tor un Approved Public Market Procurement pursuant to
Clause 2.4, (iv) have packaging that carrics the statements specified in Clause
8.2 or (v) provide the reports contemplated by Clauses 11.2 and 11.3, in cach
case in relation to the supply of Praduct into a country of the Territory where
such supply would not infringe a Patent granted and in force in such country of
the Territory.

The Licensee must obtain prior written approval trom the Licensor for any sale or
supply of Product(s) by the Licensee within the Temritory. with such approval 1o be
deemed provided five (5) Business Days afler receipt by the Licensor of a written
request for approval, unless the Licensor has expressly indicated that approval is nol
granted (an “Approved Public Market Procurement™). Any such written request for
approval shall include (i) copies of the relevant Public Market procurement
documentation regarding the proposed salc or supply and (ii) appropriate documentary
cvidence (as reasonably deternmined by the Licensor) of the Usage Period. Where the
Licensee's request for approval includes a request that ViiV agrees that a special
increased Product Access Percentage should apply pursuant to Clause 3.5, the Licensce
must provide all necessary documentation for the Licensor and ViiV to consider the
same. For the avoidance of doubt, appraval from ViiV that a special increased Product
Access Percentage be applied shall not be deemed provided unless ViiV has cxpressly
agreed in writing to said request.

Other than as set out in Clauses 2.1 and 2.2, no rights are granted to the Licensce under
this Agreement to manufacture, scll or supply cither Raw Materials or Products inside
or outside the Territory. The licence granted under this Agreement is subject o the
intcllcctual property rights of any Third Party anywhere inside or outside the Territory.
For the avoidance of doubt, it shall not be a breach of this Agreement for the Licensee
to manufacture, use, sell or supply Products or Raw Materials outside the Territory
where such activities would not infringe Non-Territory Patents. including, without
limitation, where a country outside the Territory has issucd a compuisory licence on
Non-Territory Patent(s) provided that the Licensee is autherised to supply such country
under the compulsory licence and such usc is within the scope of the compulsory
licence.

2.5A The Licensee’s licence to have manufactured by a Third Party Raw Maierials and Products

in accordance with Clauses 2.1 and 2.2 shall be limited solely to manufacture on behalf
ol the Licensee of (i) Raw Materials for supply to the Licensee and (ii) Products for
supply o the Licensee and/or an Approved Affiliate. Clauses 2.1 and 2.2 shall not be
construed as conferring any right for a Third Party to manufacture Raw Materials and/or
Praducts for supply to any party other than the Licensee and/or an Approved Affiliate
(as applicable).

25 B For the avoidance of doubt, this Agreement confers no rights on the Licensee to sublicense

its rights hereunder, which is expressly prohibited. The Licensee shall procure thutany
Third Party manufacturer and/or any Approved AfTiliate shall comply with the tenms of
this Agreement as if it was the Licensee, and the Licensee shall remain fully liable for the
acts and omissions of such Third Party manufacturer and/or Approved Afliliate.

Itis expressly acknowledped by the Licensee that this Agrecment confers no intellectual
property rights whatsoever on the Licensee other than those expressly granted in
Clauses 2.1 and 2.2 for the term of this Agreement, Without prejudice ta the generality
of the foregoing, other than as expressly granted in Clauses 2.1 and 2.2, no licence is
grantéd to the Licensee:
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(a) to perform any acls or omissions which infringe any rights (including, but not
limited to, patent rights) of the Licensor, ViiV and/or any of their Affiliates
ond/or their subliccnsees inside or outside the Territory;

(b) to perform any acts or omissions which infringe any rights of any Third Party
(including, without limitation, ViiV and their Affiliates) inside or outside the
Territory (including, without limiation, any rights relating 0 any active
ingredient, other than the Compounds, used in the Licensed Combination
Products): and/or

(c) in relation to the Patents for the use, manufacture, sale or supply of Products
where such Products would be supplied dircetly or indirectly to (i) the Private
Market in the countrics of the Territory or (ii) any paticnt other than an Adult
Patient.

27 This Agreement is without prejudice o any other rights and/or obligations that the
Licensee may have pursuant to separate writlen agreement(s) with ViiV and:or the
Licensor (signed by the relevant parties) relating to Patents and/or Non-Territory
Patents. Notwithstanding anything contained in this Agreement, activities of the
Licensee performed in compliance with such other agreement(s) shall not constitute a
breach of this Agreement.

R Nothing in this Agreement shall be deemed to constitute a licenee for the Licensee to
manulacture, import, use or supply any active ingredicnt other than the Compounds.

29 Notwithstanding the Effective Date of this Agreement, the Licensee underiakes not 1o
supply, sell or offer for sale a Product in a country of the Territory prior to the relevant
Approval Date for that Product for that country, unless the supply, sale or ofier for sale
is made pursuant to an Import Waiver and Lhe Licensee: '

- has filed for Regulatory Approval for that Product in that country: or

B has provided a written undertaking to the Licensor that it will file for Regulatory
Approval for that Product in that country as soon as reasonably practicabic and in
any cvent within 12 months of the first supply or salc of that Product in thal
country.

210 Where this Agreement requires the Licensee to obtain approval from ViiV, the Licensec
shall request such approval through the Licensor.

3 ROYALTIES

31 In consideration for the grant of the licence set out in Clauses 2.1 and 2.2, the Licensee
agrees to pay royalties to ViiV (or to such other person as ViiV may nominate in
writing) subject to, and in accordance with, this Clause 3 and confidential Appendix D
to this Agreement.

3.2 The Licensec shall pay royaliics quarterly for Products sold in the Territory on a
Product-by-Product and country-by-country basis, starting on the date of first sale of a
Product i the relevant country and contimung unnil the expiration of the last-to-expu
Parent comtaining w vl ¢l covenng the manulacture, use, PO, export, supply,
afler for sale or sale of DTG Compound and or Produet i such coumtry . Vid o
provide the Licensor with approsed Rovalty Pavment Gudanee und the Licensor agrees
o 1ssue any such guidance w the Licensee without delay
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34

35

36

The royalty fee payable under Clause 3.2 in relation to cach Unit of Product sold in
cach country of the Territory shall be determined based on the Product Access
Percentage applicable to that Unil of Product (as defined under Clause 3.4) asfollows:

- Where the Praduct Access Percentage is less than 20%, the Licensee shall pay
royalty fee A sct out in confidential Appendix D in relation to every Unit of
Praduct sold;

- Where the Product Access Percentage is equal to or greater than 20% but less than
35%. the Licensee shall pay royalty fee B set out in confidential Appendix D in
relation to every Unit of Product sold: and

- Where the Product Access Percentage is cqual to or greater than 35%, the
Licensec shall pay royalty fee C sct oul in confidential Appendix D in relation to
every Unit of Product sold.

Subject to Clause 3.5, for cach Award, the Product Access Pereentage applicable to
each Unit of Product sold shall be calculated as follows:

Ml Calendar Wouths in (fsugs Periag | 100

— (it Number < nsinter
Produqt Access I‘ercentage - - ALY iln Freutiment
where the value for ALHIV On Treatment shall be the most recent figurc as at the date
of the Award.

The Parties do not anticipate that in any country of the Territory the Usage Period for
an Award will overbap with tie Usage Period for a subseuent proposed sale or supply.
Nothwithstanding the aforesaid. in the event t in any couniry of the Terriory the
Lisinge Pertod foran Award overlaps by one full Calendar Month or more with the Lisage
Periend Tor a subsequent proposed sale or supply, the Licensee muy, as par( of the
approval process under Clause 24 o that subsequent proposed sale o supply. raguiest
that VitV agrees that a speeml mereased Mfrodiel Access Pereentage (refecting the
mereased deeess o Product i the period of overlap between the nwao | Isage Perods) be
apphed o () Units of Product(s) subject t the proposed sale or supply annbutable
sistd period of overlap and (i) Units of Praduet(s) sold piirsuant o the preceding Aswird
attributuble to sad period ofoverlap O cach case with such astrburnon wbe derenmimed
pro-rata hased on the period of averlap between the tao Usage Periods). The Licensce
shall torward such request o ViV without delay For the avoidance of doubt, the
Licensee acknowledges that ViV is under no abligalion e approve such request, and
that pending VUV's express approval in swriting the request shall be considered not
approved. IF ViiV does not approve the request. the Product Access Percentige
applicithle to all Units of Product(s) sold under the Award and any Awuard regrding the
subsequent proposed sale or supply referenced in this Clause 3.5 shall be calealited in
accordance with Clause 3.4,

When providing the information specified in Clause 11.3. the Licensee shall also
provide to the Licensor (or the Licensor's nomince) its calculation of the royalties
payable to ViiV pursuant to this Clause 3 in relation to the relevant Agreement Quarter,
Where a special inereased Product Access Percentage approved by ViiV applies, any
such calculation shall, where applicable, reflect said increased Product Aceess
Percentage and include any caleulation ofany rebate due to the Licensce relating 10 any
previous caleulations of royalties submitted to the Licensor (or the Licensor's nominee)
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3.9

310

pursuant to this Clause 3.6. Such rebate. if correctly calculated, will be reflected in the
rclevant invoice(s).

If upon cxamination of a royalty calculntion provided pursuant to Clause 3.6, (he
Licensor (or its nomince) disagrees with such caleulation, it shali promptly notify the
Licensec of the same. The Parties shall endeavour to resolve any disagreement as
quickly as possible, and in any event af the next scheduled Steering Committee mecting.
If the Steering Committee cannot reach consensus, the Steering Committce Chair shall
escalate the matter to the Parties” respective Chief Exccutive Officers or Executive
Directors in accordance with Clausc 7A 8.

ViiV shall invoice the Licensee (through the Licensor) in US dollars for the royaltics
payable pursuant to this Agreement for the immediately preceding Agreement Quarter
us soon as reasonably practical following receipt by ViiV of the report under Clause
11.3 from the Licensor and in any cvent within twenty (20) Business Days of such
receipt. ViiV shall calculate the amount due under each invoice in US dollars using the
three (3) month average of the exchange rates published by Bloomberg for the three (3)
months ending on the last Busincss Day of the relevant Agrecment Quarter,

The Liccnsee shall, on or before the thirticth (30%) calendar day lollowing the date of
cach invoice issued by ViiV, pay to ViiV (or to such other person as V1iV may nominaie
in writing) in US dollars the amount duc under that invoice. The Licensee shall make
such payments by way of telegraphic transfer to such bank account as ViV shall
nominate.

In the event of any delay in the Licensee paying to VitV (or ViiV's nomince) any sum
due under this Clause 3 on the relevant due date, the Licensee shall pay ta ViiV (or
ViiV's nomince) interest (calculated on a daily basis) on the overdue payment from the
date such payment was overdue to the date of actual payment at the annual rate of 2%
above the Bank of England base rate on the due date of payment (or on the next Business
Day if the due datc is not a Business Day), on a daily basis using a three hundred and
sixty-five (365) day year and such annual rate, compounded manthly.

1t an examination pursuant to Clause [ | reveals an underpayment by the Licensee. the
Licensce shall promptly, and in any event within sixty (60) days of the determination
of such shortfall, pay to ViiV (or ViiV's nominee) the amount of such shortfull
(including any interest payable pursuant to Clause 3.10) together with all costs incurred
by ViiV and/or the Licensor in carrying oul the examination,

Without prejudice to Clause 3 11, if at any point the Licensee becomes aware of it
having made an underpayment, it shall promptly, and in any cvent within sixty (60)
days of it becoming so aware, pay to ViiV (or ViiV's nomince) the amount of such
shortfall (including any interest payabie pursuant to Clause 3,101

All amounts payable pursuant to this Agreement shall be made subject o withholding
or deduction of, or in respect of, any tax, levy, impost. duty, charge or fee required by
law. [fany such withhelding or deduction is required by law, the Licensce shall, when
making the payment to which the withholding or deduction relates, pay to ViiV (or to
such other person as ViV may nominate in writing) the net amount and provide a
certificate equivalent to the amount withheld,
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314 This Clause 3 shall remain in force and effect afier termination or cxpiry of this
Agreement, until the settlerment or final resolution of all subsisting claims against the
Licensee by each of the Licenser and ViiV.

4 DEVELOPMENT AND REGISTRATION

4.1 As of the Effective Date and subject always to ViiV's relained rights to the Patents and
Non-Territory Patents (and thosc of its licensces), the Licensce shall have full contral,
responsibility (financial and otherwise) and authority over development, registration,
importation. manufacturc and commercialisation of the Products to be sold orsupplied
by the Licensec in the Territory under this Agreement,

4.2 The Licensee agrees that it will manufacture Raw Materials and Product in a manner
consistent with (i) WHO pre-qualification standurds: or (ii) the standards of any
Stringent Regulatory Authority, defined as a regulatory authority which was a member
or observer of the International Council on Harmonization of Technical Requirements
for Registration of Pharmaceuticals for Human Use ("ICH™), or associated with an ICH
member through a legally-binding, mutual rccognition agrecment, in cach case as
before 23 October 2015. Where such standards are not yet available, the Licensce will
obtain temporary approval through a WHO Expert Review Pancl, as appropriate and if
applicable.

4.3 The Licensee shall, or shall procure that its Approved Affiliate (if applicable) shall,
obtain from the relevant authorities in cach country of the Territory and maintain in
force, as appropriate, all health registrations. permissions. consents and regulatory
authorisations relating to thc importation, manufacturc and sale of the Products
(including but not limited to Import Waivers where applicable) which are necessary to
cnablc the Products to be sold or supplied in each country of the Territory in accordance
with this Agrcement. The Licensce shall file, or procure that its Approved Affiliate files,
for Regulatory Approval for a Licensed Mono Product before the Relevant Regulatory
Authority in cach country of the Territory as saon as possible and in any cvent not later
than 12 months from the Effective Date, in each case using the fastest approval route
possible.

44 If the Licensce sells, supplies or otherwise disposes of any Praduct in the Territory but
has nol obtained the necessary approvals pursuant 1o Clauses 4.2 and 4.3, the Licensor
shall be entitled to immediately terminate this Agreement by providing written notice
to the Licensee.

45 Within ten (10) Business Days following the end of cach Agrecment Quarter. the
Licensee shall provide the Licensor with a quarterly written report on all regulatory
activities regarding the Products in the Territory in relation to that Agreement Quartcr.
Such reporting shall be made in accordanee with the Reporting Guidance issued by the
Licensor and shall cover (a) the regulatory filing plan for every Product in the Territory,
and (b) a list of the countries in the Territory in which applications for Regulatory
Approval have been filed and/or Regulatory Approvals have been obtained for any
Producl. The Parties agrec to confer on a quarterly basis regarding such reports and also
review the filing status of Products. For avoidance of doubt, ViiV and the Licensor
agree that information contained in quarterly and other such reports shall be treated as
Confidential Information.

4.6 The Licensee will manufacture and sell the Products in accordance with all laws and
regulations relevant to the manufacture and sale of the Praducts and in accordance with
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good industry practice.
47 Prior to engaging in any Development Activity, the Licensce shall:

- provide the Licensor and ViiV with nol less than one (1) month's written notice
of its intention to carry out such Development Activity:

: meet with the Licensor and/or ViiV at such times and with such frequency as is
reasonably requested by them to discuss the proposed activity; and

- comply with the Licensor's and ViiV's reasonable requests in relation ta the
design and conduct of such Development Activity.

S5 SUPPLY, DISTRIBUTION AND LABELLING

5.1 The Ligensec shall be solely responsible for providing its own clinical, promotional and
commercial infrastructure to support the manufacture and sale of the Products in the
Territory. The Licensee agrees, where applicable and to the extent that it is able: (a) to
not seck; and (b) to waive, regulatory exclusivity in the Termitory in relation to any data
relating to the Products.

52 The Licensee shall be solely responsible for the distribution in the Territory of all
Products 1o be sold in the Territory under this Agreement.

53 In each country of the Territory the Licensee shall, acting in compliance with all
applicable laws and regulations, use its best endeavours to commereialise and maximise
access to the Product(s) as soon as it has obtaincd Regulatory Approval for such
Produci(s) in the relevant country.

54 [T the Licensee hus Regulatory Approval tur mare than one Product in any country
within the Territory, the Licensee shall (where applicable) offer all such Praducts for
sale to (he relevant Public Market in thist country,

& EXCHANGE OF INFORMATION AND CONFIDENTIALITY

6.1 Each Party shall hold the Confidential Information disclosed to it under or in conneetion
with this Agreement in strict confidence. and shall not usc such Confidential
Information for any other purpose than the performance of this Agreement.

6.2 The Party that releases, exchanges, or discloses Confidential Information (the
“Disclosing Party™) shall use reasonable efTorts to mark such Confidential Information
as “Confidential.” In the event that Confidential Information is disclosed and not so
marked, the receiving Party aprecs to treat such information as confidential to the extent
that a reasonable persan would consider such information to be confidential given the
content and circumstances of the disclosure,
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6.3

6.4

6.5

6.6

6.7

Neither Party shall disclose any Confidential Information received from the other Party
(or ViiV and/or any of their Affiliates where applicable) under or in connection with
this Agrecment, or atherwise developed by any party in the performance of activities in
furthcrance of this Agreement, except to such of its ofticers, employees. agents,
representatives, Affiliates, advisors and consultanis (and in the case of the Licensor to
ViiVandfar any of its Affiliates) to whom disclosure is nevessary 1o exercise the Party’s
righis or perform the Party’s obligations under this Agreentent (and in the case of the
Licensor, under the tcrms of the Head lLicercet, and wha are bound by confidentiality
and non-use obligations (i) no less oneran 1han those conlained in this Clause 6 and
(ii) enforccable by the Disclosing Party (and where the Confidential Information
belongs or relates to ViiV or its Affiliates, enforceable by ViiV),

The obligations in Clauses 6.1. 6.2 and 6.3 shall not apply to the following as
established by reasonable, written proof:

(a) information which at the time of disclosure is in the public domain;or

{b) information which, afier its disclosure, becomes part of the public domain by
publicatian or otherwise, except by breach of this Agreement; or

(c) information that a Party can demonstrate was lawtully possessed by it prior to
disclosure under or in connection with this Agreement; or

(d) informution that a Party receives from a Third Party which is not legatly
prohibited from disclosing such information: or

(c) information a Party is required by law to disclosc. provided that the other Party
is promptly notificd of any such requirement: or

(N information which is independently developed by the reeeiving Party or its
Affiliates who had no knowledge of the Disclosing Party's Confidential
Information,

Il a receiving Party becomes obligated by law to disclose Confidential Information
received under or s connection with this Agreentent, or any portion thereat, 1o any
Third Party. governmental suthority or court, that Purty shall immediately nonty the
Disclosing Party of cach such requirement and identity the Confidential Information to
be disclosed so that such Disclosing Party (or ViiV or ity Affiliates where the
Confidential Infomeation relutes to oc belongs ta ViiV or its Affiliates) may seck an
Appropriate protective order or other remedy with respeet 1o namawing 1he seape of
sueh requirement und, 1o the extem neegssary, wane the receiving Parly's compliance
with the confidentiality oblieaiions of this Agrecment

The Parties acknowledge thar disclosure of any Confidential Information in breach of
this Agreement could give rise to irreparable mjury 10 the nan=brenching Marty or A\
ar its AlTiliates and that such injury will not he adeguately compensated by damages

Aceordingly, the non-breaching Party. und Vi and its Affiliaces where the non-
breaching Party 13 the Licensor and the Confidential Information belongs to ViV or its
Afthates, shall be entnled 10 the ramedies of specitic performance and injunctive relict
or other eguitable reliet for any threastened or actual breach of this Clause 6. Such relief
shall be in addition 1o all other remedics available to the non-breaching Party al law or
in cquity.

All Confidential Information shall remain the property of the Disclosing Party, except
for Confidential Information disclosed under or in cannection with this Agreement
relating to the business or affairs of ViiV and/or any of its Affiliates, in which case such
Confidential Information belongs to and shall remain the property of ViiV and/ar ils
Affiliates, In the event that a court or other Icgal or administrative tribunal of competent
Jurisdiction, directly or through an appointed master, trustee or reeeiver, assumes partial
or complete control over the assets of a Party to this Agreement, based on the insolvency
or bankruptey of such Party (or based on any other analogous or similar

15
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6.8

6.10

status of that Party under forcign laws), the bankrupt or insalvent Party shall promptly
notity the court or other tribunal:

(a) that Confidential Informution remains the property of the Disclosing Party (or
ViiV and/or its Aftiliates as applicable); und

(b) of the confidentiality obligations under this Agreement.

[n addition, the bankrupt or insolvent Party shall. to the extent permitted by law. take
all steps necessary or desirable to maintain the confidentiality of such Confidentinl
[nformation and to ensure that the court, other fribunal or appointee maintains such
information in confidence in accordance with the terms of this Agreement.

Prior to submitting for written or oral publication any manuscript, abstract or the like
which includes dita or other information generated and provided under the terms of, or
in relation to, this Agreement or relating to Products. the Licensee shall provide a copy
of such publication to ViiV and shall take into account ViiV's reasonable comments in
conncction therewith,

Nathing m this Agreement shall he consuued as preventing or in any way inhibiting the
Licensee from complying with statutory und regulatory requircments relating 1o, or
arising eut ofL its rights under this Agreemen

The obligations under this Clause 6 shall remain in full force andcffect:

(a) in perpetuity in relation to Appendix D to this Agrecment and the infarmation
contained therein; and

(b} for the duration of this Agreement plus five (5) vears in relation o all other
Confidential Information,

7 ADVERSE EVENT REPORTING

7.1

The responsibilities of the Partics for reporting of Human Safety Information related to
the Produci(s) o Relevant Regulatory Authoritics shall be performied in accordance
with loal Inws and regulations, The responsibilitics of the Parties for safety relaed or
Product related inquirics shall be performed in accordance with local laws and
regulations.

Without prejudice to Clause 7.1

The Licensec undertakes that it will maintain until the termination of this
Agreement (or, as applicable, until the rights and obligations intended to survive
termination of this Agreement have been fulfilled) phanmacavigilance and risk
management systems, procedures, training programmes and documentation
needed to perform and comply with its regulatory obligations and its relatcd
obligations under this Agreement.

The Licensee undertakes that it will ensure that it will comply with all applicable
laws and regulations regarding the Product(s) in the Tenitory including without
limitation those laws and regulations relating to risk management, drug safety and
Pharmacovigilance. This includes but is net limited to collating Human Safety
Information, expedited and periodic reporting to relevant Regulatory Authorities.
liwrature review, performing safety evaluation and signal detection on all
available Human Safety Information

16
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The Licensee will hold and maintain a safety database regarding the Products in
the Territory, which shall contain all Iluman Safety Information (for marketed
Product(s)) and all Serious Adverse Events (SAEs) and Pregnancy Reports (for
investigational Product(s)) of which the Licensee becomes aware either directly
or from another source.

The Licensee shall provide the Licensor and ViiV with a report containing
information regarding Human Safety Information which are associated with the
Products and which have been reccived by the Licensee, from uny source.
including spontancous, salicited, and clinical trial sources. Such report shall be
provided annually and otherwise on reasonable request by the Licensor and/or
ViiVv.

- The Licensee shall notify the Licensor and ViiV forthwith of the receipl of an
cnquiry from a Relevant Regulatory Autharity relating 10 the Product that
concerns any safety issue. If the Licensee becomes aware of action that may or
will be or has been taken by a regulatory authority for a safety reason connected
with the Product, it shall immediately and in any event no later than twenty-four
(24) hours afier receiving such notice from a regulatory authority notify the
Licensorand ViiV in wriling (including, but not limited to email communications)
with available details regarding the same.

On conclusion of any clinical research relating to the Products, the Licensee
underiakes to submit to Licensor and ViiV copies of the clinical trial reports
gencrated by or on behalf of the Licensce relating to such clinical research,

Notwithstanding Clause 21. notices to be provided pursuant to this Clause 7 shall,
in addition, also be sent to:

VP, Safety & Pharmacovigilance
ViiV Healthcare

980 Great West Road

Brentford

Middlesex, TW8 9GS.

With a copy to: oxa63163@viivhealthcare.com

- ViiV and the Licensor shall have the right to monitor compliance with his Clausc
7. The Licensee shall, when contacted by the Licensor or Viiv regarding such
monitoring, promptly provide any requested relevant information, and will
promptly take corrective actions in relation to any identified non-compliance with
this Clausc 7. :

7A GOVERNANCE

7A.1 The Parties shall establish a steering committee (the “Steering Committee™) within thirty
(30) days of the Effective Date composed of appropriate employees, officers. directors
or representatives of each Party (“members” of the Steering Committee),
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Appoimtment of each member of the Steering Committee shall require the written
consent of both Parties.

7A.2 The Sieering Commitiee shall be responsible for reviewing operational elements of, and
compliance with, this Agreement, including but not limited to pertormance of the
Partics’ respective obligations under this Agreement.

7A.3 The Steering Commiitiee shall meet at least once in cvery Agreement Quarter (and more
frequently should the Parties deem it appropriate to do so). To be quorate, a meeting ol
the Steering the Committee requires the attendance (whether in person or using video
conferéncing facilities) of at lcast one member appointed by each Party. A meeting must
be quorate for the Stcering Commitlee to carry out the responsibilities and dutics
specitied in this Clause 7A.

7TA.4 A member of the Steering Comumitiec appointed by the Licensor shall chair cach Stcering
Committee meeting (the “Steering Committee Chair™).

7A.5 The Steering Committee Chair shall prepare and distribute a drafl agenda for cach Steering
Committee meeting in advance.

7A.6 The Steering Commitice Chair shall prepare and distribute draft minutes of each Steering
Committce meeting within five (5) Business Days after the mecting.

7A.7 The Stecring Committee shall approve or disapprove the drafl agenda and draft minutes
reterenced in Clauses 7A §and 7A.6 in the Stecring Committee mecting following their
distribution. Where such a draft is disapproved, it shall be revised as necessary at the
same meeting until it is approved.

7A.8 All decisions taken by the Steering Committee shall be by unanimous consent of members
present and voting, If the Steering Committee cannot reach consensus on any given
matter within 10 (ten) Business Days of the matter first being discussed at a Steering
Committec meeting following inclusion on a draft agenda distributed to the Steering
Committee members, the Steering Committee Chair shall escalate the matter to the
Partics’ respective Chief Executive Officers or Exccutive Directors.

7A.9 Each Party shall be responsible for all travel and related costs for its appointed members
to attend meetings of and participate in the Stecring Commutiee.

8§ NON-DIVERSION

X.1 Save as provided under this Agreement (and for the avoidance of doubt, without
prejudice to the Licensee’s rights under the Existing Adult Licence or an Existing
Pacdiatric Licence to scll Existing Product(s)), and to the extent that such restrictions
comply with applicable law, the Licensce shall not, dircetly or indirectly, sell or
supply:

(a) Products or Raw Materials outside the Territory where there is a Non-Territory
Patent, for the duration of the relevant Non-Territory Patent;

(b)  Raw Materials in the Territory;

(¢} Products to any Third Party in the Territory that the Licensee knows, believes
or ought reasonably to suspect will sell or supply Products outside the Territory
where there is a Non-Territory Patent, tor the duration of the relevant Non-
Territory Patent; and/or
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8.2

83

84

(d)  Products to the Private Market in the Territory, or to any Third Party that the
Licensee knows, belicves or ought reasonably to suspect will scil or supply
Products to:

1. the Private Market in the Territory; and/or

ii. any Third Party where the Products will be administered to any
patient other than Adult Patients in the Territory, unless such sale
or supply is performed in compliance with separate written
ngreement(s) that the Licensee muy have with the Licensor and/or
ViiVv.

The Licensec shall ensure that packaging (whether cxternal, intermediate or intermnal),
data sheels and promotional materials for the Products to be sold or otherwise supplied
by the Licensee under this Agreement shall carry clear statements in bold typethat:

(@)  the Products have been produced under a licence from the Medicines Patent
Pool (and, where appropriate, ViiV Healthcare);

(b)  the Products are not authorised for supply to the Private Market; and
(c) any other use is not authorised.

These obligations are further elaborated in the Trade Dress Guidunce

The Licensce agrees that;

{a)  the Products (including packaging) sold or supplied pursuant to this Agreement
will be visually differentiated from Products sold or supplied by ViiV in a
manncr further elaborated under the Trade Dress Guidance; and

(b) it will submit samples of the Products (including packaging) to ViiV (to such
address and marked for the attention of such person as identificd in the Trade
Dress Guidance) for the Licensor’s and ViiV's approval once trial batches are
manulactured, and agrees not to manufacture exhibit batches of Products or to
scll or supply Products pursuant to this Agreement until the Licensor and ViiV
have approved the colour, shape, and packaging of the trial batches. Such
approval will not be unreasonably withheld, delayed or cunditioned. Once the
Licensor and ViiV have approved the colour, shape, and packaging. of the trial
:batches, (i) the Licensor agrees not to make any additional requests for
differentiation (except as provided in Clausc 8.4 below), and (i) the Licensce
agrees only to sell and supply Products that conform to the colour, shape, and
.packaging of the trial balch approved by the Licensor and ViiV pursuant 1o this
Clause 8.3. Notwithstanding the faregoing, the obligations of the Licensce in
this Clausc 8.3(b) shall not apply in relation to Product which is identical to
Existing Product that has already been approved by ViiV for salc and supply
by the Licensee under the Existing Adult Licence

Without prejudice to Clausc 8.3, the Licensce agrees to comply with such additiony)
requirements for differentiation of the packaging at Product(s) as ViiV may rcquest

(L}
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and agrees to use its reasonable endeavours to cnsure timely registration ol the
variation with all such Relevant Repulatory Authorities as may be required, provided

that:
§.4.1 ViV shall only be entitled to request such additional differcntiation once
during the term of this Agreement; and
8.4.2 the Licensce may continue to sell the Product(s) in the original packaging in
cach country within the Territory until such time as the variation for the
differentiated packaging is approved for sale in thatcountry,
8.5 The Licensec shall use reasonable efforts to ensure its compliance, and compliunce by

any Third Party to which it sells or supplies Product(s), with the terms of this Clause
8, incliding without limitation implementing the following measurcs:

8.5.1

R.5.4

8.5.6

The Licensee shall give written notice, prior to any sale or supply of Products.
to any Third Party to which it sells or supplics Products of the restrictions
contained in this Clause & and cxcept where such sale or supply is made
directly by the Licensee Lo a relevant Government, the Licensee shall obtain
written undertakings from such Third Party that the Third Pacty will sell,
supply and/or use the Product(s) in compliance with the restrictions imposed
by this Agreement, including without limitalion the restrictions regarding
Territory and Public Market;

The Licensce shall assist the Licensor and ViiV in sccuring compliance by
any Third Party to which it sells or supplics Praducts with this Clausc 8 and
the restrictions which it contemplates;

The Licensee shall keep true and accurale records relating 1o all Products
supplied or sold, including but not limited o the identity of the Third Party to
which each Product is sold or supplied and corresponding Product batch
number(s), and permit each of ViiV and the Licensor (o inspect such records
on demand:

The Licensee shall maintain a quick and efficient batch trace procedure
following the GS| Global Traceability Standard so as to cnable the
identification and location of Products from individual batches with minima!
dclay;

The Licensce shall implement the batch (race procedurce referred to in Clause
8.5.4 at the request of the Licensor or ViiV if atany time the Licensor or ViiV
is of the opinion that any batch or batches of the Product have been, or may
have heen, diverted outside the Public Market or Territory; and

The Licensee shalf ensurc, before each sale or supply of Product(s), that the
number of Units of Product(s} it intends to scll or supply is commensurate
with the demand for Product(s) to treat ALHIV On Treatment in the Public
Market in the relevant country of the Territory in the applicable Usage Period.
as such demand is reasonably estimated by the Licensce. Where the number
of Units of Praduct(s) to be sold or supplied cxceeds such demand (as
reasonably estimated by the Licensce), the Licensce shall take all reasonable
steps to ensurc that the relevant sale or supply will not breach the terms of this
Agreement, including without limitation the restrictions regarding Territory
and Public Market. In no event shall the Licensce scll or supply Product(s) for
use in a country of the Territory, where such sale or supply would result in an
applicable Product Access Percentage exceeding 100%.

8.6 IT at any time the Licensee becomes aware that it. or a Third Party to which it has sold
or supplied Product(s), has sold or supplied Product(s) for usc outside the Public
Market, or otherwise in breach of the terms of this Agreement. the Licensce shali:

- immediately notify the Licensor and ViiV in wriling, providing details of such

il
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brcach; and

- provide to the Licensor and ViiV. within thirty (30) days ol such notification,
details of a mitigation plan to ensure that such sale or supply in breach of this
Agreement is not repeated,

9 INTELLECTUAL PROPERTY

9.1 Ifat anry time during the term of this Agreement the Licensee (or any ol its employces,
agents. or other persons acting under its authority) makes. develops, conceives,
acquires, reduces to practice, becomes entitled to or secures control over any
Improvement it shall communicate such Improvement to the Licensor and ViiV in full
together with all available information concerning the mode of working and using the
same. The Licensor and ViiV shall treat this information as Confidential Information.

9.2 The Licensee hereby granis to the Licensor and ViiV a perpetual, irresocable,
worldwide, royalty [ree, non-exclusive licenee to use any Improvement, lmprovement
Patent and related know-how (and shall promptly excecute such document as ViV miy
reasonably request accordingly), The Licensor shall not sublicense such rights to any
Third Party, provided, however, that should the Licensor desire to sublicense any such
rights. the Licensce and the Licensor agree to cnter into good-faith ncgotiations
regarding such sublicence. ViV shall be entitled 1o grant sublicences (without further
right to sublicense) under such licence only 1o its:

- Affiliates; and/or

- contract manufacturers, distributors and service providers solely for use in
connection with their engagement of commercialising ViiV products.

9.3 The Licensce shall have no rights in relation to the conduct of any matter relating to
the Patents or Non-Territory Patents, including the filing, prosecution and maintenance
thereof.

94 {Fany suit or claim by a Third Party is instituted against the Licensor or the Licensee

for patent infringement involving the Products and‘or the Raw Materials, the party
sued shall promptly notify the Licensor and ViV in writing. ViiV shall have the right,
but not the obligation, 1o defend or to conduct the delence of such suit or elaim at its
own expense. The Licensee shall assist ViiV and co-operate in any such litigation at
ViiV's request and expense.

9.5 VilV {und in no ciccumstances the Licensee) shall be entitled 1o bring infringement
action at its own cxpense. To the extent ViiV decides not 1o bring any such
infringement action, ViiV shall not be liable to the Licensee in any respeet for such
decision, The Licensee shall assist ViiV and co-operate in any such litigation ar VilV's
request without expense to the Licensee.

10 TRADE MARKS AND NON-PROPRIETARY NAMES

10.1'  Subject always to Clauses 10.2 and 10.3. the Licensec. at its expense, shall bhe
respansible for the selection. registration and maintenance of all trade mirks which it
employs in connection with the Products 1o be sold by the Licensee in the Territory
under this Agreement and shall own and control such trade marks. Nothing in this
Agreement shall be construed as o grant of rights. by licence or otherw e, to the
Licensor 1o use such trade marks for any purposc. Further, nothing in s Agrcement
shall be gonstrued as a grant of rights, by licence or otherwise. to the Licensee (o use
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10.3

10,4

lhe trade murks owned by the Licensor, VilV, and/or any al their Afltliates anywhere
in the world tor any purpose.

The Licensee shall not use or seek to register (or, where it is possible © do s, apply
usc or register) any trade or service mark, trade dress (where applicable), symbol or
device in relation to any Producls or any of their packaging (whether exlernal.
intermediate or internal) or promotional material which incorporales or is identical or
confusingly similar to any trade or service mark, trade dress, symbol or device used by
the Licensor, ViiV and/or any of their AfMilintes anywhere in the world. If the Licensor
and/or ViiV become aware that the Licensec is in breach of this Clause 10.2, the
Licensee shall immediately stop any such use and withdraw any such trade mark
application and/or registration upon request by the Licensor and/or ViiV. This Clause
shall be without prejudice to any tegal rights the Licensce may have in relation to the
use of a trade or scrvice mark, trade dress. symbol or device which is identical or
confusingly similar to any trade or service mark, frade dress. symbol or device used by
the Licensor, ViiV and/or any of their Affitiates anywhere in the world where that use
by the Licensee pre-dates the rights of the Licensar, ViiV and/or any of their Affiliates.

The Licensece shall obtain the prior written approval, such approval not to be
unreasonably withheld or conditioned. of the Licensor and ViiV for all trade or service
marks, tradc dress (where applicable), symbols or devices which the Licensee proposes
10 use in relation to the Products or any of their packaging (whether external,
intermediate or internal) or promotional matcrial before sceking to register any such
trade marks, before offering to scll, selling or otherwise disposing of any Products. and
before applying for government or relevant regulatory authorisation to do so. The
Licensar and ViiV shall respond to any request for approval from the Licensee within
thirty (30) days of receipt by ViiV (from the Licensor) of all the relevant documentation
necessary to consider the Licensee's request, with an approval or a written statement of
why the request is not being approved by ViiV. For the avoidance of doubt, the Trade
Dress Guidance does not limit in any way the Licensor and:or ViiV's right to refuse to
provide approval under this Clause 10.3, and the basis of ViiV's refusal to provide
approval under this Clause (0.3 shalf not be limited to breaches of Clauses 10.2.

fFor the avoidance of doubt, any approval provided by the Licensor andzor ViV under
Clause 10.3 is not to be interpreted as acquiescence by the Licensor andior ViiV (hat
any packaging and/or labelling complies with any local legal or regulatory
requirements, which remains the Licensee’s responsibility.

11 STATEMENTS AND REMITTANCES

Atall times the Licensee shall keep, and shall requirc its Affiliates and any Third Party
manufacturers and Third Partics making sales on its behalf, to keep, complete and
accurate records for a period of five (5) years of all quanlitics of Raw Maicrials and
Products manufactured, sold and/or supplicd under the licences granted by this
Agreemient, together with that information contemplated by Clauses 11.2 and 11.3 and
such information of the type and in sufficicnt detail to determine the calculation of
royalties payable under this Agreement. The Licensor and ViiV shall cach have the right
(and the Licensee shall procure such right), through a certified public accountant or like
person appointed by it, to examine such records during regular business haurs during
the term of this Agreement and {or six months after its lermination or expiry; provided.
however. that such examination shall be at the expense of the person exercising such
right (save where such examination reveals a breach of this Agreement hy the Licensee,
in which case the Licensee shall pay for all costs incurred by ViiV and/or the Licensor
in carrying out thc cxamination), not take place more often than twice in any Calendar
Year and shatl not cover such records for more than the preceding
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1.3

twa Calendar Years and provided further that such accountant or like person shall repart
to ViV only as lo:

(a) the accuracy of the manufachuring, sales and royalty statements of the Licensee
(and/or its Affiliates and/or its Third Party manufacturers contemplated by this
-Agreement) in relation 1o such manulacture and sales:

(b} the appropriateness of quantities of Raw Materials and Products imported or
manufactured pursuant to this Agrecment by reference to what quantities of
Raw Materials and Products would reasonably be required to meet demand for
actual sales made and sales forecasted by the Licensee:

(c) verification that all sales and other supplies of Products and Raw Matcrials
made by the Licensee have been made (i) in the Territory, except for Products
and Raw Malerials madc outside the Territury as expressly provided for in this
Agreement and (ii) otherwise in accordance with Clause 8: and

(d) verification thal all sales and other supplies of Products and Raw Materials
made by Third Party manufacturers contemplated by this Agreement have been
made to the Licensee in accordance with this Agreement

Within ten (10) Business Days following the end of cach Calendar Montl, the Licensce
shall provide the Licensor with a written report of all Products (in terms of smallest
units and patient packs for cach formulation) sold or supplied by the Licensee under
this Agreement during such Calendar Month, Such report shall be made in accordance
with the Reporting Guidanee issued by the Licensor and show the smallest unit, pack
stze, gross sales and Net Sales Value m US Dollirs on a Produet-hy-Product. countys, -
by-country and purchaser-by-purchaser basis. Such report shall slso melude copres of
the relevant Pubilic Market procurement documentation m relation 1o which Approsed
Public Market Procurement the relevant Products weie stupplicd

Within ten (10) Business Days following the end of cuch Agreement Quarter, the
Licensee shall pravide the Licensor with a written quarterly aggrepated sales report
covering all Products (in terms of smallest units and patient packs for cach formulation)
sold or supplied by the Licensee under this Agreement during such Agreement Quarter
(cach a “Quarterly Apgregated Sales Report™), Each Quarterly Aggregated Salex
Report shall be made in accordance with the Reporting Guidanee issued by the Licensor
and show the smallest unit and pack size on a Product-by-Product, country-by-country
and purchaser-by-purchaser basis,

[2 SANCTIONS

12,1

12.2

The Parties acknowledge that o number of organisations and countries including the
United Nations. the United States, the United Kingdom and the European Union have
adopted sanctions legislation relating to the Territory andror entities and individuals
which or who arc resident or operate in the Territory and that such sanctions arc varicd
or amended from time to time.

The Licensee represents and warrants 10 the Licensor and ViV that (4) neither the
Licensce nor. to the knowledge of the Licensec, any Affiltawe, dircctor, officer, or
cmployee of the Licensce, is a Sanctions Target, or (b) that it has obtained a licence or
other authorisation from OFAC and/or any other relevant Sanctions Authorities in
relation to such an entity which is a Sanctions Target.

2)
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12.3  The Licensee represents and covenants thal, prior to, directly or indirectly

(a) making the Palents or any Product available to. or contracting for Product
manufacture with any Sanctions Target: or

(b) making the Patents or any Product available to a country or territory that is the
target of country-wide or territory-wide Sanctions;

it will obtain a license or other authorization, either directly or through the Licensor.
from OFAC and/or any other rclevant Sanctions Authorities.

124 In the event that performance of this Agreement by either Party or the Head Licence
would {or might) in the reasonable opinion of the Licensor and/or ViiV breach any
Sanctions, any applicable export control regime or other similar applicable laws of any
Jjurisdiction (whether or not such Sanctions, controls or laws were in existence at the
dale of this Agreement and whether or not there have been any other changes in
circumstance from those that existed at the date of this Agreement), the Licensor shall
be entitled to suspend the aperation of such provisions of the Agreement {including any
payment or supply provisions) which require or permit performance by cither or both
partics where, in the reasonable opinion of the Licensor and/or ViiV, such performance
would result in a breach of any such Sanctions. controls or laws until, in the reasonable
discretion of ViiV and the Licensor, such time as all necessary approvals or licences
have been obtained to enable the Agreement to continue in a lawful and compliant
manncr and, notwithstanding any provision of this Agreement, the Licensor shall not
be obliged to pay any compensation to the other party or otherwisc indeminify the other
party in respect of any losses or costs which that other party may suffer or incur as a
result of such suspension and/or termination,

13 TERM AND TERMINATION

13.1  This Agrcement shall be deemed 1o come into ¢ffect on the Effective Dale and shall
continuc thereafter subject to the further provisions of this Clause 13,

13.2 Unless otherwise terminated, this Agreement shall expire, on a country-by-country
basis, upon the expiration, lapse or invalidation of the last remaining Patent in the
Territory.

133 Savc as otherwise provided in this Agreement. if the Licensee breaches any provision
of this Agreement and if such breach is material and (i} is incapuble of comection; or
(ii) is capable of correction but is not corrected within thirty (30) days afier the Licensce
receives written notice with respect to such default, the Licensor shall have the right to
terminate this Agreement with immediate cffeet by giving written notice to the party in
default

133 A Breach by the Licensee of Clause 3. 5.3 or 5.4 shall be a material breach of this
Agrecment.

13.4 If:

the Licensor becomes aware of an actual or threatened cluint that the Licensee's
use of the Patents in the Teritory infringes the intellectual property rights of a
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Third Party; or

the Licensor receives notice from ViV that ViiV's right to grant licences of the
Patents is challenged,

the Licensor shall (and ViiV shall be entitled to) notify the Licensee in writing, detailing
the nature of such claim or challenge. The Licensce shall, within ten { 10) Business Days
of receipt of such notice, and without prejudice 1o any of the Licensee's other
abligations or liabilities under this Agreement or the Licensor's rights (including
without limitation under Clause 13.5), elect (o:

() suspend the terms of this Licence in respect ol the relevant Patent until
such issuc is resolved: or

(ii) confinm in writing that it will indemnify the Licensorand ViV against
any Losses (as defined in Clause 15.5) incurred by the Licensor and:or
ViV in connection with the Licensee’s continued use of such Patent
pursuant to this Licence.

[f the Licensee does not so notify the Licensor within ten (10) Business Days of
Licensor's (or ViiV's) initial notice. the licence shall be deemed suspended pending
resolution of the issuc,

IF:

(a)

(b)

(c)

(d)

(€)

(N

(g)

the Licensee breaches any of the provisions of Clause §:

it is determined that the Licensee’s usc of the Patents in the Territory or Non-
Territory Patents outside of the Temitory infringes the intellectual property
rights of 2 Third Party:

ViiV's right to grant licences of the Patents or Non-Territory Patents cxpires or
is terminated;

ViiV or the Licensor receives a Third Party claim or demand for royalty
payments relating to sales of the Products or Raw Malerials by the Licensee.
unless the Licensee agrees to satisfy the claim should such a claim or demand
become payable;

the legal or beneficial ownership or control of the Licensee and/or any ol ils
Affiliates changes in such a manner as ViiV shall in its sole discretion consider
significant; or

the Licensee repeatedly fails to comply with or to timely provide the Licensor
with any report or statement such as those contained in Clauses 11.2 and 113
of this Agreement;

any time after the second (2") anniversary of the Effective Date and in ils
reasonable epimton. VN ar the Licensor constders that the price(s) at which
the Livensee ofters the Produetisy for sale m the Terntary dores) not enable
sullierent access 1o Productis) i the Terrtory . as deterniined by ViiV andior
the Licensor m their reasonable opiion:

the Licensor may terminate this Agreement, cither in whole or in relation to a particular

Patent, with immediate effect by notice in writing o the Licensce.
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13.7

138

139

13.10

13.11

13.12

The provisions of Clauses 13.5(a), 13.5(b) and 13.5(d) are without prejudice to the
Licensor's or ViiV's rights to claim all damage and loss suffered by the Licensor, ViV
and/or any of their Affiliates arising out of, or in rciation (o, the event giving rise W
termination. In respect of such damage or loss under Clauscs 13.5 (a), 13.5(b) andor
13.5(d} the Licensee hereby agrees to indemnify the Licensor and ViiV subject 1o the
Licensorand ViiV (each of which shall be entitled 1o conduct the defence of such claims
against them) taking reasonable account of the Licensee's input in the conduct af the
claim to which such loss or damage relates. For the avoidance of doubl, the provisions
of Clause 29.3 apply to any dispute betwcen the Partics, or between ViiV and the
Licensec, in relation to the indemnities given under this Clause 3.6,

Either Party may terminate this Agreement wilh immediate effect by providing a writien
termination notice to the other Party if, at any time. the other Party shall compound or
make arrangements with its credilors or be adjudicated bankrupt or have a receiver
appointed over all or any part of its assels or go into liquidation (whether voluntary or
otherwise) otherwise than as part of a bona fide amalgamation ar recoastruction without
insolvency or suffer any insolvency event or analagous process under foreign laws,

Any change in the legal or beneficial ownership or control of the Licensee shall he
immediately notified in writing to the Licensor and ViiV by the Licensee. For the
purposes of this Clausc 13.8, “control™ shall mean the ability of a person, entity or
corporation to ensure, whether through ownership of shares or othcrwise, that the aftairs
of a party arc conducted in accordance with the wishes of such person, entity or
corporation.

If the Licensee fails to file, or fails to procure thal its Approved Affiliale files. for
Regulatory Approval in accordance with Clause 4.3, the Licensor shall have the right
to terminate this Agreement with immediate effect by giving written notice 1o the
Licensee.

Unless notice to the contrary is given by ViiV, this Agreement shall terminate
immediately in the event that the Head Licence is terminated or capirics. This
Agrcement shall be converted into a licence between ViV and the Licensce on the same
terms and provisions agreed in this Agrecment, provided that the Licensee is not in
breach:of this Agreement and that ViiV has notified both the Licensor and Licensee of
such conversion.

The Licensee may terminate this Agreement at any time by providing thirty (30) days’
written notice to the Licensor,

If'the Licensce’s Existing Adult Licence is terminated on grounds ather than expiry or
lapsc of the applicable patents, this Agreement shall automatically terminate.

14 RIGHTS AND DUTIES UPON TERMINATION OR EXPIRY

14.1

Upon termination or expiry of this Agreement in accordance with Clauses |3.5(c), 13.7,
13.9. 13.10 and/or 13.12, the Licensee shall immediately notify the Licensor and ViV
of the amount of Product the Licensee then has available to it and, provided that such
amount is, in the opinion of ViiV. reasonable in all the circumstances, the Licensee shall
be permitted fo sell that amount of Product in the Territory. This provision shall only
apply to the extent that such termination would deprive the Licensce of legal rights with
respect to Product and Raw Matcrials.
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14.2

14.3

14.4

14.5

14.6

Fermmatiom o expiry of this Awecement shall not aftcet these provasons of i
vpreement which are expressly ur by amphcation itended wosurvise the ternuativon
or expiration of this Agreement, m particular, but sathout hmitanon. € Tause 3 tsubpect
w Clause 3143, Cliwses 6 (subject to Clagse 6,11, 36,9 2295, 111 155, 136,157,
18, 21, 29and the relesant provisions of this Classe 140 Inadditon, any other proy tsians
required (o interpret and enforee the parties” oghis and ubligations” under this
Agreement shall also survive, but only to the exient thi such suevivil 15 required tor
the tull observaton and performance of this Agreement by the Parties. Expiration «or
termmation of this Agreement shall nor afeet wny iphis o remedies, oblygations v
liabilities of either Party that have acerued up o the date of termimation or which Liter
acerues from an act or amission which oceurred prior t the expirition ar termmanon
date.

Tenninution ol this Agrecmen n aceordance with the provisions hercol shall not limit
remedics which may be othenvise available in law or equity and shall be without

prejudice w any rights that any person may have pursiin to s Agrecment for

antecedent breaches.

Subject to Clause 2.3, upon lermination or expiry of this Agreement, the Licensce shall
cease all exploitation of the Patents in relation to the Territory.

Upon termination or expiry of this Agreement, all outstanding sums due from the
Licensee to ViiV under this Agreement shall become immediately payable toViiV.

Lpon termination or expiry of this Agrecment, or al any time upon the request
(whichever is the carliest), the receiving Many shall cease all use of Cuonfidential
Infarmation disclosed ta it under or in connection with this Agreement, and shall, at the
disclosing Party s cost and direction, promprly retirn to the disclosing Party all such
Confidentin) Information (including all copies thereofy, which is o tangdhle form
(ncluding clectronic imaging). or destroy such Confidentu) Tnfurmation and ceriify
that &)l such Contidential thtormation has bren destroyed. exeept tha the Receiving
Party shall be permitted to retain one (1) copy of the Confidential Information so that
any continuing obligations may be determined.

IS5 WARRANTIES AND INDEMNITIES

15.1

153

Each of the Parties warrants that, to the best of its knowledge and belief:

(a) it has power to execute :nd deliver this Agreemuent and to perform its
obligations under it and has taken all action necessary to authorise such
exceution and delivery and the performance ot such abhgations; and

(b) this Agreement constitutcs legal, valid and binding obligations of that Party in
accordance with its terms.

Nothing in this Agreement shall be construed as a warranty that (a) the information set
out in Appendix C accurately reflects the status of ViiV's patents and patent
applications relating to the Compounds and/or Products, (b) any of the Patents or Non-
Territory Patents are valid or enforceable or (c) their exercise does nol infringe any
patent rights of any Third Parties

The Licensee acknowledges that, in entering into this Agreement. the Licensee has
independently evaluated any information supplicd by the Licensor and ViiV (including,
but net limited to, such information related to the Products). as well as the viability of

had




DocuSign Envelope ID: 51ED9DEB-488C-42BC-8021-38FEB847FB4E

15.5

15.6

this Agreement, before making its decision lo cnler into this Agrecment and to
undertake the commitments and obligations sct forth herein.,

The Licensee acknawledges that the Licensor and ViiV do not in any way cndorse the
usc of any Praducts sold or manufactured by the Licensce containing the Compounds
or other aclive ingredient (including without limitation that used in the Licensed
Combination Products), whether as single compounds or in combination with each
other, or whether in combination with other compounds,

The Licensee hereby agrees to indemnify the Licensor. ViV, their Affiliates and their
respective officers, directors, shareholders, representatives, agems, employeus,
successors und ossigns (cach an “Indemnificd Person™) against any and all suits.
claims (whether or not successful, compromised or scttled). aclions, demands.
proceedings, judgments, liabilitics, expenses and/or fosses, including reasonable lepal
cxpense and aftorneys” fees (“Losses™). that arisc in conncction with (i) the Licensee's
breach of this Agreement; or (ii) the Licensee’s exercise of its rights pursuant Lo this
Agreement (including for the avoidance of doubt any product liability claim relating to
the Products manufactured by or on behalf of the Licensee pursuant o this Agreement),
provided that the indemnification abligation established in this Clause shall not apply
to the extent such Losses arise out of negligence or wilful misconduct by ViiV, their
Aftiliates and their respective officers, directors, sharcholders, representatives, agents,
cmployces, successors and assigns. ViiV shall, or shall procure that the Indemnificd
Person shall, provide the Licensee with prompt written notice of such claims. Subject
to Clauscs 9.4 and 13.6, the tndemnified Person and the Licensce will agree on the
appropriatc party to assume control of the defence or negoliation of settlement and will
agree to make available all reasonable assistance in defending any claims.

Clause 15.5 may be enforced by each Indemnified Person against the Licensee under
the Contracts (Rights of Third Parties) Act 1999.

Immedintely upon the first administration of 4 Producl o a human in accordance with
this Agreement, and for a period of ten years afler the expiration or catlier lermination
of this Agreement, the Licensee shall oblain and/or maintain, at its solc cost and
expense. product liability insurance in amounts which are reasonable and customary in
the pharnincewtical industry of the countries in which the Raw Materials and Products
are manufactured, distributed and sold (as relevant), subject always to a minimum limit
equivalent to U.S.510.000.000 per nceurrence (or cliam) and in the aggresite annually.
Such produet liability msurance shall insure agnnst all lishility, including product
liubility, personal lubility. physical injury or property dimage. The Licensee shall
provide written proof of the existence o such insurnce to the Licensor and ViV upon
request from either therefor and shall monitor such policy on a monthly basis 1o ensure
that amy cover is revised to ke accoum of any curreney fluctuations,

16 FORCE MAJEURE

1T the pertormance of any part of this Agreement by any Party. or of any obligation
under this Agreciment (other than those provisions which in any respect concern the
pavment under any mdemaity or atherwise inder this Agreement) i prevented
restricted, intertered with o delayed by resson of any canse Beyond the reasanable
control of the Party liable w perform an “Event of Farce Majeure”™), unless
conclusive evidence w the contrary is provided. the Paety so atllected shall. upIL ivang

witllen notice o the other Party. he excused from such perfonmanee o the exent of

stch prevention, cesttiction, interterence or delisy, prossded that the affected Pars shall
use its reasonable endeavours 1o avoid o remove such cinnses of non-pertormiinee and
shall contintie performance with the utmost dispateh whenever sueh causes are
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removed. If the Event of Force Majeure continues for o period of more than six (6)
months, any Party not prevented, restricted, interfered with or delayed or otherwise in
terms of performance may lerminate this Agreement by providing a written termination
nolice to the other Party. Withoul limitation as to the possible types of Evenl of Force
Majcure, an cpidemic (cxcluding HIV cpidemics), pandemic (cxcluding HIV
pandcmics), government collapse, government-imposed isolation or government-
imposed quarantine shall be capable of constituting an Event of Force Majeure,
provided that the elements of (he definition of that term speceified in this Clause 16 are
satisfied.

17 RIGHT OF SET OFF

17.1

All amounts duc by the Licensee under this Agreement shall be paid in full in US
Dollars or such other currency as may be agreed in full without any sct-off or
counterclaim and free and clear of all taxes, deductions, withholdings and other charges
of whatever nature other than as required by law and the Licensec shall not be eatitled
to assert any set of f or counterclaim in order to justify withholding payment of any such
amount in whole or in part.

The Licensor and ViiV shall be entitled at any time. without notice 1a the Licensee, to

* sct off any liability of the Licensor or ViiV to the Licensce (for example, in connection

with the purchase of stock in hand and/or Raw Materials pursuant to Clause 14), against
any liabilily of the Licensce to the Licensor or ViiV and may for such purpose convert
or cxchange any currency. Any excreise by the Licensor or ViiV of their rights under
this Clause 17.2 shall be without prejudice to any other rights or remedics available to
the Licensor or ViiV under this Agreement.

18 THIRD PARTY RIGHTS

18.1

18.3

Except for ViiV and ViiV's Affiliales or as otherwise expressly provided under this
Agreement, a person who is not a party to this Agreement shall not have any rights
under the Contracts (Rights of Third Partics) Act 1999 1o enforee any term of this
Agrcement,

ViiV and/or any of its Affiliatcs have the right under the Contracts (Righis of Third
Parties) Act 1999 to enforce and rely on the terms of this Agreement. The Licensee
expressly agrees that ViiV andior any of their Affiliates shall be entitled to enforce any
of the provisions of this Agreement as if they were named as a party to this Agreement
in place of the Licensor.

The rights of the Licensor under this Agreement shall be applicable to ViiV to the same
cxtent as for the Licensor and the Licensor shall exercise such rights on behall of Viiv
if so requested by ViiVv.

19 SEVERABILITY

In the event that any portion of this Agreement is or is held by any court or tribunal of
competent jurisdiction to be illegal. void, unenforceable or ineflective. the remaining
portions hereof shall remain in full force and elfect,

[F any of the terms or provisions of this Agreement are in conflict with any applicable
statute or rule of law, then such terms or provisions shall be deemed inoperative to the
extent that they may conflict therewith and shall be deemed to be modified to the
minimum extent necessary to procure conformity with such statutc or rule oflaw.,
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19.3 In the event that the terms and conditions of this Agreement are materially altered as a result of
Clauses 19.1 or 19.2, the Parties and ViiV will seek to renegoliate the terms and conditions of
this Agreement to resolve any inequities. If the Parties cannot reach an agreement, they agree to
submit their dispute to mediation in accordance with Clause 29.3 of this Agreement. In the event
that the dispute remains unresolved, either Party may terminate this Agreement by providing a
written termination notice to the other Party.

20. ENTIRE AGREEMENT

20.1 This Agreement constitutes the entire agreement between Lhe Parlies relating to the subject matter
hereof and supersedes all previous writings and understandings between the parties relating to
the transactions contemplated by this Agreement.

20.2 Subject to Clause 20.3, each Party acknowledges that in entering into this Agreement it has not relied
on any representation, warranty, collateral contract or other assurance (except those set out in
this Agreement) made by or on behalf of any other party before the date of this Agreement. Each
Party waives all rights and remedies which, but for this Clause, might otherwise be available to
it in respect of any such representation, warranty, collateral contract or other assurance.

20.3 Nothing in this Clause 20 limits or excludes any liability for fraud.
21, NOTICES
21.1 Any notice given by a Party under this Agreement shall:

(a) be in writing and in English;
(b) be signed by, or on behalf of, the Party giving it; and
(c) and be sent to the relevant Party at the address set out in Clause 21.3.
21.2 Notices may be given and are deemed received:
(a) by hand: on receipt of a signature at the time of delivery;
(b) by pre-paid recorded delivery or registered post: on the third (3rd) Business Day after
posting;
213 Notices shall be sent to:

(a) the Licensor at:

Rue de Varembé 7
CH- 1202 Geneva Switzerland,

marked for the attention of General Counscl,
(b) the Licensee at:

7-2-A2, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad — 500018, Telangana State, India

marked for the attention of

Mr. Bhavesh Shah — Director — International Marketing and copied to Mr. Praveen
Krishna DGM — Legal / Mr. Sudershan Pallap — AVP Legal.
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(v) to ViiV st
ViiV Healthcare,
980 Great West Road,
Brentford,
Middlesex TW8 9GS.
UK,

marked for the attention of the Head of International,
copied to the Head of Legal for International, at ViiV Healthcare, 980 Great

West Road, Brentford, Middlesex, TW8 9GS, United Kingdom..

Any change to the contact details of a Party as set out in Clause 22.1 shall be notified
to the other Party in accordance with Clause 22.1 and shall be effective:

(a) on the date specified in the notice as being the date of such change. provided
such date is on or after the date the notice is deemed to bereceived:
(b) if no date is so specified, threc (3) Business Days after the notice is deemedto

be received
All references to time sare to the local time a( the place of deemedreceipt

The provisions of this Clause 21 shall not apply to natices given in legal proceedings
or arbitration.

For the avoidance of doubt, and although a notice given under this Agrecment is not
valid if sent by e-mail, this Clause 22 is not intended to prohibit the use of ¢-mail for
day-to-day operational communications between the Pariics, including where this
Agreement requires written approval by a Party.

22 ASSIGNMENT AND SUB-CONTRACTING

221

222

Neither this Agreement nor any interest arising out of or under this Agreement shall be
assignable by the Licensor or the Licensee.

Save as cxpressly set out in Clauses 2.1, 2.2 and 2.5, and subject to those Clauses,
neither the Licensor nar the Licensee shall be entitled 1o subcontract any of its rights or
obligations under this Agreement.

23 NO COMPENSATION

To the extent thut such exclusion is permitied by applicable law, no compensation,
whether for loss of profit or any other r¢ason whatsoever. shall be payable by any Party
arising from any lawful amendment or lawful termination ar expiry of his Agreement.

24 COSTS

Each Party shall pay the costs and cxpenses incurred by it in conneclion wilh the
entering into of this Agreement,

25 AMENDMENTS

The Parties agree that any amendment of this Agreement shall not be elfective unless
set out in writing, expressed (o amend this Agrcement and signed by

3




DocuSign Envelope ID: 51ED9DEB-488C-42BC-8021-38FEB847FB4E

authorisedreprescntatives of: (a) each of the Parties; and {b) ViiV. Notwithstanding the
aforesaid, the Licensor (pursunat to approval trom ViiV) shall have the right 1o amend
Appendix C of this Agreement at any time without the Licensee's consent in ovder to
include additional patents in Appendix C.

26 WAIVER

The rights of cach Party and ViiV under this Agreement: (a) may be exercised as often
as necessary: (b) are cumulative and not exclusive of rights or remedies provided by
law; and (¢) may be waived only in writing and specifically. Delay in exercising or non-
exercise of any such right is not a waiver of that right.

27 NO PARTNERSHIP OR AGENCY

Nothing in this Agreement shall be deemed to constitute a partnership between the
Parties (or between cither Party and ViiV), nor constitute cither Panty as the agent of
the other Party (or cither Party as the agent of ViV ar ViiV as the agent of either Party).

28 EXECUTION IN COUNTERPARTS

This Agreement may be executed in any number of counterparts. each of which shall
be decemed an original but all of which together shall constitute one and the same
instrument.

29 GOVERNING LAW AND JURISDICTION

29.1

29.2

This Agreement and any non-contractual obligations arising out of or in conncction
with it shall be governcd by the laws of England and Walcs.

Subject to Clause 29.3, the English courts shall have exclusive jurisdiction lo settle any
dispute arising out of or in connection with this Agreement (including a dispute relating
to any non-contractual obligations arising oul of or in cornection with this Agreement)
and the parties submit to the exclusive jurisdiction of the English courts,

The Parties agree that in the event of a dispute they shall submit such dispute to
mecdiation in accordance with the WIPO Mediation Rules. In the cvent that the dispute
remains outstanding afier sixly (60) days from the date when it was first discussed (in
any manner) between the partics, cither party may commence court proceedings. The
foregoing however shall not prevent any person from secking and obtaining injunctive
relief at any time.

The Parties waive any objection to the English courts on the grounds that they are an
inconvenient or inappropriate forum to settle any such dispute.

Without prejudice to the foregoing in relation to the Licensee. nothing in this Clause 29
shall prevent or restrict ViiV from electing to bring proceedings in relation Lo patent
infringement or from applying for injunctive relict in any country outside England, to
which election the Licensor and the Licensee hercby agree.

IN WITNESS WHEREOF the Parties, through their duly authorised representatives, have
executed this Agreement.
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APPENDIY A
SPECIFIC CREMIEAL NAME OF THE COMPOUNDS

DTG Compound (dolutegravir): (4R 9a8)-5-hydroxy-4-methyl-6,10-dioxo-3,4,6,9,98,10-
hexahydro-2H-1-oxa-4a,8a-diazannthracene-7-carboxylic acid 2,4-difluorobenzylamide

ABC Compound (abacavir): (18,4R)-cis-4-[2-amirie-6-(cyclopropylamine)-SH-purin-§-yl}-2-
cyclopentene-1-methanol sulfate (salt) (2:1)
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PPENDIX B
LIST OF COUNTRIES FORMING THE TERRITORY

Azerbaijan

1

2. Belurus

3. Kazakhstan
4. Malaysia

(s
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