
AMENDMENT AND RESTATEMENT AGREEMENT 
i11 rclfltio11 to fl LICENCE AGREEMENT dfltcd 12 June 2015 

Tl-llS At\(o/ND~N T t\ND RESTA}TEMENT AGREEMENT (lhe "Amendment'' ) is made and entered 
inlu as u :,o\//l.:t(\~ ~ t~ie "Amendment Dntc") by and between the Medicines Patent Pool 
Pouncla!ion, a non-pro 11 oundalimi rcgislcrcdtinclcr-lhc laws of Swilzerlarn:l;--ancl having ,rprincipal place­
of business al Rue de Varembe 'J, CH- 1202 Geneva (lhe-"Liceusor") and Strides Phar ma Science l..rimiled 
(formerly Slrides Shasun Limilcd, formely Strides Arcolab Limited), a company incorporalccl under the laws 
of India, and lrnving its rcgislercd orflcc al 20 l, Devavrnla, Vashi, Sector 17, Navi Mumbai, Maharashlra -
400 703 India (lhe "Licensee "). 

RECITAL S 

WHEREAS, Vii\/ and the Licensor entered into a licence agreement dated 3 1 March 2014 (the "ViiV -MPPF 
Agreement ") to promote access to the antiretrovirnl drug dolulegravir for paediatric patients in a number of 
low- and middle-income countries; 

WHEREAS, ViiV and the Licensor entered into an amendment and restatement agreement dated as of21 
March 2019 (the "ViiV-MPPF Amendment "), which restated lhe ViiV-MPPF Agreement (including the 
Form ofSublicence attached as Schedule I to that agreement) as amended by the ViiV-MPPF Amendment 
(the "Restated ViiV-MPPF Agl'eement"); 

WHEREAS pursuant to the ViiV-MPPF Agreement, the Licensor and the Licensee entered into a licence 
agreement dated 12 June 2015 (the "Sublicence Agl'eement"). 

WHEREAS, the Licensor and the Licensee wish to amend and restate the Sublicence Agreement in order to 
(i) extend the scope of and (ii) make certain other amendments lo the Sublicence Agreement; and 

WHEREAS, ViiV is willing to approve the amendment and restatement of the Sublicence Agreement as 
contemplated by this Amendment and has joined as a party to this Amendment in accordance with clause 24 
(A111e11d111e11ts) of the Sublicence Agreement. 

NOW THEREFORE, based on the foregoing premises and the covenants and obligations set forth below, the 
parties agree as follows: 

AGREEMENT 

1. Definitions. All capitalized terms not otherwise defined herein shall have !he meaning assigned to 
them in the Restated ViiV-MPPF Agreement and in the Restated Sublicence Agreement. 

2. Amendment and Rcstntement. The Sublicence Agreement is, with effect from the Amendment 
Dale, amended lo take the form sel oul in the Annex to this An1endment, which restates the 
Sublicence Agreement as amended by this Amendment (the "Restated Subliccncc Agl'cemcnt"). 
For the avoidance of doubt, the Restated Subliccnce Agreement shall be deemed a Sublicence under 
the Restated MPPF-ViiV Agreement. 

3. Gei1eral. 

3.1 Amendments. No provision of this Amendment may be modified or amended except 
expressly in a writing signed by all parties. 
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1.2 N,1 i11111111:I 1111 l.cll,·1 !!_1' l111lc11\111l . The lcllc1 ol' i11dcnt11ily u11tu1cd i1110 hutwuen tho 
l.iucnscc 1111t.l ViiV d;11cd 12Jnnu20 15 shnll 1c111ain in full force 1111d effect nolwilhshmding 
the 11111c11dmcnl nnd rcslntcmcnt ol'lhc Suhliccncc t\gn :c111c11l purn11u11t lo this /\.111c11dniu11t 

J.3 < ioy11111i111• l.1111· 1111d J111isd1cl1011, The provisions or clnusc 18 ((iovemi11g /,m1• a11d 
Juri.wlicliu11) of tlw Rcstnlcd Suhlicc11cc i\grcc111c11l urn hereby incorporutc<l i11to lhis 
l\rnc11d111c11I ns ii' scl oul herein. 

Counlcrpnrts. This l\m cndmcnt 11111.v be uxcc111cd i11 nny munlicr of countupnrts , nnd by 
the J urlics~on scpnrnlc co1111 c1purts, but slmll norl lc cflccli vc 1111 11 enc I pnr y hus execute 
nl lens( 011c counlcrpnrl. Ench cm111lcrp11rl shn II con~titutt: un originnl of this /\.muncLncnt, 
hul 1111 the cu11nlcrprn ls shull logclhcr conslilulc but one n11d the snmc inslnnncnl. 

JN WITNESS WHEREOF the pmlics hnvo cxcoulcd lhis /\.mt:ndnwnl by their duly 1111lhori;wcl oflicern 11s 
ol' the l\mc11cLnc11l Dnle. 

Medicines Pnlcnl Pool Fnu11cl11fiun 

By. Clov/(J,~ al')~•I 

Nn me: l"tl A-fL. L~ <... 

Title: e:)<.eC V T I\/ ( 

Cfo R~ 

"t) nZ e· C. 11) i2'.. 

4 -ll.A -Ml.\..Au~ 
Titlu: V1lf;.. Pe£s1Dt.1-1 ~o\ St.c.<l~~ 

2 

Medicines Patent Pool 
Rue de Varembe 7 
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Annex 

Restated Suhlicencc Agreement 



LICENCE AGlU:EMENT 

TIii , LI 'ENCE AGREEMENT (this "Agrccmcnf ') is 
·'El'rc live Dale"), .:111d i • a111cndcd and restated on-Z5 _ 
A111c11d111cnt Date " ), 

I 'l June 20 l 5 (the 
. (lhe "1<:ftcctivc 

BETWRF:N: 

(I) THE MEDICINES PATENT POOL FOUNDATION , a non-profit foundation 
registered uudcr the laws or Switzerland. and having a principal place of business al 
Rue de Varcmbe 7, CH-1202 Geneva (the "Licensor"); nml 

(2) Stiidcs Pharma Science Limited (formerly Strides Shasun Limited. formerly Strides 
Arcolab Limited) a comp,iny incorporated 11ndcr the laws or luclia, and luiving its 
registered officec1l 201, Devavrata, Vash.i, Sector 17, Navi Mumbai, Maharashtra - 400 
701 India (the "Licensee"), 

with Licensor and Licensee collectively referred Lo as the "Par1ics". 

WJTNESSF.TH THAT: 

w1rnrrnAS the Licensor has been granted by ViiY (as defined below) the right to subliccnsc 
ccr1ai11 patents and patent applications, which relate to the compo11nd known as dolutegravir for 
paediatric use; 

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

W H l<~REAS \he intent of this Agreement is to provide access to Patents (and therefore facilitate 
11cccss to medicines for patienls in resource-limited jurisdictions), and not to cre<ltc any no11-
pate11t-rclnted barriers where Patcnls or Non-Territory Patents (as defined below) do not exist; 

NOW THl':nEl<'OlU: in eonsiclemtion or the covenants and obligations expressed in this 
Ag1cc111c11L and intending to be legally bound, 1hc Pa1lics ,1grcc :-1s follows: 

1.1 

1.2 

DI<:FINITIONS 

"Atlull Licence" means a licence agreement which may h;ivc been entered into 
between the Licensor and Licensee relating to the manufacture and supply of proclucls 
containing lhe Compound for use in antirctroviral therapy for l llY / AIDS in patients 
of age eighteen (18) years or more and who arc not Child Patients. 

"Adverse Event" or "AE" means any untowaid medical occul'l'ence in a patient or 
clinical trial subject administered a Product and which docs not necessarily have a 
causal relationship with this trc.itment. An AE can rhcrefore be any unl'avourable and 
unintended sign (e.g. an abnormal laborntory findiu ). symptom or disease lc111porally 
associated with the use of a Product. For a 111mkc1cd Product, this can also include 
failure to produce expected benefits (Le. lr1ck of efficacy). and adverse events 
associated with circumstances of overdose, medication errors, abuse or misuse. In 
addition lo the foregoing, in the conte:xt of clinical trials an AE will also mean events 
associated with and/or possibly attributable lo the clinical trial protocol design or 
cl i 11ical tria I procedures. 

JI 



1.3 "Affiliate", in relation lo an entity, shaU mean any corporation, linu, partucrsltip or 
other entity which is directly or indirectly controlled by, in control of, or under conu11011 
control with such enlify. For the purposes of tltis definition, "control" shall mean the 
ability of nny corporal ion, firm, pa1incrship or other entity , whether through ownership 
of shares or otherwise, to procure thnl U1e affairs of a11 c11tity are conducted i11 
accordance with lhc wishes of such corporation, firm, partnership or other entity. 

l.4 "Agreement Quarter" shall mCBn any period of three months ending on !he lasl clay 
of March or June or September or December. 

1.4A "A > >roved Affiliate" shall mean an Affilintc of the Licensee (i) which !he Licensee 
has dcmonslrated by means of appropna te supporting ocumcn s 1s an Affiliate oh Ire 
Licensee, and (ii) approved in w1iling by U1e Licensor and ViiV lo sell !11e Products of 
the Licensee in !he Tcrri101y, such approval no! lo be unreasonably withheld. The 
Licensor and ViiV shall respond lo any requests for approval within lhirly (30) days of 
receipt by ViiV of the appropriate supporting documents from !he Licensor. 

I. 5 "Approval Date" shall mean: 

(a) in relation lo the Licensed Mono Producl, the dale on which !he Compound first 
receives the rclcvanl reg11lalo1y approval(s), and 

(b) in relation to a Licensed Combination Product, the dale on which Iha! Licensed 
Combinnlion Product first receives !he relevant regulatory approval(s), 

in each case from a Relevant Regulatory Authority. 

1.6 "Business Day" shall mean a day (0U1er tlian a Saturday or Sunday) on which the banks 
are open for normal business in London. 

1.7 "Child Patients" shall mean: 

(a) Paediatric Patients who fall with.in the scope of the patient recipient specifica1io11 
sel out in the relevant Product label approved by (i) !he FDA or the World Heal!h 
Organisation pre-qualification programme and (ii) the Relevant Regulnlory Authority; 
and/or 

(b) in relation lo any juri sdiction in the Teni 101y where Product containing 50 mg of 
!he Compound is not available for the treat men! of HIV patients of age eighteen (18) 
years or more, such HIV patients of age eighteen (18) years or more who, when they 
were Paediatric Patients, were Child Patients for the pUiposes of par! (a) of this 
clefinilion, and were treated with Product manufactured pnrsuanl 10 this Agreement at 
the lime they turned eighteen (18) years of age. 

1.8 "Com)lound" shall mean the chemical compound known generically as clolulegravir, 
whose more specific chemical name is sel out in Appendix A. 

1.9 "Confidential Information" shall mean all information thal would reasonably be 
regarded as, or is designated as, of a confidential or conunercially sensitive nature by 
the party to which the information relates including, without limilalion, any mailer 
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. 
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1.10 "Development ActiYity" shall rnean any or l11e following: 

(p) initiating, conducting, spo11s01ing, supporting or providing Products for use in, 
any clinical research relating lo the Products; 

(q) e11gagi11g with guideline bodies or externa l experts in relation to development 
or the Products; and/or 

(r) developing a Licensed Cornbimtion Product in accordance with lhis Licence 
Agreement. 

1. J I "Effective Date" shall mean the elate of this Licence Agreement. 

1. J 2 "Event of Force Ma,ieure" has the 111eani11g give11 in Clause I 5. 

1.13 "FDA" means lhe United Stntes of America's food and Dmg Administration. 

1.14 "Head Licence" means the Licensor's agreement with ViiV dated 3 1 March 2014 (as 
subsequently amended flll(i restated) under which its right lo lice11cc the Patents is 
derived 

1.15 "Improvement" slrnll mean any new or improved process any new or improved 
manufacturing leclmiques or any further invention which relate to the manufacture or 
formulation of the Products and/or Compound or incorporate or are based on tJ1e 
Patents. 

1.16 "Improvement Patents" shall mean any patents or patent applications which 
generically or specifically claim any Improvements which are developed by the 
Licensee, or to which the Licensee party otherwise has the right Lo grant licences, now 
or in the future. 

1. I 7 "Jurisdiction-Specific Paclrnging" means the packaging of a Product which is specific 
lo a particular jurisdiction. 

1.18 "Licensed Combination Product" shall mean an oral pharmaceutical composition: 
(a) containi11g the Colllpound as an active ingredient in combination with (an)other 

active ingredienl(s) (subject to the limitation set oul in Clause 2.8); and 
(b) where the combination of active ingredients, quantitative composition and 

pharmaceutical form of the composition 
1. corresponds lo that of a pharmaceutical composition which has been 

approved for use in Paediatric Patients by the FDA, and/or 
ii. has been recommended by l11e World Heallh Organisation or the 

United States Department of He:1lth and Human Services for use in 
Paediatric Patients, 

but for the avoidance of doubt shall not be limited to a pharmaceutical 
composition approved or reconunended solely for use in Paediatric Patients; 
and 

(c) prepared and ready for adminislrntion lo Child Patients solely for antiretrovirnl 
therapy for HIV/AIDS. 

1.19 "Licensed Mono Product" shall mean an oral phannaceutical composition: 
(a) containing the Compound as its sole active ingredient; and 
(b) where the quantitative co111posilion and pharmaceutical form of the composition 
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i. corresponds lo !hat of a pharmaceutical compos1t1on which has been 
approved for use in Paediatric Patienls by the FDA, and/or 

ii. has been recommended by the World Health Organisation or the United 
Slates Deparlmenl of Health aml Human Services for use in Paediatric 
Pal.ienls, 

but for the avoidance of doubt shall 1101 be limited to a phmmaceulical 
composition approved or recommended solely for use in Paediatric Pnticnts; 
and 

(c) prepared and ready for administration to Child Patients solely for anlirctroviral 
therapy · HIV/AIDS. 

J .20 "Non-Territory Patents" shall mean: 

1.20.1 in relation lo !hose jurisclictions falling outside of the Territo1)' but being a 
jurisdiction listed in Appendix C (low and middle income jurisdictions), those 
patents owned by ViiV as ::ll'c sel out in Appendix E; and 

l .20.2 in relation to those jurisdictions falling outside of the TeJTilot)' but 110 1 being 
a jurisdiction listed in Appendix C (low and middle income jurisdictions), any 
patents equivalent to !hose specified in Clause 1.20. J owned by ViiV or its 
Affiliates which have been granted in suchjuri sdiclions. 

1.2 lA "Paediatric Patient" shall mean J-JIV pat.ients of Jess than eighteen ( 18) years of age. 

1.21 "Patents" shall mean those patents and patent applications owned by ViiV as arc set 
out in Appendix D. 

1.22 "Pregnancy Report" means a report of pregnancy in a patient or trial subject lo whom 
a Product has been administered or a report of a pregnancy where the father is a patient 
or trial subject to whom a Product has been administered. 

1.23 "Private Market" sha ll mean any cntil)' that is not in the Public Markel. 

1.24 "Product" shall mean U1e Licensed Mono Product and/or the Licensed Combination 
Product. 

1 .25 "Puulic Market" shall mean (a) !11e following organisations to the extent that they are 
not for profit organisations: (i) Governments including without limitation govenuncnt 
ministries and agencies, together with governmcnt-fonded institutions and programs, 
such as state-run hospitals and prison se1vices in those countries; (ii) NGOs including 
without limitation those rccog1uzed by the applicable local government nunist1y; (iii) 
UN-related organizations working for or in t11ose countries, including but not limited 
to UNDP and UNICEF; (iv) Not-for-profit organizations including without limitation, 
Mcdccins Sans Frontieres, Save-the-Children, OXF AM and the International 
Commitlcc of the Red Cross (JCRC); (v) Funding mechanisms and programs funded 
by such mechanisms, i11cluding without limitation, UNIT AID, PEPFAR, USAID, 
Global Fund, etc.; aml agencies based outside of an applicable country to t11e extent that 
!hey are supporting implementation locally in an applicable country, and (b) nomi11ally 
for profit procurement organisations but only to the extent that such procurements are 
suppo1ti11g not-for-profit treatment programmes as described in (a) of Uus Clause. 
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1.26 "Raw Materials" shall mean, ns the context admits and requires, the active ingredients 
which are protected by the Patents and which (i) arc required lo prepare the Products in 
final consumer package form as envisaged under t11c licences granted uuder Clauses 
2.1 and 2.2; and (ii) are solely for use in the Products. 

I. 27 "Relevant Regulatory Authorilf' means (i) i11 relation to a pmticular jurisdiction in 
the Territory, the local regulaloJ y authority having jurisdiction over the manufacture 
;ind/or commcrci;ilisation or the Products in tlwt jurisdiction, or (ii) the World HCRllh 
Orgaui:z.alion ("WHO") pre-qualification prognmune where such approv;il has been 
deemed adequate by the authority refen ed lo in (i). 

1.27A "Rcporii ng Guidan ce" means U1e guidance 011 reporting (as required in Sections 3.5 
and 10.2 of this Agreement) on, inler alia, development Umelines, regula101)' aclivilics, 
11mnufacturi11g and sales of'Raw Materials c1ncl Products, issued by Licensor lo Licensee 
;incl as amended from time lo time. 

J .28 "Sancti ons" shall have t11e meaning given iu t11e definition of "Sanclio115 Target". 

1.29 "S,u1ctio11s Authorities" shall have the mea11ing given in the clefiuition of "SancUons 
Target". 

1.30 "Sanctions Target" shall mean 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 !11e U.S. Department of Treasury's Office of foreign Assets Control 
("OF AC"), Her Majesty's Trcasu1)', IJie U nitcd Na lions Secu1ily Council, the EmopCRn 
Union or other relevant sanctions authority (together, the "Sanctions Authorities") 
(collectively "Sanctions"); or (ii) located, orgauized or resident in a country or tenitOI)' 
that is IJ1e target of country-wide or territory-wide Sanctions (which, al the date of this 
License, includes without limitation Cuba, Iran, Dern. Rep. Kore;i, S11dm1 :rncl Syrian 
Arab Republic) or (iii) listed on OF AC's Lisi of Specially Designated Nationals ;ind 
Blocked Persons or any equivalent list of parties designated by the European Union, or 
the United Kingdom. 

1.31 "Territory" shall mean all those countries as are set 0111 in Appendix B, as may be 
amended from time to time in accordance with Clause 24. 

1.3 lA "Trade Dress Guidance" shall mean guidance on trade dress, elaborating the 
requiremeuts in clauses 7 and 9 of this Agreement, issued by the Licensor and ViiV, as 
amended from time to time. 

1.32 "Third Pariy(ies)" shall mean any party other than a patty lo this Agreement. 

1.33 "ViiV" means ViiV Healthcare Company and/or its Affiliates, as llie context admits. 

1.34 References to "this Agreement" shall mean this licence agreement and shall include the 
Appendices. 

1.35 References to "Clauses" and "Appendices" are references to clauses and c1ppend.ices of 
and to this Agreement and references to sub-clauses or paragraphs are, unless otherwise 
slated, references to sub-clauses or paragraphs of t11e Clauses or Appendices in which 
the reference appears. 

1.36 Unless the context otherwise requires, the singular shall include the plural and vice 



versa and tl1e masculine includes tl1e feminine and neuter genders and vice versa. 

J .37 The headings and sub-headings used in lh.is Agreement arc for convenience only and 
shall not affect the constrnclion or the interpretation of this Agreement. 

1.38 References to "Party" or "Parties" slmll, unless otherwise staled or unless I he context 
otherwise aclm.its or requires, mean a Party or Parties lo this Agreement. 

2 GRANT OF SUBLICENCE 

2.1 Subject lo the terms aud conditions of this Agreement and lo the extent lo which the 
Licensor has the right lo grant a 1cence in respect -ofthc Patents, he Liee!lsor hereby 
grants to the Licensee a non-exclusive, royally-free, nou-sublicensable, 11011-

lrnnsfcrable licence under the P<llenls to: 

(a) manufacture, liave manulaclured, use, sell, supply, impo1i or export in the 
Territ0111 Rnw Materials for use in the manufacture of Products to be supplied 
in Uie Territory solely for use in m1lirelroviral tl1ernpy for HIV/ AJDS in Child 
Patients; and 

(b) manufaclme, have manufaclurecl, use, sell, have sold by an Approved Affilinte, 
supply, import or export Products .in each case in the TcITitmy and solely for 
use in antiretroviral therapy for HIV/ AIDS in Child Patients. 

2.2 Subject to !lie terms aud conditions of this Agreement and to the extent lo whicl1 the 
Licensor has the right lo grant a licence in respect of the Non-Territory Patents, the 
Licensor hereby grnnts to the Licensee a non-exclusive, royalty-free, non­
sublicensable, non-transferable licence under Uie Non-Territory Patents to: 

(a) manufacllue, have manufactured, use, set~ have sold by nn Approved Affiliate, 
supply, import or export outside the Territory Products exclusively for use, 
sale, supply, import or export of such Products in each case in I he Territoiy and 
solely for use in antirctrovirnl therapy for HIV/ AJDS in Child Patients; 

(b) manufacture, have manufactured, use, sell, supply, import or export outside the 
Territo1y Raw Materinls exclusively for supplying into U1e Territory for use in 
the 1mmufacture of Products in the TeJTitmy to be supplied in the Territo1y nnd 
suldy fo1 u e in antiretroviral tlierapy for HIV/ AIDS in Chi.lei Patients; and 

(c) manufacture, have manufactured, use, sell, supply, import or export outside the 
Territory Raw Materials for the manufacture of Products outside the Territory 
exclusively for use, sale, supply, import or expmt in each case in the Territo1y 
and solely for use in antirctroviral Uierapy for HIV/ AIDS in Child Patients. 

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

(a) prevent the Licensee from engaging in any activities with.in any counl1y of the 
TeITilot)' that would not infringe a Patent granted and in force in such count1y of the 
TeITitory, or 

(b) impose on the Licensee a positive obligation lo (i) restrict the sales of Product to 
any person other than a Child Patient, (ii) have packaging that specifies tlmt products 
are not authorised for supply lo any person other than a Child Patient, pursuant lo 
Clause 7.2 or (iv) provide the statements coutemplated by Clause 10.2, in each case 

~
.~~A {i(.;;, 

. ">-.' p'\ 1\:,\ 
~ · \' ' I'' ~ 1\1 H,1\U)fff} [.~\ 
0 .. ) 
:;,;. I :.·•1 
( >-/ ,,, :~·-/ 
" S ' ;-- (>>~ 

_·,}__,- · 

6 



in relation lo the supply of Product into a cou1111y of the Territory where such supply 
would not infringe a Paten! granted and in force in suclt country of U1c Territory. 

2.4 Oiher than as set in Clauses 2. 1 and 2.2, no rights are granted lo the Licensee under this 
Agreement lo man11focl11re, sell or supply either Raw Mnterials or Products inside or 
outside U1e Territo!)•. The licence granted under this Agreement is subject to the 
inlellecl11al properly rights of any Third Party nnywl1ere inside or outside I he TeJTilory. 
l•or avoidance of doubt, ii shall not be n breach of this Agreement for licensee to 
111an11facture, 11sc, sell or supply Products or Raw Materials outside the Territory where 
s11ch activities would not infringe Non-Teni tory Patents, including, without limilaUon, 
where a counlry outside U1e Territo1 , has issued· c 12JJ.lso.cyJ.i.cnce an Noll::Ien:ito~.,._, __ _ 
Patent(s) provided that Licensee is authorised lo supply such country under the 
compulsory licence and such use is within the scope of 1J1e compulsory licence. 

2.4A The Licensee's licence to have manufactured by a Third Pai1y Raw Materials and 
Proclucls in accordance with Clauses 2.1 and 2.2 shall be limited solely to manufacture 
on bclmlf of the Licensee of (i) Raw Materials for supply lo the Licensee and (ii) 
Producls for supply to the Licensee and/or an Approved Affiliate. Clauses 2. 1 and 2.2 
shall not be construed as co11.ferri11g any right for a Third Party to manufacture Raw 
Materials ancl/or Products for supply to any party 01J1er than the Licensee and/or an 
Approved A(filiate (as applicable). 

2.4B For the avoidance of doubt, this Agreement confers no rights on the Licensee to 
sublicense its rights hereunder, wl1ich is expressly prohibited. The Licensee shall 
procure that any Third Party manufacturer and/or any Approved Affiliate shall comply 
wilh t11e terms oftltis Agreement as if ii was the Licensee, and U1e Licensee shall remain 
fully liable for the acts and omissions of such Tltird Party manufacturer and/or 
Approved Affiliate. 

2.5 Tl1e Licensee shall, actiJlg in compliance with all applicable laws and regulations, use 
its best endeavours to maximise access to the Products in the TenitOI)' for 
adminisLration to Child Patients. 

2.6 It is C)qJressly acknowledged by the Licensee that tltis Agreement confers no 
intellechrnl properly rights whatsoever on the Licensee other than tl1ose expressly 
gnrnted in Clauses 2.1 and 2.2 for tlte term of this Agreement. Without pr~juclice to the 
generality of the foregoing, other than as expressly granted in Clause 2.1 and 2.2, no 
licern:e is granted to tl1e Licensee: 

2.7 

(a) to perform any acts or omissions which infringe any rights (including, but not 
limited to, patent rights) of the Licensor, ViiV and/or any of their Affiliates 
and/or their sublicensees 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 
Territo1y (including, without limitation any rights relating to any active 
ingredient, other than the Compound, used in the Licensed Combination 
Products); and/or 

(c) in relation to the Patents for t11e use, manufacture, sale or supply of Products 
where such Products would be supplied directly or indirectly to any patient 
other than a Child Patient. 

Tltis Agreement is without prejudice lo any other rights and/or obligations that Licensee 
may have pursuant to separate written agrecmenl(s) with ViiVand/or MPPF (signed by 
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the rclcvanl parties) relating to P/llcnts a11d/or No11-Tcrrito1y Patents. Notwithstanding 
anything co11lai11ed in IJ1is Agreement, activities of Licensee performed in compliance 
with such other agreemenl(s) shall nol conslilule a breach of this Agreement. 

2.8 Nothing in this Agreement shall be deemed to conslilulc a licence for the Licensee lo 
manufacture, import, use or supply any active ingredient other than lhe Cornpound. 

2.9 Notwithstanding the Effective Date of this Agreement, the Licensee undertakes not to 
sell or offer for sale a Product in a jurisdiction or the Territory prior to Lhe relevant 
Approval Date for that Product for thal jurisdiction. 

2. 10 Where this Agreement requires the Licensee to obtain approval from ViiV, the Licensee 
shall request such approval through the Licensor. 
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3. 1 

3.2 

3,3 

J.4 

3.5 

DEVELOPMENT AND REGISTRATION 

As of the Effective Dale and subject always to ViiV's retained rights lo the Patents and 
Non-Territory Patents (and that of ils licensees), the Licensee shall have full control, 
responsibility (fiiiancial and otherwise) and authority over development, registration, 
importation, manufacture and conunercialisation of the Products lo be sold or supplied 
by the Licensee in the Territory under this Agreement. 

Licensee agrees that ii will manufacture Raw Materials and Product in a manner 
consistent with (i) World Health Organization ("WHO") pre-qualification standards; or 
(ii) the standards of any Stringent Regulatory Authority ("SRA"), defined as regulatory 
authorities which arc members, observers or associates of the Intemational Conference 
on Harmonization of Technical Requirements for Registration of Pharmaceuticals for 
Human Use, as may be updated from time to time. Where such approvals are not yet 
available, the Licensee will obtain temporary approval through a WHO Expert Review 
Panel, as appropriate and if applicable. 

The Licensee will obtain from the relevant authorities in the Territory and maintain in 
force, as appropriate1 all health registrations, permissions, consents and regulatory 
authorisations relating to the importation, manufacture and sale of the Products which 
are necessaty to enable the Products to be sold or supplied in the TeITito1y in accordance 
with this AgTecment. Licensee shall file for regulalo1y approval before al least one 
Relevant Regulatory Authority (including, but not limited to the WHO pre­
qualification programme) not later than 30 months from the Effective Date in respect 
lo 01e Compmrncl and not later than 36 months from the Effective Date in respect to al 
least one of the Products. Licensee shall also, upon Licensor's reasonable request, file 
for regulatory approval before the Relevant Regulatory Authority for any subsequent 
Products willtin a reasonable Lime. 

If the Licensee sells, supplies or otherwise disposes of any Product in the Territo1y but 
lrns not obtained the necessary approvals pursuant to Clauses 3.2 and 3.3, the Licensor 
shall be entitled lo immediately terminate this Agreement by providing wiiltcn notice 
to the Licensee. 

Within ten ( 10) Business Days following 01e end of each Agreement Quarter, the 
Licensee shall provide the Licensor with a quarterly written report on the status of 
development of lhe Product and any regulatory filing regarding lhc Products in relation 
to that Agreement Quarter. Such reporting shall be made in accordance with the 
Reporting Guidance issued by the Licensor and should cover (a) Products in its 
development pipeline, (b) status of development of each Product in development, (c) 
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regulatory riling pla11 for each Product, and (d) n list of col111tries for which such 
regulatory approvals or aulholi7;11ioJ1s have been filed and/or obtained for any Product. 
The Parties agree lo confer on a qmulerly basis regarcliJJg such reports and also review 
clevelopme111 and filing status of JJroclucls. For avoidance of doubt, ViiV and the 
Licensor agree that information co111aiucd i11 quarterly and other snch reports shall be 
lrealcd as Confidenlial lnfonnalion. 

3.6 The Licensee will manufacture and sell the Products in accordance with all laws :rnd 
regulntions relevant lo the manufacture and snle ofl he Products and in accordnnce with 
good inclnslry practice. 

3.7 Prior lo engaging in any Development Activity, Licensee shall: 

3.7. 1 provide Licensor and ViiV with not less than one ( I) month wrillcn notice of its 
intention lo cany out such Development Activity; 

3.7 .2 meet wilh the Licensor and/or ViiV al such limes and with such frequency as is 
re;1sonably requested by them lo discuss the proposed activity; and 

3.7.3 comply with the Licensor's and ViiV's reasonable reqnesls in relation lo the 
design and conduct of such Development Aclivily. 

4 SUPPLY, DISTRIBUTIO N AND LABELLING 

4. 1 The Licensee 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 ngrees, where applicable and to the extent that it is able: (a) 10 
not seek; and (b) to waive, regulatory exclusivity in the Territory in relation to any data 
relating to the Products. 

4.2 The Licensee shall be solely responsible for the distribution in the Territory of all 
Products to be sold in the Terri101y under this Agreement. 

5 EXCHANGE OF INFORMATION AND CONFIDENTIALITY 

5.1 During !he term of this Agreement and for five years !hereafter, the Parties shall uol, 
use, reveal or disclose lo any Third Party, or to any of its Affiliates, save for those of 
its Affiliates who need lo kuow such iuforrnalion to exercise the Party's rights under 
this Agreemeul, any Confidenlial Information received from the other Party or ViiV 
and/or any of !heir Affiliates or otherwise developed by any parly in the perfornwucc 
of aclivities in forthernnce of this Agreement, except as may be otherwise provided 
herein or as may be required for the purposes of securing essential aul11orisations in 
respect of the performance of this AgTeemenl from governmental agencies in the 
Territory, or as may be required lo be disclosed under law or regulation in the Territo1y. 
This confidentiality obligation shall nol apply lo such information which: 

(a) 

(b) 

(c) 

the receiving party can prove, by written records and to the reasonable 
salisfr1clio11 of the disclosing party, is or has become a maller of public 
knowledge other than through any breach by or al Ule iusligalion of the 
receiving party, or any of its Affiliates, of this Agreement; 

is already legitimately in U1e possession of the receiving patty; 

is disclosed lo the receiving party by a Third Party (other than !he disclosing 
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party or Vii V a11cl/or its AJJiliatcs) havi11g the right to do so; 

(cl) is subsequenlly and independenlly developed by employees or the receiving 
party or its AITiliates who had no knowledge of the Confidential l nfonm1tion 
disclosed; or 

(c) in the case of the Licensor, is required to be disclosed lo ViiV under the terms 
of the Licensor's agreemcnl wilh ViiV. 

5.2 The Pmiics shall ensure U1at no unauthorised use or disclosure is made by others to 
\.vhom access to such Confidcntinl Information is grnnted, by binding such persons 011 
like terms lo Ulis Agi-cemenl which are enforceable by each of the Licensor am 11 . 

5.3 All Confidential Information shall rcmnin the property of the disclosing party. In the 
event that a court or other legal or admitlistrativc tribum l of competent ju risdiction, 
directly or through an appointed master, trustee or receiver, assumes partial or complete 
control over the assets of a party to this Agrcemenl, based on the insolvency or 
bankruptcy of such party (or bnsccl on any other nnalogous or similar status of tJiat party 
under foreign laws), the bankrupt or insolvent party shall promptly notify the court or 
other tribunal: 

(a) that Confidential Information remains the properly of t11e disclosing paiiy; and 

(b) of the confidentiality obligal ions under lllis Agreement. 

5.4 In addition, t11e bankrupt or insolvent party shall, to !11e extent pennitted by Jaw, take 
all steps necessary or desirable to mai111ain t11e confidentiality of such Confidential 
Information and to ensure that the cour t, other tribunal or appointee maintains such 
information in confidence in accordance with the terms of this Agreement. 

5.5 Prior to subm.ilting for written or oral publication any manuscript, abstract or LJ1e like 
which includes data or other information generated and provided under the terms of, or 
in relation to, lllis Agreement or relating lo Products, U1e Licensee shall provide a copy 
of such Publication to ViiV and shall take into account ViiV's reasonable conunenls in 
connection therewith. 

5.6 Nothing in this Agreement shall be conslmed as preventing or in any way inhibiting 
the Licensee from complying with statutory and regulatmy requirements relating to, or 
arising out of, its rights under tllis Agreement. 

6 ADVERSE EXPERIENCE REPORTING 

6. J The responsibilities of the Parties for reporting of adverse dmg experiences related to 
the Products to regulatory autJ1orilfos in the Territory shall be performed in accordance 
with local laws and regulations. The responsibilities of the Parties for safety related or 
Product related inquiries shall be performed in accordance wiU1 local laws and 
regulations. 

6.2 Without prejudice to Clause 6.1: 

6.2.1 Licensee unde1iakes that ii will maintain until the termination or !11is Agreement 
(or, as applicable, until the rights and obligations intended lo survive termination 
of this Agreement have been fulfilled) pharmacovigilance and risk management 
systems, procedures and documentation needed lo perform and comply with its 

'.·Jt(,;( ' 
-;i::.•'" \ 

Q_ ' I,', 
~ ll/\lHi/d U1H 

10 



regulatory obligations and its related obligations under this Agreemenl. 

6.2.2 Licensee 11nde11akes that it will ensure that it will comply with all applicable laws 
and regulatio11s regardiug U1c Products i11 the Territory including without 
limitation those laws and regulations relating to risk management, drug safety 
and phar macovigilance. 

6.2.3 Licensee will hold and maintain a safety database regarding the Products in the 
Territory . 

. 2. Licensee will be responsible for fulfilling all Plumnacovigilance activities as per 
the local regulntions and requirements for the Products in the Territory (this 
includes but is 11ot limited to collating AE, and Pregnancy Reports, expedited and 
periodic reporting to regulatory agencies in the Territory, literntnrc review, 
performing safety evaluation and signal detection on all available AE and 
Pregnancy data elc). 

6.2.5 Licensee shall provide Licensor and ViiV with a report containing information 
regarding AEs and Pregnancy Reports which are associated with the Products and 
which have been received by Licensee, from both spoutaneous reporting and 
clinical trial sources. Such report shall be provided annually and otherwise on 
reasonable request by the Licensor and/or ViiV. 

6.2.6 Licensee shall notify t11e Licensor and ViiV forthwith of the receipt of an enquiry 
from a regulato1y authority in the Territmy relating to the Product that concerns 
any safety issue. If Licensee becomes aware of action tliat may or will be or has 
been taken by a regulatory autho1ily for a safety reason connected with the 
Product, it slmll immediately and in any event no later than twenty-four (24) hours 
after receiving such notice from a regulatory authority notify Licensor and ViiV 
in writing (including, but nol limited to email conununications) with available 
details regardi11g the same. 

6.2.7 On conclusion of any clinical research relating to the Products, Licensee 
undertakes lo submit to Licensor and ViiV copies of the clinical trial reports 
generated by or on behalf of Licensee relating lo such clinical research. 

6.2.8 Not withstanding Clause 20, notices lo be provided pursuant to this clause 6 shall, 
in addiliou, also be sent to: 

VP, Safety & Pharmacovigilance, 
ViiV Healt11care 
980 Greal West Road 
Brentford 
Middlesex, TW8 9GS. 

With a copy lo: oxa63 l63@viivheallhcare.com 

or such person as shall be nominated by him in writing from time to time. 

7 NON-D IVERS ION 
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7. l Save as provided under this Agreement, and to the extent that such restrictions comply 
with applicable law, the Licensee shall not, directly or indirectly, sell or supply: 

(a) Products or Raw Materials outside the Territory where tJ1ere is a Non-Territory 
Patent, for the duration of the relevant Non-Territory Patent; 

(b) Raw Materials to any Third Party in tJ1e Territory that the Licensee knows, 
believes or ought reasornibly to suspect will sell or supply Raw Materials other 
than in the Territory where there is a Non-Territory Patent, for the duration of 
U1e relevant Non-Terrilory Patent; 

(c) Products to any Third Pa11y in the Territory U1at the Licensee knows, believes 
or ought reasonably to suspect will sell or supply Products outside the Territory 
where there is a Non-Territory Palen!, for the duration of the relevant Non­
Territo1y Patent; a11cl/or 

(cl) Products lo any Third Party that the Licensee knows, believes or ought 
rec1son,1bly lo suspect will sell or supply Products to be administered lo any 
patient other titan Child Patients in the Terrilo1y, unless such sale or supply is 
performed in compliance with separate wrilten agreement(s) that the Licensee 
may have with Licensor and/or ViiV. . 

7.2 The L icensee shall ensure that packaging (ivhether external, intermediate or intenml), 
data sheets and promo! ional materials for the Products to be sold or otl1erwise supplied 
by the Licensee under this Agreement shall carry clear statements in bold type tlia t: 

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

(b) the Products are not for aclmin.istrntion to anyone other than Child Patients, 
provided however that this obligation shall only apply in relation to Products 
which are in jurisdictions with Jurisdiction-Specific Packaging and, where an 
Adult Licence is in place, supplied into jurisdictions which are not within the 
scope of Uiat Adult Licence; and 

(c) any other use is not authorised. 

The obligations under this Clause 7.2 me farther elaborated in the Tracie Dress 
Guidance. 

7.3 The Licensee a61rees that t11e Products sold pursuant lo Uiis Agreement will be visually 
clifferenliatecl from Products sold by ViiV in a manner further elaborated under the 
Tracie Dress Guidance. Licensee will submit samples of the Products lo ViiV (to such 
address and marked for the attention of such person as identified in the Tracie Dress 
Guidance) for ViiV and Licensor's approval once ttial batches are manufactured, and 
agrees not to manufacture exhibit batches of Products or lo sell Products pursuant to 
this Agreement until the Licensor and YiiV have approved the colour and shape of the 
trial batches, such approval will not be umeasonably withheld, delayed or 
conditioned. Once Licensor and ViiV have approved the colour and shape of the trial 
batches (i) the Licensor and ViiV agTce not to make any additional requests for 
differentiation (except as provided in Clause 7.4 below), and (ii) the Licensee agrees 
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only to sell Products that conform to the colour and shape of the trial batches approved 
by tJ1e Licensor and ViiV pursuant to this Clause 8.3. 

7.3A For the avoidance of any doubt, any Product, packaging (whether external, 
intermediate or internal), data sheets and promotional materials for l11e Products 
approved by l11e Licensor and ViiV before the Effective Amendment Date will be 
considered as already approved, and ViiV mid Licensor will not request the Licensee 
to maker.my additional changes except as provided in Clause 7.4 below. 

7.4 Without )l'e\1clice to Clause 7.3, Licensee a rees to comJI with such additional 
requirements for differentiation or the packaging of Products as ViiV n1,1y request and 
agrees to use its reasonable endeavO\ll'S to ensure timely registration of the variation 
with all Relcwrnt Regnlato1y Authorities as l11ey may require, provided that: 

7.4.1 ViiV shall only be entitled to request such additional diITerentiation once during 
the Term of this Agreement; 

7.4.2 ViiV shall not request such additional differentiation earlier than the third (3"1
) 

anniversaiy ofU1e Effective Date of this Agreement; and 

7.4.3 Licensee may continue to sell the Products of the original packaging: 

7.4.3 . .1. in all countries in l11e relevant Territ01y until the total number of countries 
which have approved the revised packaging when added lo the number of 
countries for which such approval is not required equates to ten (10) 
countries (unless Uie Licensee can demonstrate to !lie reasonable 
satisfacLion of the Licensor and ViiV thal the volume requirements in those 
10 countries do not equate to one batch of Products (the "Volume 
Tlu·eshold"), in which case Licensee shall nol be obliged to sell the newly 
differentiated Product until such additional approvals as are necessary to 
meet the Volume Threshold are obtained); and 

7.4.3. 2. thereafter on a country-by-country basis until such time as the variation for 
the differentiated packaging is approved for sale in that country. 

7.5 The Licensee shall give written notice, prior to any sale of Products, to any Third Party 
to which it sells Products or the restrictions contained in this Clause 7 and the Licensee 
sliall use its best endeavours, without prejudice to any other provision of this 
Agreement, to ensure that such Third Parties will undertake to abide by the restrictions 
contained in this Clause 7 and will assist the Licensor and ViiV in securing compliance 
w!U1 this Clause 7 and the restrictions which it contemplates. 

8 INTELLECTUAL PROPERTY 

8. J If at any time during the term of this Agreement !lie Licensee ( or any of its employees, 
agents, or other persons acting under its auU1ority) makes, develops, conceives, 
acquires, reduces to practice, becomes entitled to or secures control over any 
Improvement it shall communicate such Improvement to Licensor and ViiV in full 
together with all available in.fonmtion concerning the mode of working and using the 
same. Licensor and ViiV shall treat this information as Confidential Information. 
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8.2 Licensee hereby grants to Licensor and YiiV a perpetual, irrevocable, worldwide, 
royalty free, non-exclusive liceucc lo use any Improvement, Improvement Patent and 
related know-how (ancl shall promptly execute such document as ViiV may reasonably 
request accordingly). Licensor shall 1101 sublicense such rights to any Third Party, 
provided, however, that should Licensor desire lo sub license any such rights, Licensee 
mid Licensor agree to enler in good-faith negotiations regarcting such sublicence. ViiV 
shall be entitled to granl sublicences (without further righl to subliccm;c) under such 
licence only lo its: 

8.2. l Affiliates; or 
8..2.-2 conl.rac :tanufacturcr distributors ancl service rovidcrs solely for use in 

corn1eclion with their c11gagemen1 of commercialising ViiV products. 

8.3 The Liceuscc shall l1avc no rights in relation to the conduct of any matter relating to 
the Patents or No11-Terri101y Patents, including the filing, prosecution and 
maintenance thereof. 

8.4 If any suit or claim by a Third Pmiy is instituted against the Licensor or l11e Licensee 
for patent infringement involving the Products ancVor the Raw Materials, the party 
sued shall promptly notify the Licensor and ViiV in ·writing. ViiV shall have the right, 
but 1101 the obligation, lo defend or to conduct the defence of such suit or claim al its 
own expeuse. The Licensee shall assist ViiV and co-operate in any such litigation al 
ViiV's request and expense. 

8.5 ViiV (and in no circumstances the Licensee) shall be entitled to bring infringement 
action at its own expense. To the extent ViiV decides not to bring any such 
infringement action, ViiV shall not be liable lo the Licensee in any respect for such 
decision. The Licensee shall assist ViiVancl co-operate in any such litigation al ViiV's 
request without eiqiense lo the Licensee. 

9 TRADE MARKS AND NON-PROPRIETARY NAMES 

9.1 Subject always to Clauses 9.2 and 9.3, the Licensee, at its expense, shall be responsible 
for the selection, registration and nmintenaucc of all trade marks which it employs in 
connection with the Products to be sold by the Licensee in the TerritOI}' under this 
Agreement and shall own and control such trade marks. Nothing in this Agreement 
shall be co11Strnecl as a grant of rights, by licence or ol11erwise, to the Licensor to use 
such trade marks for any purpose. furth er, nothing in this Agreement shall be 
constn1ccl as a grant of rights, by licence or otherwise, to the Licensee to use the trade 
marks owned by the Licensor, ViiV, and/or any of their Affiliates anywhere in the 
world for any purpose. 

9.2 The Lice11See shall not use or seek to register (or, where it is possible to do so, apply to 
use or register) any trnde or se1vice mark, lrncle dress (where applicable), symbol or 
device in relation to any Products or any of their packaging (whether external, 
intermediate or internal) or promotional material which incorporates or is identical or 
confusingly similar to any trade or service mark, trade dress, symbol or device used by 
the Licensor, ViiV ancVor any of their Affiliates anywhere in the world. If the Licensor 
ancVor ViiV become aware that the Licensee is in breach of this clause 9.2, the Licensee 
shall immediately stop any such use and withdraw any such trade mark application 
and/or registration upon request by the Licensor ancVor ViiV. This clause shall be 
without prejudice to any legal rights the Licensee may have in relation lo the use of a 
trade or service mark, trade dress, symbol or device which is identical or confusingly 
similar to any trade or service mark, trade dress, symbol or device used by the Licensor, 
ViiY and/or any of their Affiliates anywhere in the world where that use by the Licensee 
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9.3 

9.4 

pre-dates the rights or the Licensor, ViiV and/or nny of their Affiliates. 

The Licensee shall obtain the prior written approval, such approval not to be 
unreasonably with.held or concLitioned, of the Licensor and ViiV for all trade or service 
marks, trade dress (where applicable), symbols or devices which the Licensee proposes 
to use in relation lo the Products or any of their packaging (whether cxlcrnal, 
intenncdintc or internal) or promotional matclial before seeking to register any such 
trade marks, before offering to sell, selling or otherwise disposing of ,my Products, and 
before applying for government or relevant regulatory aulltorisalion lo do so. The 
Licensor and ViiV shall rcspolld lo any request for approval from the Licensee within 
JO days of recciJI b ' ViiV from the Licensor of all h role, Lali.ruL_ __ _ 

necessary lo consider !he Licensee's request, with an approval or a wrillen statement of 
why the request is not being approved by ViiV. For the avoidance of doubt, the Trade 
Dress Guidance docs not li1uit in any way the Licensor and/or ViiV's right lo refuse to 
provide approval under tJtis Clause 9.3, and the basis of ViiV's ref-t1sal to provide 
approval under !his Clause 9.3 shall not be limited to breaches of Clause 9.2. 

For the ;ivoidance of doubt, any approval provided by the Licensor and/or ViiV uucler 
CJ;-iuse 9.3 is not to be i11Lerpretecl as acquiescence by the Licensor ancl/or ViiV that any 
packaging and/or labelling complies with any local legal or regula101y requirements, 
which remains the Licensee' s responsibility . 

10 STATEMENTS AND REMITTANC ES 

10. l At all times the Licensee shall keep, ;incl shall require its Affiliates and any Third Party 
rnanufachirers and Third Parties making sales on its behaJf to keep, complete and 
accurate records for the previous two years (or for the period from the Effective Date 
to Lhe then current elate if such period is less than two years) of all quantities of Raw 
Milterials and Products 11u1nufactured and/or sold under the licences granted by this 
Agreement, togeU1er with that information contemplated by Clause 10.2. The Licensor 
and ViiV shall have the right (;ind the Licensee shall procure such righl), at its expense, 
through a certified public accounlanl or like person appointed by it, to examine such 
records during regular business hours during the term of tlus Agreement and for six 
months after its tennination or expi1y ; provided, however, that such examination shall 
not take place more often than twice in any calendar year and shall not cover such 
records for more than the preceding lwo calendrir years and provided farther Lliat such 
accountant or like person shall report to ViiV only as to: 

(a) the accuracy of lhe numufactu1i11g and sales statements of the Licensee (and/or 
its Affiliates and/or its Third Pm1y manufactmers contemplated by this 
Agreement) in relation to such manufacture ilncl sales; 

(b) the appropriateness of quantities of Raw Materials and Products imported or 
manufactured pursuant to lhis Agreement by reference to what quantities of 
Raw Milterials and Products would reilso11c1bly be required to meet demand for 
ilctual sales made and sales forecasted by the Licensee; 

(c) verification that all sales and other supplies of Products and Raw Materials 
made by the Licensee have been made (i) in the Ten-itory, except for Products 
and Raw Materials made outside the Territo1y as expressly provided for in this 
Agreement mid (ii) othern1ise in accordance with Clause 7; and 

(cl) verification that all sales and other supplies of Products and Raw Milterials 
made by Third Party manufacturers contemplated by this Agreement have been 
made to the Licensee in accordance with this Agreement. 

I S " 

A ~C';, 

1/\LOfl 

( 



10.2 Within ten (10) Business Days following U1e end of each Agreement Quarter, the 
Licensee shall provide the Licensor with a quarterly wrillen report or all Products (in 
terms of smallest units and patient packs for each formulation) sold or supplied by the 
I ,icensee under this Agreement during such Agrnemenl Quarter. Such 11ccounling shall 
be made in accorda11ce with the Reporting Guidance issued by the Licensor and show 
smallest unit, pack size, and value or sales in US Dollars on a Product-by-Product, 
countl)•-by-counlry, month-by-month and pmclmser-by-purchaser basis and shall be 
broken clown by reference to sales 10 the Public Markel and the Private Market. 

11 SANCTJONS 

J l. 1 The Parties acknowledge Iha! a number of organisations and countries including the 
United Nations, tJ1e United States, the United Kingdom and the European Union have 
adopted sanctions legislation relating to l11c Teni lory and/or entities and individuals 
which or who are resident or operate in the 1 errilo1y and that such sanctions are varied 
or amended from time to time. 

11.2 The Licensee represents and warrants to Licensor and ViiV that (a) neither the Licensee 
nor, lo the knowledge or t11e Licensee, any Affiliate, director, officer, employee or the 
Licensee, is a Sanctions Target, or (b) that it l1as 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. 

11.3 The Licensee represents and covenants that, prior to, directly or indirectly, 

(a) making the Patents 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 tJ1e 
target of country-wide or territory-wide Sanctions; 

ii will obtain a license or other authorization, either directly or through MPPF, from 
OFAC and/or any other relevant Sanctions Authorities. 

11.4 ln 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 
jurisdiction (whether or not such Sanctions, controls or laws were in existence al the 
date or this AgTcement and whether or not there have been any other changes in 
circun1Stance from those that existed at U1e date of this Agreement), the Licensor shall 
be entitled to suspend tJ1e operation of such provisions of !lie Agreement (including any 
payment or supply provisions) which require or permit performance by either or both 
Parties where, in the reasonable opinion of !11e 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 Licensor, such time as all necessaiy approvals or licences have 
been obtained to enable t11e Agreement to continue in a lawful and compliant manner 
and, notwithstanding any provision of this Agreement, the Lice11Sor sliall not be obliged 
to pay any compensation to tJ1e other Party or othern1ise indemnify the other Party in 
respect of any losses or costs which Uiat ot11er Party rnay suffer or incur as a result of 
such suspe11Sion and/or termination. 
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12 TERM AND TERMINATION 

12. I This Agrcemc11t shall be deemed to come into effect 011 U1e Effective Date and shall 
continue thereafter subject to the fort her provisions of this Clause 12. 

12 .2 Unless otherwise terminated, this Agrecme11I shall expire upon the expiration, lapse or 
invalidation of the last remaining Patent in the Territory. 

12.3 Save as othcnvise provided in this Agreement, if the Licensee breaches any provision 
of this Agreement and if such breach (i) is material and incapable of correction; or (ii) 
is capable of coneclion but is not corrected within GO days after receiving written notice 
will1 respect to sue I c au I, t 1e 1ce11sor s ia 1ave t 1e nght to 1enn111ate this 
Agreement with immediate effect by giving wiillen notice to U1e pmty in default. 

12.4 If: 

J 2.4 . l Licensor becomes aware of :in actw1l or tlu·eatened claim that Licensee's use 
of !he Patents i11 the Territory infringes the intellectual property rights of a Third 
Paity ; or 

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

Licensor shall (and ViiV shall be entitled to) notify the Licensee in writing, detailing 
the natme of such claim or challenge. Licensee shall, within ten (10) Business Days of 
receipt of such notice, and without prejudice to any of the Licensee's other obligations 
or liabilities under this Agreement or U1e Licensor's rights (including without limitation 
under Clause 12.5), elect to: 

(i) suspend the terms of this Licence in respect of the relevant Patent until 
such issue is resolved; or 

(ii) confum in writing that it will indenmify Licensor and ViiV against 
any Losses (as defined in Clause 14.5) incurred by Licensor mid/or 
ViiV in connection with Licensee's continued use of such Patent 
pursuant to this Licence. 

If Licensee does not so notify Licensor within ten (10) Business Days of Licensor's 
initial notice, the licence shall be deemed suspended pending resolution of t11c issue. 

12.5 lf: 

(a) the Licensee breaches any of lJ1e provisions of Clause 7; 

(b) it is determined that the Licensee's use of the Patents in the Territory or Non­
Tcrritmy Patents outside of the Territo1y infringes the intellectual property 
rights of a Third Pa11y; 

(c) ViiV's right to grant licences oft he Patents or Non-Territory Patents expires or 
is terminated; 

(d) ViiV or Licensor receives a third party claim or demand for royalty payments 
relating to sales of the Products or Raw Materials by the Licensee, unless the 
Licensee agrees to satisfy the claim should such a claim or demand become 
payable; ·~ ,, (lp '\ Ot,t;~ 
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(e) !he legal or beneficial ownership or control of the Licensee and/or any of ils 
Affiliates changes in such a maimer as ViiV shall in its sole discretion consider 
sig n.ifica nl; 

(1) Licensee repeatedly fails to comply with or Lo timely provide Licensor with 
any rcporl such as !hose contained in Clause 10.2 of !his Agreement; 

!he Licensor may terminate this Agreement, either in whole or in relation to a parlicular 
Paten! with immediate effect by notice in w1iting to the Licensee. 

12.6 The provisions of Clauses 12.5(a), 12.5(b) and 12.5(d) are without prejud1ce to U1e 
Licensor's or ViiY's rights to claim all damage and loss suffered by the Licensor, ViiV 
and/or any of their Affiliates arising out of, or in relation 10, the even! giving rise to 
termination. In respect of such damage or loss ll!lder 12.S(a), (b) and/or 12.5(d) the 
Licensee hereby agrees lo indemnify !he Licensor and ViiV subject to (i) the Licensor 
and ViiY (each of which shall be enlilled lo conducl t11e defence of such claims agaiJ1St 
them) taking reasonable accounl of Lhe Licensee's input in the conduct of the claim lo 
which such loss or damage rel:-iles, aml (ii) the provisions of 28.3. 

12.7 Any Parly may terminate this Agreement wilh immediate effect by providi11g a wrillen 
termination notice to the other Party if, at any time, the olher Pm·ty shall compound or 
make arrangements with its creditors or be adjudicated bankrnpt or have a receiver 
appointed over all or any part of ils assels or go into liquidation (whether voluntary or 
otherwise) otherwise than as part of a bona fide anmlgamalion or reconstruction without 
insolvency or suffer any insolvency event or analogous process under foreign laws. 

12.8 Any change in tl1e legal or beneficial ownership or control of the Licensee shall be 
inunediately notified in writing to the Licensor and ViiV by the Licensee. For the 
purposes of this Clause 12.8, "contrnl" shall mean the ability of a person, entity or 
corporation lo ensure, whether through ownership of shares or olhenvise, that the 
affairs of a patty are conducted in accordance with lhe wishes of such person, entity or 
corporation. 

12. 9 If Licensee fails to file for regulatory approval before at least one Relevant Regulatory 
Authority (including, but not limited to the WHO pre-qualification progranune) within 
30 months from the Effective Date in respect to the Compound and within 36 monlhs 
in respect to al least one of the Products, or fails lo respolld to Licensor's reasonable 
request for any subsequent Products, Licensor shall have tJ1e right to lenninate tJtis 
Agreement with inm1ediate effect by giving writlen notice to the Licensee. 

12. IO If, in the reasonable opinion of the Licensor, the Licensee fails to promote access to the 
Products in the Territory in accordance with t11is Agreement, the Licensor shall give 
notice to the Licensee requiring it cure such failure. If in the opinion of the Licensor, 
t11e Licensee fails lo report reasonable progress witltin 180 days after receiving written 
notice with respect to lhe default, the Licensor shall have the right to terminate this 
Agreement with immediate effect by giving wrillen notice lo tJ1e Licensee. Without 
limilalion to the generality of this Clause 12.10 in exercising its reasonable opinion, the 
Licensor shall take into account !he period within wltich the relevant aulhorities provide 
the necessa1y approvals as referred to in Clauses 3.2 and 3.3, normal development lead 
time for the Products, and progress reported by Licensee in its quarlerly reports 
provided under Clause 3.5. 

12.11 Unless notice to the contrary is given by ViiV, this Agreement shall terminate 
immediately in the event tJmt lhe Head Licence is terminated or expiries. Tltis 
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Sub licence Agreeme11t shall be converted into a licence between ViiV a11d the 
Sub licensee, provided that Sublicensee is not in breach of t11is Agreeme11l and that ViiV 
has notified both the Licensor and Licensee of such conversion. 

12.12 Licensee nmy (enninat e tJ1is Agreement al any time by providing 30 clays written notice 
lo Licensor. 

13 RIGHTS AND DUTillS UPON TERMINATION OR EXPIRY 

13. l Upon termination or expiry of this Agreement, in nccordm1ce with Clauses 12.7, 12.8, 
12.9 12 11 and/or 12.12 lhe Licensee shall immedi: lei no · he iccn o"-r ..,,_,"""d-L.!i"-i .._ _____ _ 
of tl1e amount of Product the Licensee then has available to ii c1nd, provided that such 
amount is, in the opinion of ViiV, reasonable in all the circnrnslances, the Licensee 
shall be permitted lo sell that amount of Product in the Territory. This provision shall 
01tly apply lo the exlenl tha1 such termination would deprive Licensee of legal righls 
with respect to Product and Raw Materials. 

13.2 Termination or expi1y of this Agreement shall not affect those provisions of this 
Agreement whk h are expressed or intended to survive t11e termination or expirnlion of 
this Agreement in particular, but without limilc1tio11, Clauses 5, 10, 14.5, 14.6 and 14.7 

' and the relevant provisions of this Clause 13. In addition, any other provisions required 
to interpret and enforce t11e ParUes' rights mid obligations under this Agreement shall 
also survive, but only to the extent that such survival is required for tJ1e full observation 
and pe1fonnance of this Agreement by the Parties. 

13.3 Tcrm.ination of !his Agreement in accordance with t11e provisions hereof shall not limit 
remedies which may be otherwise available in law or equity and shall be without 
prejudice to any rights that any person may have pursuant Lo this Agreement for 
antecedent breaches. 

14 WARRA NTIES AND INDEMNITIES 

14.1 Each or the Parties warrn11ts that, to the best of its knowledge and belief: 

14.2 

14.3 

14.4 

(a) it has power to execute and deliver this Agreement and to perform ils 
obligations uncler it and has taken all action necessary to authorise such 
execution and delivery and the performance of such obligations; and 

(b) this Agreement constitutes legal, valid and binding obligations of tlmt paity in 
accordc1nce with its tenns. 

Notlring in this Agreement shall be construed as a warranty that (a) the infonnation set 
out in Appendix D or Appendix E accurately reflects the slntus of ViiV's patents and 
pa lent applicc1tions relat.ing lo the Compound and/or Products, (b) any of the Patents or 
Non-Territory Patents are valid or enforceable or (c) their exercise does not infringe 
any patent rights of any Third Parties. 

The Licensee aclrnowledges that, in entering into this Agreement, the Licensee has 
independenlly evaluated any information supplied by the Licensor and ViiV (including, 
but not limited to, such infonnc1tion related to the Products), as well as the viability of 
this Agreement, before making its decision to enter into this Agreement and lo 
undertake t11e commitments and obligations set forth herein. 

The Licensee acknowledges that the Licensor and ViiV do not in any way endorse the 
use of any Products sold or manufactured by the Licensee contain.ing the Compound or 
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other active ingredient (including withoul limitation thal used in 1hc Licensed 
Combinalion Producl), whether as single compoLU1cls or in combinalio11 wilh c;1ch olher, 
or whether in combinalion wilh other compounds. 

14.5 The Licensee hereby agrees to indcumify the Licensor, ViiY, their Affiliates and I heir 
respeclive officers, clireclors, shareholders, representatives, agents, employees, 
successors a11d assigns (each an "IndcmnifictJ Person") against any and all suils, 
claims (whether or not successful, compromised or selUed), aclions, demands, 
proceedings, judgements, liabilities, expenses and/or losses, inclucli ng rcaso11able legal 
expense and attorneys' fees ("Losses"), that arise in connection with (i) the Licensee's 
bre<1ch of this A reement; or (ii) the Licensee's exercise of its rights pursuant to this 
AgTeernent (including for the avoidance of doubt any pro uct l1a 1li ty c 111111 relariTig l_o_ 
the Products manufactured by or on beha!r of Licensee pursuant to this Agreement), 
provided 111111 the indemnification obligalion eslablished in this Clause shall not apply 
to the extent such Losses arise oul of negligence or wilful misconducl by ViiY, l11ei1· 
Affiliates and their respective officers, directors, shareholders, represcnlaUves, agents, 
employees, successors and assigns. YiiY shall, or shall procure that 1he Indemnified 
Person shall, provide Licensee with prompt writlen notice of such claims. Subject lo 
Clauses 8.4 and 12.6, the lndenmificd Person and Licensee will agree on the 
appropriate party lo assume conlrol of the defence or negotialion of selllemenl and wil I 
agree lo make available all reasonable assistance in defending any claims. 

J4.6 Clause 14.5 may be enforced, by each Indcnmified Perso11 againsl the Licensee under 
the Conlracls (Righls of Third Parties) Act 1999. 

J 4. 7 Inuuediately upon the first adm.inistrntion of a Product to a human in accordm1ce with 
this Agreement, and for a period of ten years after the expiralion or earlier tenninalion 
of this Agreement, the Licensee shall obtain and/or maintain, al its sole cost and 
expense, product liability insurance in amounts which are reasonable and customary in 
the pharmaceutical industry of the countries in which t11e Raw Materials and Products 
arc manufactured, distributed and sold (as relevant), subject always lo a mi11imum limit 
equivalenl to U.S.$10,000,000 per occurrence (or clftim) a11d in the aggregate annually. 
Such producl liability insurance shall insure agau1sl all liability, including product 
liability, personal liability, physical injury or property dmnage. The Licensee shall 
provide wrillen proof of the existence of such insurance to ll1e Licensor and Vii V upon 
request from either therefor and shall monitor such policy on a monthly basis lo ensure 
that any cover is revised to take account of any cun ency fluctualions. 

15 FORCE MAJEURE 

If l11e performance of any pai1 of this Agreemenl by any Parly, or of any obligation 
under lhis Agreement (0U1er Utan those provisions which in any respect concern the 
payment under any indemnity or otherwise under Ill.is Agreement) is prevented, 
restricled, inte1fered with or delayed by reason of any cause beyond the reasonable 
control of l11e Parly liable lo perform (an "Event of Force Ma_jcure"), unless 
conclusive evidence to lhe conln11)' is provided, the Party so affeclecl shall, upon giving 
wrillcn notice to the other Party, be excused from such performance lo the exlenl of 
such prevention, restriclion, interference or delay, provided that U1e affected Parly shall 
use its reasonable endeavours lo avoid or remove such causes of non-performance and 
shall continue perform,1nce with the utmost dispatch whenever such causes arc 
removed. lfthc Event of Force Majeure conlinues for a period of more than six months, 
any Party not prevented, restricled, interfered with or delayed or otherwise in terms of 
performance may terminate this AgTeement by providing a wrillen termination notice 
lo the other Party. 
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16 RIGHT OF SET OFF 

16.l All amounts clue by the Licensee under this Agreement shall be pFlid i11 full in US 
Dollars or such other currency as may be agreed in full without any set-off or 
cou 11tcrcla i m and free and clear of all taxes, deductions, withholdings and other charges 
of whatever nnturc other tlian as required by law aml the Licensee shall not be enlitled 
to assert any set off or counterclailll i11 order to justify withholding payment of any such 
amount in whole or in pnrt. 

16.2 The Licensor and ViiV shall be e11titled at any time, without 11oticc lo the Licensee, to 
set off any liability of the Licensor or ViiV lo tJ1e Licensee f r hlillJl ·J Cl.illlCCt.io.u__ ____ _ 

with the purchase of stock in hand and/or Raw Mnterials p11Jsuan1 to Clause IJ) , against 
any liability of the Licensee to the Licensor or ViiV and may for such purpose convert 
or exclwngc m1y currency. Any exercise by the Licensor or ViiV of their rights under 
this Clause J 6.2 shall be without prejucLice to any other rights or remedies available to 
the Licensor or ViiV under Ill.is Agrcemenl. 

17 THIRD PARTY RIGHTS 

J 7.1 Except for ViiV nnd ViiV's Affiliates or as otherwise expressly provided u11der Ill.is 
Agreement, a person who is not a party to Ill.is Agreement shall not have any rights 
under Lhe Contracts (Rights of Third Part ies) Act 1999 to enforce any term of this 
Agreement. 

17.2 ViiV a11d/or any of its Affiliates have the right under tJ1e Contracts (Rights of Third 
Parties) Act 1999 to enforce and rely on the terms of this Agreement. The Licensee 
expressly agrees tliaL ViiV or 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 Ill.is Agreement in 
place of the Licensor. 

17.3 The rights of the Licensor under tltis Agreement shall be applicable to ViiV to the same 
extent as for Ll-e Licensor and the Licensor shall exercise such rights on behalf of Vii V 
if so requested by ViiV. 

18 SEVERABILITY 

18. l ln the event lhat any portion of Lhis Agreement is or is held by any cour t or tribunal of 
competent jurisdiction to be illegal, void, unenforceable or ineffective, the remaining 
portions hereof shall remain in full force and effecl. 

18.2 If any of the terms or provisions of tltis Agreement are in conJlicl with any applicable 
statute or rule of law, then such terms or provisions shall be deemed inoperative to the 
extent that they may conflict Ll1erewith and sliall be deemed to be modified lo the 
ntinimum extent necessaiy to procure conformity with such statute or rnle of law. 

18.3 In the event tliat the terms and conditions of tJiis Agreement are materially altered as a 
result of Clauses 18.1 or 18.2, the Parties and ViiV will seek to renegotiate the terms 
and conditions of this Agreement to resolve any inequities. If tJ1e Parties cnnnot reach 
an agreement, they agree to submit their dispute Lo mediation in accordance with Clause 
28.3 of this Agreement. In the event tJ1at the dispute ren1ains unresolvccl, either Party 
may terminate this Agreement by providing a written terntination notice to the other 
Party. 
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19. 1 Th.is Agreemenl constitutes the entire agreement between the Parties relating to the 
subject matter hereof mid supersedes all previous writings and understandings between 
the Pai1.ies relating to !he tmnsaclions contemplated by this Agreement. 

19.2 Subject to Clause 19.3, each Party acknowledges that in entering into this Agreement 
ii lms nol relied on any representation, w:-irranty, collateral contract or other assurnnce 
(except those set out in this Agreement) nmde by or on behalf of any other party before 
the dale of !his Agreement. Each P:-irty waives all righls and remedies which, but for 
this clause, might otherwise be available to it in respect of :-iny such represenlat.ion, 
wnrmnty, collateral co11tract or other assurance. 

19.3 Nothing in this Clnuse 19 limits or excludes any liability for frnud. 

20 NOTICES 

20.1 Any notice, document or other communication required to be given or served under, or 
in connection with, this Agreement: 

(a) shall be in writing; 

(b) shall be in the English language; nncl 

(c) shall be: 

(i) delivered perso1mlly; 
(ii) sent by conunerci:-il courier; 
(iii) sent by pre-paid post; or 
(iv) sent by airma il, requiring sigrotnre on delivery. 

20.2 The addresses for delivery of a notice or 0U1er communication are as follows: 

(a) to U1e Licensor at: 

Rue de V:-irembe 7 
CH-1202 Geneva 
Switzerland, 
e-mail: office@medicincspatentpool.org 

marked for the :-illentio11 of General Counsel 

(b) to U1e Licensee al: 

Strides Plmrma Science Limited 
201, Devavrata, Vashi, Sector 17, N:-ivi Mumbai, 
Maharashtra - 400 703 India 
Marked for the attention of Vinod Nair, SVP - ATM Marketing 

(c) lo ViiV at: 

ViiV Healthcare, 
980 Great West Road, 
Brentford, 
Middlesex TW8 9GS, UK, 
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marked for !he allenlion of Assis(an1 Genera l Counse l - E.xlernal Affa irs. 

20.3 If a notice or other com munication has been prope rly sent or delivered in accordance 
with !his Clause 20, it will be deemed to have bee n received as follows: 

(a) if clcliverecl per som1lly, at the time of delivery ; 

(b) if senl by commerc ial courier, on the date and at the time of sigm1tme of the 
courier's delivery rece ipt; 

C 

(e) if sent by airmail, 9.00 a.m. on the fi fth Business Day after posting. 

20.4 The provisions of !his Clause 20 shall not apply to the service of any proceedings or 
other documents in any legal ac tion. 

20.5 Any notice, document or other communication required to be given or served under, or 
in connection with, this Agreement shall not be va lidly give n if sent by e-mail. 

21 ASSIG NMENT AND SUB-CONTRA CTING 

2 1. 1 Neither this Agree ment nor any interest arisi ng out of or under this AgTeement sha ll be 
assignable by the Licensor or the Lice nsee. 

2 1.2 Save as express ly set out in Clauses 2.1, 2.2 or 2.4, and subject to those Clauses, neither 
the Licensor nor the Licensee sha ll be entitled to subcontract any of its rights or 
obligations under this Agreement. 

22 NO COMPENSATION 

To the extent that such exclusion is pennitted by appl icable law, no compensation, whether for 
loss of profit or any other reason whatsoever, shall be payable by any party arising from any 
lawful amendment or lawful termination or expiiy of this Agree ment. 

23 COSTS 

Eac h Party shall pay the cos ts and expenses incurred by it in c01mection with the entering into 
of this Agreement. 

24 AMENDMENTS 

The Pa rties agree that any amendment of this Agreement shall not be effective unless set out in 
writing, expressed to amend this Agreement and signed by authorised representatives of : (a) 
each of the Parti es; and (b) ViiV. Notwithstand ing the aforesaid, the Licensor (pursuant to 
approval from ViiV) sha ll have the right lo amend Appendix D and Appendix E of this 
Agreement at any time ,vithout the Licensee's consent in order lo include additional patents in 
those appendi ces. 

25 WANER 

The rights of each party under this Agreement : (a) may be exercised as often as necessmy ; (b) 
nre cumulativ e and not exclusive of rights or remedies provid ed by law; and (c) may be waived 
only in writin g and specif ically. Delay in exercis ing or non-exercise of any such right is not a 
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waiver of thal right. 

26 NO PART NERSHIP OR AGENCY 

Nothing in this Agreement shall be deemed to co11stilule a p,u-t11ershjp bel ween lhe Parties (or 
betwee11 eilher Parly and ViiV), nor constitute either Party as the agenl of the 0!11er Party (or 
eilher Parly as the agent ofViiV or ViiV as the agent of eilher Pm·ty). 

27 EXECUTION JN COUNTERPARTS 

This Agreement may be executed in nny number of counterparls, each ofw ltich shall be deemed 
nn origfTIITI oul nllof-wllictrtogctlmrsliall----c011slitu1c one and the-sarnc--iuslrumenl. 

28 GOVERNI NG LAW AND JURJSDICTION 

28.1 This Agreement and any non-con1ract11al obligations arising out of or in co1rneclion 
with it shall be governed by English law. 

28.2 Subject lo Clause 28.3, Lhe English courts shall have exclusive ju risdiction lo sellle any 
dispule arising out of or in connection with this Agreement (including a dispute relating 
to any non-contractual obligations arising out of or in corn1ecLio11 with this Agreement) 
a11d the Parties submit to the exclusive jurisdiction of the English courls. 

28.3 The Parties agree that in the event of a dispute they shall submit such dispute to 
mediation in accordance with the WlPO Mediation Rules. In tl1e event thal tJ1e dispute 
remains outstanding after 60 days from the elate when it was first discussed (in any 
manner) between the Parties, either party may commence court proceedings. The 
foregoing however shall not prevent any person from seeking and obtai,ting injunctive 
relief at any time. 

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

28.5 Without prejudice lo lhe foregoing in relation to the Licensee, nothing in !ltis Clause 
28 shall prevent or restrict ViiV from electing to bring proceedings in relation to paten! 
infringement or from applying for i1tjunctive relief in any count1y outside England, to 
whkh election the Licensor and the Licensee hereby agree. 

IN WITNESS WHEREOF the Parties, through their duly au!11orised representatives, have 
cxeculecl t11is Agreement. 
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APPENDIX A 

SPECIFIC CHEMICAL NAME OF THE COMPOUND 

clolulcgravir: (4R, 9a.S)-5-hyclro"·y-4-methy l-6, I 0-clioxo-3,4,6,9,9a., I 0-hexnhydro-2/-/- l -oxr1-
4n,8n-din7..m1ntltrncene-7-cMboxylic ncid 2,4-difluorobenzylamide 



APPENDIXB 

LIST OF COUNTRIES FORMING THE TERRITORY 



1. Afghanistan 30. E.Timor 60. Libya 91. Samoa 
2. Algeria 31. Ecuador 61. Madagascar 92. Sao Tome and Principe 
3. Angola 32. Egypt 62. Malawi 93. Senegal 
4. Argentina 33. El Salvador 63. Malaysia 94. Seychelles 
5. Armenia 34. Equatorial Guinea 64. Maldives 95. Sierra Leone 
6. Azerbaijan 35. Eritrea 65. Mali 96. Solomon Islands 
7. Bangladesh 36. Ethiopia 66. Marshall Islands 97. Somalia 
8. Belize 37. Fiji 67. Mauritania 98. South Africa 
9. Benin 38. Gabon 68. Mauritius 99. South Sudan 
10. Bhutan 39. Gambia 69. :Micronesia 100. Sri Lanka 
11. Bolivia 40 . Georgia 70. Moldova, Rep. of 101 Sudan 
12. Botswana 41. Ghana 71. Mongolia 102. Swaziland 
13. Burkina Faso 42. Guatemala 72. Morocco I03 l Syrian Arab Republic 
14. Burundi 43. Guinea 73. Mozambique 104. Tajikistan 
15. Cambodia 44 . Guinea-Bissau 74 . Myanmar 105 Tanzania, U. Rep. of 
16. Cameroon 45. Guyana 75 . Namibia 106 Thailand 
17. Cape Verde 46. Haiti 76 . Nauru 107, Togo 
18. Central African Republic 4 7. Honduras 77. Nepal 108[ Tonga 
19. Chad 48. India 78. Nicaragua 109 Tunisia 
20. Chile 49. Indonesia 79. Niger llO Turkmenistan 
21. Colombia 50. Iran 80. Nigeria 111 Tuvalu 
22. Comoros 51. Iraq 81. Pakistan 112 Uganda 
23. Congo, Dern. Rep. Of The 52. Jamaica 82. Palau 113 Ukraine 
24. Congo, Rep 53. Kenya 83. Papua New Guinea 114 Uzbekistan 
25. Costa Rica 54. Kiribati 84. Panama 115 Vanuatu 
26. Cote d'Ivoire 55. Kosovo 85. Paraguay 116 Venezuela 
27. Cuba 56. Lao, People's Dern. Rep. 86. Peru 1171 Vietnam 
28. Djibouti 57. Lebanon 87. Philippines 118. West Bank and Gaza 
2 9. Dominican Republic 58. Lesotho 88. Republic Kyrgyz 119 Yemen 

59. Liberia 89. Democratic People's 120 Zambia 
Republic of Korea 121. Zimbabwe 

90. Rwanda 
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LIC 

Afghanistan 
Benin 
Burkina Faso 
Burundi 
Cambodia 
Central African Repub lic 
Chad 
Comoros 
Congo, Dern. Rep 
Eritrea 
Ethiopia 

LMIC 

Armenia 
Banglade sh 
Bhutan 
Bolivia 
Cameroon 
Cape Verde 
Congo, Rep. 
Cote d'Ivoire 
Djibouti 

APPENDIXC 

LOW AND MIDDLE INCOME JURISDICTIONS 

Gambia, The 
Guinea 
Guinea-Bisau 
Haiti 
Korea, Dern Rep. 
Liberia 
Madagascar 
Malaw i 
Mali 
Mozambique 

India 
Kenya 
Kiribati 
Kosovo 
Kyrgyz Republic 
Lao PDR 
Lesotho 
Mauritania 

Nepal 
Niger 
Rwanda 
Sierra Leone 
Somalia 
South Sudan 
Tanzania 
Togo 
Uganda 
Zimbab we 

Samoa 
Sao Tome and Principe 
Senegal 
Solomon Islands 
Sri Lanka 
Sudan 
Swaziland 
Syrian Arab Republic 
Tajikistan 



Egypt, Arab Rep. 

El Salvador 
Georgia 
Ghana 
Guatemala 
Guyana 
Honduras 
Indonesia 

UMI C 

Angola 
Albania 
Algeria 
American Samoa 
Azerbaijan 
Belarus 
Belize 
Bosnia and Herzegovina 
Botswana 
Brazil 
Bulgaria 
China 
Colombia 
Costa Rica 
Cuba 

Moldova 
Mongolia 
Moroc co 
Myanmar 
Nicaragua 
Nigeria 
Pakistan 
Papua New Guinea 
Philippines 

Fiji 
Gabon 
Grenada 
Iran, Islamic Rep. 
lraq 
Jamaica 
Jordan 
Kazakhstan 
Lebanon 
Libya 
Macedonia , FYR 
Malay sia 
Maldiv es 
Marshall Islands 
Mauritius 

- ' '" r- -

Timor-Leste 
Tunisia 
Ukraine 
Uzbekistan 
Vanuatu 

Vietnam I 
West Bank and Ga.e;a 
Yemen, Rep. 
Zambia 

Namibia 
Palau 
Panama 
Paraguay 
Peru 
Romania 
Serbia 
South Africa 
St. Lucia 
St. Vincent and th Grenadines 
Suriname 
Thailand 
Tonga 
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Dominica 
Dominican Republic 
Ecuador 

Mexico 

Montenegro 

-·-

.......... \ 
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Turkmeni stan 
Tuvalu 
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A.R.I.P.O.: 

Country 

Algeria 

A.R.I.P.O . 

Armenia 

Azerbaijan 

Chile 

Colombia 

Costa Rica 

Botswana, Gambia, Ghana, Kenya, Lesotho, Liberia, Malawi, Mozambique, Namibia, Rwanda, Sao Torne and Principe, Sierra Leone, 
Somalia, Sudan, Swaziland , Tanzania, Uganda, Zambia and Zimbabwe. 

Application Number Application Date Patent Numbe r 

70738 28-Apr-2006 5531 

120523 24-Jan-20 11 

AP/P/2012/006445 24-Jan-201 1 AP3551 

200702080 28-Apr-2006 14162 

201290583 24-Jan-201 1 

200702080 28-Apr-2006 141621 

201290583 24-Jan-201 1 

2012-2080 24-Jan-20 11 
I 

07-115501 28-Apr-2006 1886 

12-125.933 24-Jan-201 1 6085 

2012-423 24-Jan-201 1 

Dominican Reoublic P2012-0205 24-Jan-201 1 

Ecuador SP-12-12106 24-Jan-20 11 

Eavot 1167/2007 28-Apr-2006 

1288/2012 24-Jan-20 11 

India 3865/KOLNP/2007 28-Apr-2006 

196/KOLNP/2011 23-Jul-2009 

1971/KOLNP/2011 9-Dec-2009 

1942/KOLNP/2011 8-Dec-2009 I 
1811/KOLNP/2012 24-Jan-20 11 

Indonesia W-00200703559 28-Apr-2006 ID0025669 



Country Application Number Application Date Patent Number 

P-0020140377 4 25-Jun-2014 

W-00201102355 8-Dec-2009 

I W-00201203037 24-Jan-20 11 

Kyravzstan 200702080 28-Aor-2006 14162 

201290583 24-Jan-201 1 

Libya PCT/US2011/022219 24-Jan-2011 

Pl20071883 31-0ct-2007 
I 

Malavsia MY-149571-A 

Pl2012003346 24-Jan-2011 

Moldova 200702080 28-Aor-2006 14162 1 

201290583 24-Jan-201 1 

Monoolia 4889 24-Jan-201 1 3887 

Morocco PV/30388 28-Aor-2006 29460 

35145 24-Jan-2011 34002 

Nioeria 2007/12/473/LOS/IP 28-Aor-2006 

NG/C/2012/444 24-Jan-2011 NG1cd o121444 

Peru 001082-2012/DIN 24-Jan-2011 

Philiooines 1-2007-502373 28-Aor-2006 1-2001b o2373 

1-2012-501537 24-Jan-2011 

South Africa 2007/08970 28-Aor-2006 2007/08970 

2012/05586 24-Jan-2011 2012/0 586 

Taiikistan 200702080 28-Aor-2006 14162 

201290583 24-Jan-201 1 

Thailand 1201003753 24-Jan-201 1 

Tunisia TN2012/0376 24-Jan-20 11 



Country Application Number Application Date Pate nt Number 

Turkmenistan 200702080 28-Apr-2006 14162 

201290583 24-Jan-2011 

Ukraine 200711345 28-Aor-2006 . 
96568 

A201209253 24-Jan-2011 105556 

Vietnam 1-2007-02531 28-Apr-2006 12249 

1-2012-02514 24-Jan-2011 
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NON-TERRITORY PATENTS REGISTERED IN COUNTRIES WHI CH DO NOT FALL WITHIN PENDIX C 

I 



Country Application Number Application Date Patent Number 

Albania AUP/2015/000276 24-Jan-20 11 5403 

Belarus 200702080 28-Apr-2006 14162 

201290583 24-Jan-20 11 

Bosnia and Herzegovina 11737484.3 24-Jan-2011 EP2531027 

Brazil PI0610030 -9 28-Apr-2006 

Pl0923217-6 8-Dec-2009 

BR1120120186701 24-Jan-2011 

Bulqaria 6758843.4 28-Apr-2006 1874117 

11737484.3 24-Jan-20 11 EP2531027 

2.00680022891.4 28-Apr-2006 
I 

China P.R. ZL20(])680022891.4 

2.00980135216.6 23-Jul-2009 ZL20J980135216.6 

2013 10734307.X 23-Jul-2009 ZL20 1310734307 .X 

2.01510553862 .2 2-Seo-20 15 

200980149670.7 9-Dec-2009 ZL20 Gl980149670.7 

201510071074 .9 9-Dec-2009 I 

200980 149697 .6 8-Dec-2009 ZL20Gl980149697 .6 

201180015114 .8 24-Jan-2011 ZL20 1180015114.8 
Hungary 067588 43.4 28-Apr-2006 1874117 

Kazakhstan 200702080 28-Apr -2006 14161 

201290583 24-Jan-20 11 I 
Macedonia MK/P/2015/352 24-Jan-2011 EP2s11027 

Mexico MX/a/2007 /013351 28-Aor-2006 3027 18 

MX/a/2011 /006241 8-Dec-2009 3210:Jo 

MX/a/2013/008013 9-Jul-2013 I 



MX/a/2012/00877 4 24-Jan-20 11 32588~ 

Montenegro I P-2015/106 24-Jan-2011 EP25$1027 

Romania 6758843.4 28-Aor-2006 18741h1 

11737484 .3 24-Jan-2011 EP2sJ 1027 

Serbia P-462/15 24-Jan-2011 541231 

Turkey 2013/11091 28-Apr-2006 2013/~ 1091 

2015/09487 24-Jan-2011 TR201509487T4 
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