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THIS AGREEMENT is made the 14%day of September, 2012

BETWEEN

>3
€]
o

{1y Medislonms firmaceuticl S.po&., heving is principal place of business at Vi

Cottolengo 15, 20143 Milen, Baly ("Medinlanum™);

{2y Gepovax Sx.l, having its mincipal place of business st Via Ribes 5 o/ Bioindustry Park

SitvancFumere, 10010 Colleretic Giavosa (Turin}, Haly ("Genovax™);

{A)  Cenovax possesses and holds certain proprictary information, Patent Rights (a3 thereafler
defined) and Gepovax Koow-How {as thercafter dofined) regarding s Compound {as

thereafter defined) to be developed;

Medivlanum wishes 1o purchase the Patent Rights and Genovax Know-How ralevant o the

it

Compound for the Territery (as thereaftor defined) with the alm to develop or haye
developed, regisier o have regisfered, mannlicture or have wenufactured  and
commercialise or have commercialised the Compound and the Produets (as thereafter
defined) in the Territoryy

(Cy  Genovax wishes to sell the Patent Rights and Genovax Know-How relevant fo the

Compound for the Territary; and

Genovax and Mediolatmum ave willing to enter into an agreement for the sale and purchase

£
h]
PR

of the Patert Rights and Genovax Knovw-How relevant to the Compound in accordance with

the terms and conditions set forth heredn.

KNOW THEREFORE, In consideration of the foregoing pronuises and the following mutual
covenanis and for other good and valuable consideration, the receipt and sufficiency of which i

hereby scknowledged,

THE PARTIES HEREBY AGREE ASTOLLGWS:

PATENT
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Definiitons and Interpratation

%
<

1.1 I this Agreesent the following words and phrases shall have the following meanings unless the
conitext requires ofherwise:

- TAMfats” chall mesn auy company, partnership, jomd venture or other business entity which
Cmm'@-is, is Controlled by or iz under vonunon Control with, either Fasty, Mediolanum®s Affiliaies
shall also Include 8 Mediolanum shareholders” controlled eompany.

« Haereement” shall mean this document and any and sll annexes, appendices and other addenda

fo i1, 85 may be amended from Hime o Hime In accordance with the pmvisians of this Agroement.
- “Chemical Class™ shall mean therapeutic vaccines tavgeting telomerase.

*Compound” shall mean the compound currently defined as GX30T and coversd by the Patent
Rights, which is deseribad in Sehedule 1 attached heveto.

~ *Competent Aunthorily™ shall mess any national or lowal agency, autherity, deparimest,
inspeciorate, minister, ministry official, parliament or public or statutory person (whether

autonomons or not} ¢ governmant of any country having jurisdiction over any of the getivities

o sy

cordemplated by this Agreement or the Pasties.
~ “Cenfidentis! Information™ shall mean any non-pubdic information disclosed by one Parly o
the other, including bul pot limited to samples, dats, know-how, technival and non-technics]
materials, test results and specifications, sensitive business or financial infbrmation, disclosed cally

o i writing v ofherwise made gvatdable to the other Party in relation o the performance of this
Agreement, frrespectively of having suwch nformstion been marked 83 confidential. For greater

clatity, (1) Genovax’s Confidential Information shall include the Compound, all Genovax Kuvws
How and any New [P Rights in the Pleld {as applicable) a8 defined under Section 63, and (i)

P

Medinlomon's Confidential Information shall include Modiolaman™s Know-How,

~ SCeantrel”, for the purpose of Affiliste delinition,shall mosn the direct or indivect ownership of
fifty percent (50%) or more of the issued share capital or sny comparable equity or ownership

interest with regpect to a business em:ii_y or the legal power to direet or cauze the direction of the
general management and policies of the Party in question,

~ “Development Milestones™ shall mean the milestones dofined under the Development Plan,

- “Trevelopment Monitoring Connmiitee™ oy “DMC” shall mean the committee formed of

representatives from both Parties, established under Section 4 hereto as an overseeing body.

"“"“’»».,, no
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“Pevelopment Plan” shall mean the program of sctivities, such as but not Hmited to researches,
studies and Murketing Auwthodisation procedures, nesded to develop the Compound in order o
oblain the Product and better described in Rection 4.2 hereto. An initial and tentative Development

Plan is already sef forth in Schedule 2 hereto and 1t will be revised and amended as needed.

- “Pevelopment Study/ies™ shall mean any activity regarding the Componnd which is forsseen
by the Dovelopment Plan and to be financed and managed by Mediohwm in accordance with
Section 4.5 hereto and in line with the Development Plan,

- “Pisclosing Party” shall mean the Party which discloses Confidential Information to the other
Party.

“Procuments™ shall rocan any repords, research notes, charts, graphs, comments, computations,

analyses, recordings, photographs, paper, notebooks, books, files, ledgers, records, tapes, discs,
diskeltes, CI-ROM, computer prograams and documends thereof, computer information storage

means, samples of material, other graphic or written dsta and including any other media.
- “E{ffeetive Date™ shall mean the date first above written.

“Field of Use” hall mean any and all therspeutic, prophylactic or other indications for the
Products in ihe freatment of cancer in nnnans.

“First Coonpercial Sale™ shall mean, iy relation to sach country where the Product is marketed,

=

the date of firat sule of a Produet by Mediolamuany, ity Affilistes or a Licenses In said country.

“Grepovax Know-How™ shall mesn any und sl technical and other information relating to the
s m*puund obtained by Genovay prior to the Effective Date and described under Schedule 4,

cluding, but not Imited to, full information comyprising or relating to concepts, discoveries, daty,

&mg% formmlag, ideas, Inventions, methods, models, assays, plass, provedures, designs for

experiments and fests and results of experimentation and testing (including resulls of research or
development), processes (lncluding wenufacturing processes, specifications and techniques),
faboratory records, chemival, pharmacnlogionl, toxicolngieal, clinicsl, aualytivs] and quality comrel
data, trial dafs, case report forms, data analyses, reports, manufacturing dafa or senomaries and
information contained in submissions io and infonmation from ethical conunittees and Regulatory
Authorities, Genovay Kuovwe-How includes Documisnts containing G x Koow-How, including

frade secrels, copyright, databage or design rights prolecting sueh Genovax Know-How but

gxcludes the Resulis and the Improvenmumnts.

REEL.: 029164 FRAME: 0844



“Medinlanum Know-How™ means any and all infoomation relating to the Compound and the

~
W«

Product obtained from the Effective Date, including but not limited to, Results, Improvements and
Improvement Patents.

“Ymprovement{s)” means any Impwovement in or medification {o or new application of the
Compound;  aml any new know-how or invention {whether patested or the subject of patent
applications or otherwize) whereby the Compound or Frodust may be manufsctored or used more
gdvantagenusly or more econondeally or more extensively and which is identitied or developed in

the performance of the Development Pla and during the Term of this Agreament.

“Tmprovement Patents™ means any patents, patent spplications snd patents granted on such
giplications eladming an Improvensent and any anendments, extensions, re-examinations {including
Rupplementary Protection Cerlificates granted In the B or equivalont righty elsewhere in the
Territory), divistonal applications, vontinuations, continunlions-in-part, re-issues or patents of

&

sddition hased on any of them.
- “Legal Requirements” shall mean sny and all applicable current or future law, regulation,
divgctive, mstruction, divection or rule of any Competent Authorily ncluding any amendment

¢ replacement thereof, which ix i foree.

Ak

’..J

gxtonsion ¢
- “Licensee” shall mean any Third Party o which Mediolanum has granted a Hesnse under the
Patent Rights andfor the Genovax Koow How andfe the Mediolanom Know-How,

veceived by Mediolanum  from any Licensee,

k0]

~ “Licenss Incowe™ shall mewr all amount
including (bat not Hmited to) any entry fee, mulestone paymwaits, royalty payments, profit share
payments or other amounts linked to or caleulmied based upon the Net Sales of Producty but

exchuding amounnis possibly paid by such Licensee to co-finance the Development Plan.

« “Mafor Counfry” shall mean Top 3 Buropean Countries, US and Japan.

« “Barketing Authorizstion™ means oll approvals {nclnding michig and relmbursement
approvals) lcences, repistrations or authorisations of any Regulatory Anthority, necessary for the

matnafactare and sale of & Prodwe! 1o a regelatory juriadiction,
- HNet Nales™ shall mean the gross ampunts derdving from the sale of cach Produst(s), less the
following deduciions:

- transportation charges, and other charges, snch as insuranoce, relating thereto,

- seles and exoise taxes or customs duties paid by the selley and any other governmental charges
imposed upon the sale of sach Produci(s),
\J
-;‘\‘ £ e
; TENT
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istribudoes” foeg, commissionsy, rebates, refrogetive price reductions, or allowaneey avtually

granted or allowed, including goveramen and managed care rebates,

LT \o.u AR SRS

quantity discounts, cash dlscounts or charge-backs grasted, allowed or incwred i the

™ N o
o T ; T8 I © F LR ;‘}f Al -5"§1c>_. W de eF ke ‘j‘}'eg §} sevetniedtey . et
0F u\{i&;} ORLESE O L\J} RS AN CORDEolnn o WIEE e ssiv ol e suely i{.\‘&x&.&&iiﬁ}}s SYiE
- gllowances or credits given to customors and not in excess of the selling prive of such

Prodiet, on acconnt of rejection, vecalls or return of such Produstist.
For clarity, Net Sales shall further exclude any amount recelved from sale ov transfer of

AR 3

Product(s): (1) among Mediolanm and e Affiliates, or (i} at or below costs of goods f

w;;{m«\m* wse or in connestion with ressarch and developrment sotivitiss, ncluding
porforming olindeal trials.

- SPgriydien” shall wean Genevax and Mediclamen,

s “Patent Rights® shall memn the patonts and petont applioations listed in Schedule 3, togsther

with all fnventiops dsclosed or claimed thereln or covesed thereby, any patents which may be
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which bhas ohiained the marketing suthorization by § Reguls

Py

~ “Reexfring Party™ shall mean the Party which reopives £

8 3
Party.

- “Reguiatory Awnthority (des)” shall owen any national, suprapational (e.g.. the Buropean
Coonmnission, the Baropeas s\gmm}f for the Bvaluaton of Medivina! Prodocts or the wsi and Dhrug
oral,  sfate or local ropudstory  agenwy, dopsrimond, burseu
oy govarnnmal entlly inoany counfry invalved in the grasting of

Marketing Awhorisation for pharmacsutive! products.

- SResulte™ shall meay all results, wncluding Ivventicns, Improvements, dats, Domument, patend

rights, Improvement Fatents, know-how {whether patenfable or not), developed or convelved i the

\ 3@
T RATENT [

performancs of the Development Plan or adsdng pursuant o #

\ l
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“Reovally Bearing Product” shall mean Products being covered by a Valid Patent in a2 country,
said Valid Patent being maintained in such eountry.
~ “Tgrm™ shall hove the meaning set forth in Clapse 10,1
o "Territory™ chall mean all the conntries of the Wadd.
« “Third Party(-les)” shiall mean auy persen or entity other than Mediolanimg, Genovax and their
espective emplovess or Affiliates.
- *Valid Patent” shall mean a Patent Right that has been officially granted the status of patest in g
ponniry by the patent office of that counfry and has obtained 3 formel munber of patent with
relevant expiration date.

12 In this Agreement:

2P

- heasdings are inserted for convenience only and shall not affect the Interprotation of any

~

provision of this Agresment;

Al e O o

- pnless the contrary intention appears, reference to the words “lnchude”™ or “hncluding” ave
to be construed witheut the Hmitation to the generality of the preceding wornds; and

2

~ reference to any statute or regulation includes any modification to or re-engctment of that

statute ov repulation.

2 Object of the Agreement
21 Genovax herewith sells to Mediolanom, and Mediolanum herewith buys any and all existing

rights, data and mformation on the Componnd, the Patents Rights and Genovax Know-How,

siich assignment being effective npon the Effective Date

2.2 lmumedistely opon the Bffective Date, the Parties shall sigﬁ and execute all necessary
documenis to formalise the tansfer of the Patents Rights In Mediclammn’s name and
thereafter Mediolanum shall have the obligation to maintain and keep in force the Patents
Rights at ifs own vosts and expenses,

23 0 ois understopd and agresd that, should Mediolwum at any time prior fo the

commiercialisation of the Product, Infend to shandon the Patent Rights in one or more
comniries in which a Valld Patent exist, it shall provide Genovax with a written
communipation in that respect at least 90 days prior to the dale in which the abandonment
wondd oecur. Genovay shall have the right to oltain, vnder no consideration, the assignment

£ the Patent Righis in such Countries, provided that Genovax will support al} relevant

\ \y
\-PATE
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gdministrative costs and expenses. It is furthermore understood and agreed that, should

Mediolapuns intend to abandon the Patent Rights in all the countries where such Patent
Rights exist and should Genovax exercise the sight © be acsigned such Patent Rights
according o this Section 2.3, the provisions set out wnder following Scction 11.3 shall
apply.

24 Mediolanum shall apply its reasonable best efforts to develop andf/or have developed the
Compound with the alm of obtaining and registering the Produci(s) for using, selling,
offering for sale, buporting, exporting, distributing and commercialising, andfor for having
used, offered for sale, imported, exported, distributed and commercialised, the Product(s) in

the Field of Use ty the Temritory.

L]
L

fect)

Developruud  program  snd  strategy will be joindly discussed by the Development
Monitering Commpittes in order {o set up & Development Plan and ultimately dectded by
Medinlanum In acoordance with Section 4 hereto, For the sake of claity, 1t i agreed that
Mediolanum shall have final say in all decisions relating to development, expenses,
regulatory, marketing, reimbursement approval and commercialisation matters of the
Compound and the Produst(s).

i1

Genovax's tight 1o conduct research activities {also under a research agreement possibly

net Hot, I any menner whatsoever,

26 Itis understood and agreed that this Agreenertt sh

gxecuted with a Third Party) inslde the Field of Use andfor the Chemieal Class, provided

however that: Mediolanum shall be gramted 3 right of Hirst negotiation, in accordance with

following Nection 6.3, in relation to the possibie resnlis deriving thereof.

L

7 Notwithstanding the above, Qenovax shall got investipate or research or use in any way

33

whatseever the Compound, the Genovax Know-How, the Medivlanum Know-How and the
Patent Rights other thay gs necessary to perform ity obiigations ander this Agreement. For
the sake of clarity, understond and agreed by the Parties that any and sl decivatives or
progeny of the "i{‘;m;wund or of the Product or Improvement or hmprovement Patent

m

discovered or identified by Genovax shall not be part of the New [P Rights in the Fleld
referred 1o at Section 8.3 hereto as they will, istead, sutomatically fall within the scops of

the Patent Rights object of this Agreament.

& Assigoment. [t is understood and agreed beiween the Parties that, should Mediolanom wish

o

or intend to assign the Fafent Rights and the Genovax Know-How to a Third Party

*Assignee™

REEL: 029164 FRAME: 0848
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5 Mediolamun shall obtain Genovax’s prior consent, in accordance with Segtion 3.1
hereto, such congent not o be unreasonably withbeld or delayed by Genovax subject
to following Section 2.8{11); and

(i) This Agreement shall be as well assigned 1o the Assignee, on even date of the

assignment of the Patent Rights and Uenovax’s BEnow-How, so that the Assign
frevocably and  immediately assumes all duties, responsihilities, dighls ad

obligations of Medinlamun as sef forth in this Agreement.

Paymenty and Royalties

Payments, For the -acqaisition of the Palent Rights and the Genovax Know-How,

kS

Mediolanum shall pay 1o Genovay the following amounts:

7% O ifany, on the Eifective Date;

312 i any, after 34 monthy from the Effective Datg;
313 ifany, after 36 months from the Effective Date.

agroe that, should the Agreement be carlier terminuted, or any

4 The Parties expressly

L3
At
5

of the Discontinuation Events or of the Other Bvent, ay defined, respectively, under

Sections 3.3 and 5.4 below, oo

- after the Effective Date and prior to the expiration of a 24 months period from

Ball not be dus to

us

the Effbotive Date, payments wnder Seotions 3,03 and 3013
(Fenoves;

- after 24 months from the Effective Date and prior to the expimtion of a 36
months period from the Effective Date, payment under Section 3.1.3 shall net be
due to Genovax.

{inless otherwise stated in this Agreement, it s understood snd agreed between the

Parties that in no sase Mediolanum shall be refunded of any of the amuounts already

paid poder Sections 3 LL 3 L2 and 315,

The Parties agree that the amownt refemed © at Sextion 3101 above shall be paid by
Mediolanuwm &t 10 fen) days from the date of the relevant Genovax’s lnvoics, while the

amountts referred o at Ssotons 3.1.2 and 313 above shall be paid by Mediolanum s 60

s

{sisiv) davs from the date af the relevart Genovag’s invplces.

Royabties. Mediolanum further agraes 1o pay © Genovas, during the Royalty Tame
s‘r

o,

Ia‘
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J

321 rovalty vate of the Net Sales for all Rovalty Bearing Products divectly
commercialised by Mediolanun and iis Affilates; and

3232 rovalty rate of the Lizense Incomes that Mediclanum receives from Liconsees;
it such a case, Genovax’s royalty shall be calenlated based on the involces iasued by
Mediolanum o Licensees,

It is agreed and wderstoed that In case @ Valid Patent s not granted in a cortain cowstry then

‘ ‘
i

the royalty 1o be paid by Mediolanum to Genovax shall be:

{1} of the Royalties set forth in Section 3.2.1 sghove for & period of ten years from
the date of the Fust Commercial Sale 1o said country; and

(i) of the License Incomes, if any, thal Mediolawm receives from a Licenses for a
perfod ol ten veass from the date of the First Corpmervial Sale in ssid coontry.

Within forty-five {45) days after the end of sach salendar quartsy, Mediolanum shall send 1o

Cienovax (1) a statement of the amount of Net Saley for all Royalty Bearing Products
generated by Mediolamum or an Affiliate; (31) & statement of the License Incomes, iF any,
seceived by Licensees during the applicable calendar quarter and (i) a statement of the
amour of Net Sales of Products and of License Income, if any, received by a Llcenses
daving the applicable calendar quarter in such conntry it which 8 Valid Patent is not granted

for the purposes of previcus Section 3.3 Such siatements shall contaln ressoneble detall
regarding the caleclation of the Net Sddes andfor License Income, s spplicslle, and the
payment owed.

Following receipt of the statements mentionad nader previous Section 3.4, Genovax shall
isxue ity tnvoice to Mediolanum. Royaltiss shall be paid by Mediolamuon fo Genovax within
&0 days from relevant Gunovax’s Tnvolee date. ALl amounts payable to Genovax under this

Agreement shall be paid Tn Eures by wire transfer © g bank avcount specified o writing by

S8

1a

Gienovax. The Parties agree that such Royally payments are out of VAT,

On g country-by-countyy basis, Royaltivs shall be paid by Medinlanum to Genovax from the
First Conumercial Sale unti! the Product{s) isfare} covered by 8 Valid Patent in such country
{the “Rovalty Term™), unless an cadier texmination of this Agreement scours prior to the
expiration of the Reyalty Term

Mediolanum shall keep acourate books and agcownts of record in eonnection with Net Sales
and receipt of License Income in sufficiont Jdetall fo permit verification of Mediolamum's
pavinents under Sections 3.2 and 3.3 {(as applicable). Mediclwum shall obtain that i
} f‘
«\ PATENT/|{/
REEL: 928
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b

Affiliates and Licensses keegp accuante books and accounts of records in connection with
{heir sales of Froduets for which a royalty is due hevennder. Mediolanuin shall maintain its
revords for a period of three {3) vears from the end of the valendar guarter I which sales
ocsurred.
Genevax, 8t its expense, through an mdepcn&m and certified public sccountant reasonably
aceepiable to Mediolamun, shall have the rlph o sccess Mediolanunt’s relevant books and
vecords for the sole purposy of verlfying Mediolanum's payments to Geuovax under
Sections 2.2 and 3.3 {as applivable} during any portion or all of the preceding three (3) yoars
from the day in which the pavment acerued; such access shall be condueted afier reasongble
prior written notice by Senovax to Medinlanum, duning Mediclamun ordinary business
hours and withowt 8 major fovolvement of Mediolanum's personnel, i shall not be more
Treguent than once dusing any calendar year aud shall not inclade any books and recosds that
were previously accessed pursusnt fo fiis Section 3.8 Such sceountant shall execute 2
confidentiality agreement with Mediolanum and shall only disclose 1o Genovax whether
Mediolanam paid Genovax the corsest amounts pursvant to Secticus 3.2 and 3.3 {as
applicable) during the sudiied period end if not, any information necessary to explaln the
source of the discrepaney. I such andit determines that Mediolamun paid Genovay less
thags the amownt due, then Mediolanum shall promptly pay Genovax an soomtt squal 1o
such underpayvment, and i the amount of underpsid sxceeds ten percent (10%%) of the
anwvut due over the sudited poded, Mediolantnn shall also relmbaese Genovax B the
feasonable costy of such audit (ncluding the reasonable fees and expenses of the certified

public accountant), In the event such sudit deferniines that Medichum paid Genovax more

P

than the amount due in respect of the audited period, then Genovay shail promptly issw

sefund fo Mediolsuum of such overpayment.

Conduet of Development

Both Parties shall carry out thelr respentive obligations as set out in thiy Agresment and it

Development Monitering Conunittes (M), Within {een (15) days of the Effective Date

Cenovay and Mediolanum shall establish the Development Munitoring Committes, which
shalf have overall responsibility for monitoring progress and fweilitating the success of the

+

arties” efforts under this Agrecment towards the developnent of the Produey(

.,')"

he
purposes of the DMC s‘aa.ii. beto evaluate and discuss the development prograne and strategy

and ryvize the Development Plan, o cosvdinate the Parties’ sctivities

i order o emand an 58
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pres

i,

o

Lok

o

hersunder and to resolve possible {ssues wising duding the Developmant Budies. Ralg
e T YeY e F IS it fas mecrpayd Al fmivk ¢ ¥ Toavtion talearn
somposition and sasks of BMC will tay agreed wpon do good faith by the Parthes kg sl

coraitiration Mediolamms leading role and fins] decizton asthoetty,

The DMO shall be comprsed by a pair of primary techuical contact persons {the “Priman

Contacts™), one to be appointed by sach Party. As of the Effective Date, Modiolanuny’
Brimrary Contaet shall be Dr. Franveseo Olanese and Genovex’s Primuey Contaet shall be
Frof, Franco lndiverl, Hither Parly may change its denignated Frimamy Contaet &t sy Hime,
upssy writlen sotice o the other Party. The DMOU shall, anwmg other things, hawe

.

regponsibiiiny @)

)

or seting wp w precize plan of Development Studise, with rdes

oxtimatey of costs, thming and clearly defiopd Dovidopment Milestones {the *Bevelopment

i~

Plea™ within 18 {te:j} days afler the Bffvetive Date and, G for Koy operationad matters

shieed 11 the Development Plan and Revelipment Studies, The Devalopoent Plan may

he revised and woended by the DM as needed, Ty order to asure the Pt and suceess il
development of the Compound. The Frimary Contacts will commuadeats regalarly and when

necessary hold meetings or confirences 1o ordes o review progress snd timelings.

B

S

Sediolanum

mt,,

Letivga.

pesticipating in the Devalopment Monliosing Compst

s iy oweriting W

el T Tariviee Ty ~ W wear il ot S TORTIOY s R s o @ R
Mediolanuwn, The Pristary Contacts sall alisomste we \‘*Uﬂbi.b;ihj« for proparing minutes of

cach mesting of the DMEL, wiidch mijnutes will not be finadized wntll Mediolanam™s Brimary
Contact has not reviewed and continmed the accuraey of such tinotes In writing.

Fak

sedivlanum s Specific Responsibilities. Mediolanum, with the sopport of the DM, shall:

8} Digaign the wotosols and xe and of timing necassury s

nddnot the Developrant Rudieg;

b Frodude ntevim roporls 8 the end of each Development Sudy (he Siateriw
Heport™),
) Revigy progress and Rasulis sgainst the Bevelopnient Pl wnd sgaingt Secttons § 8

~

and 7 oof Schedude 2 (Thoelines, Estimate of Cogiy and Teveloproent Milsstones):
) Deside, apon compdetion of esch Dovelopnent Milestone of the Development Flag,
i and in which way to move Torward;

o
Rt

sviow snd comment spos and spprove modifications o the Developsat Playg

7y

i
ot
.




S
T

g

i

! Parformt such other functiony as sppropriate 0 futher the purposes of the
Agreement.

The conduot of cach Development Study shall e performed by Medichwum with the

support of Genova at the DM level, Both Parties shall camy out their duties:

a) as agreed in the Development Plan;
by i g timely manngy gecording to the timelines specified in the Development Play;
&) in pood seientific swnner and with all reasonable due diligence;

dy in accordance with all relevan! Legal Requirements (Mediolanum  shall be
responsible for obtalning 2l necesswry dpprovals therefor from any Regulatory

Authority or appheable Competent Authority).

Notwithstanding Genovax’s geveral advice, suppott and loeolvement in the DMCO as

AL

dosortbed, Mediclanum may oxecute separste agreemenis with Domenico Uriscunle and
(ithertn Filact for the purpose of obfaining their move devoted support in relating io the
design and exeention of the Development Plan ov of single a Development Studies.

¥

{ienovax hereby sgrees thatt
It shall it its use of the Compound, the Patent Riphts, the Genovax Know-How and the

Mediolanum KnowesHow solely to perform its obligations under this Agreement,

it shall not perfornt auy research or study on the Conpound withenst the previons weitter

SR

approval of Mediolamum;

it shall not administer the Compound 1o any hunans;

It shall oot soalyse or wodify the Compound other than as nepexsary fo perform i
ohiigations imder this Agresment;

\

It shall not make any derivatives or progeny of the Corapound under the Patent Rights;

& shall oot trawsfer to any Third Farty the Compound, the Falent Rights, the Genovax
Know-How and the Mediolanum mow»Hrsw and shall oxly make the Compouud available
o s smployees who are bound by obhg stions &t least as siviot than those set out i this

% o perform ls shiigations

A gsemnea&‘-; and only then to the extent necessary for Geno
nndey this Agreemeant;
1t shall give Mediclanum avcess 1o all Compound that Genovax hes in ite possession, at any

reasonable time 1o he arranged In advancs;

REEL: 029164 FRAME: 0853



$ 7.8 It shall keep ov cause fo be kept in a segure location all fnformation relevant o the
Dievelopment Plan and the Development Studies, including but ot Hodted to: detailed
wriiten laboratory ;wtebeaka, analyticnl data, records, and reporty uzeful for the purpose of

patenting, processing, andfor for any Suther polential development;

4.7.9  Upon termination of this Agreement, it shall destroy any unused Compound iu accordance

with all Legal Requirements unless otherwise agreed G writing between the Fastles,

4

Compiletion of the Development plan

ity

5.1 The Development Plan shall be deemed completed cner Mediolsmuny's Primary Contact has

generated a fual report which will inclnde all the Interitn Reports dats as well gs all the

.‘:D
Results obtained during the Development Studies with full data listing and data analysis, and

3

fhe interpretation of the Resudiy, (the “Final Report™, Mediclanmn™s Primacy Contact shall
use 1is best endenvors to prepare the Fingl Report within one (1) month of the vorpletion of
the: last Developrent Study.

Notwithstanding the above, the Development Plan andior Development Studies may he

LAy
o

terminated mmediately, at Mediolanunys aole discretion, i the event of a Discontinuation

Byent or of an Qther Bvent {as defined, respectively, 8t Sections 3.3 and 5.4 below), A Final

Report detailing the cause of such termination shall be generated by Mediclsnum's ‘P*Torf
Contact within one {1} month from the ceeurrence of such Discontinustion or Othgr Beeat,

53 Discontinuation Fyent. For the purposes of tis Agresment any of the following cccurrences

1 b poasidered ag g Disoontiimation e

iy the oceurrence of a serious and wnexpected major adverse yeaction caused by the
Compound during 8 Development Study, which results In the discontinuation of the
development of the Compound; or

(i} the nopsobtainment of & Valid Patent for fhe Patent Rights in one {or more} Major
Coumtry

(i) awstrong limitation of the Paterst Rights elaims (provided that It is hereby agreed that
in 1o case the lmitation of the Patent Righty claims, which prevents the development
of the Froduci(s) in avcordance with the intentions nf the Dovelopment Flaw herewith
attached, shall be considered v 2 Discontinuation Event for the purposes of this
Agregmant); or

j ¥

PATENT
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a sensibde delay, in any cast over 12 mouths, of the Development Plan’y initial

o,
Lol
~

P

oy

timelines, provided that sach delsy is-not caused by 8 lack of effort of Mediolanum;
or
vy asensible devistion from the Development Flan’s tmitial estimade of costs,

Qther Event. I Medinlanum determines, in the exercise of its reasonable judgment &t any
tinre afler the Effective Date, that there are isstes conveming the safely, eofffescy,
manufactoring, registration, supply or commersialisation of the Compound andfw the
Product which may materially and sdversely affect its medical or competitive sontmercial
viability, fncluding, without Hmitation, & clinical hold or other adverse regulatory action,
then Mediolanum may decide to discontinus the Desslopment Plan. In such a case, it shall
frmediately inform of ity decision the Primary Contacts and the DMC i order fo spesd up

the provedures necessary to stup the development with no delfay.

Upon the orourranice of any such Disgontiuation Events or (ther Hvent, the DMC shall
immedistely  provide Mediclanmm  and  Genovaxy with 8 written  communicstion
CDiscontinuation Event Notiee™ or “{ther Evint Notice™, g8 the case might be), to be
followed by the Final Report within one {1) mesth fom the cocuwrvence of sueh
Discontinuation Event or Other Event, in accordance with Sectivn 5.2 above,

The Partiss sgree and acknowledge that in case of & Discontinnstion Event or of an Othe
Fvent, thiy Agreement will be antomatically ferminated In accordance with Sections L2

and 1.

Intellectual Property Rights

Mediolanum shall be the sole owner of all such Results and refevant intellectual property
vights {including Tmprovement Patents) ariving out of the Development Plan and the
Development Studies. Mediclannm shall be entitled fo use and exploit such Results
commezeially and o file potent applications relefing thevste. Should Mediolamum dectde to
apply for patent protection for any of those inventions i ¥y own name and af Iis expense,
Genovas agrees o assist Mediolanum by executing any doctnens raasonably required to
obtain patent protection for such Inventions.

Roth Purties shall do all such acty and things and shall exeowte all such deeds and
Dosuments as ave necessary to give full effect 1o the provisions of Sscotion 6.1 sbove. Bach
Party shall promptly disclose to the other Party any nvention or nprovenient anising from
the Development Plan and the Development Stlies and forming part of the Resulis,

PATE
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in vase, during @ 20 vears period from the Effective Date, patentable resulis 1w the Fiald of
Use are obtained by Genovax fithe performance of the research activities mentioned undey
previcus Section 2.6 (“New IF Righty In the Fisld™), Mediolanum shall be granted a right
of figst negotiation CROFN™} aocording o the following terms. For the salte of clarity, New
IP Rights in the Field shall exclude Improvements snd Improvemnent Patents which, in

coordance with Section 2.7, shall autonsatically become part of the Patent Righus.
In the event that Genovax intends to enter into a ficense arrangerent with respect to such
New IP Rights in the Fleld, Genovax, before disclosing the relevant information andior

nroposing sueh Heense to any Thivd Pacty, shail firet contact Mediolamum by notifying it i

writing the offer of the ROFN for sich New IP Rights i the Field {\:ha SROFN Notles™
The ROFN Notice shall be followed by the execntion of a wdentiality agreement by

Mediolanum snd, immediately after iis execution, by a comprehonsive, confidentiad packags

of information relevant 0 such New [P Rigg}:g in the Field as well as infarmation regarding
the scope and type of agresmiont that Genovax is seeling such Now IP Rights in the Pield for
it (the “ROFN Package™)

Thereafter, for a period of 60 days (the “Evalustion Perlod”) from Mediolanuny™s receipt of
the ROFN Package, Genovax shall promptly provide Mediolanum with any additional
information in the possession of Senovax thet Mediolam might reasonably reguest on the

New 1P Rights nthe Field subject of such livense, If possible and necessary, such exchange

of information will also be made through mestings and p cally,
IFediolanusy, within the end of such Bvaluation Pertod:
a} does not give ay answer to Uenovax or notifies Genovax in writing of its election

not to exercice the ROFN, then Genpvax shall be free to propose the Mew TP Rights
in the Fleld 1o any Third Panty and shall be cutitled to negntiste with such any Third

Party a license with no further obligations towards Mediolanuny,

) exercises in writing its ROFN, Geoovar and Medinlanony shall enter into good Raith
negotitions with respeet to such Heense MMediolonum Livense™) for a period of 60
days following Genovax’s receipt of suweh election frem Mediolannm (the

“Negotistion Peried™). IV Genovay end Mediclmum camnot reach an sgresment
principle with respect {0 g term sheet related to such Mediolanum License within the
and of the Negotiation Period, Genovax will then be free tv enter lito an agresment

aud a Hoerwe with sny Third Party for the New IF Righte in the Field that were the

sabjsct of the ROFN Notice delivered 1o Mediolspum, I instaad, G&xmvﬁx drg

- PATER
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Mediolanum reach an agresment in prineiple with respeet to a ferm sheet related fo
such Medindartumn License but are not able to finadise the relevant agreement during
the Negotiation Period, such Negotiation Perlod shall be extended by an addiional

60 days (the "Extended Negotiation Peviod™) I Genovax and Medivlaman, despite
their best efforty and good faith negotiations, da not conclude an agreement with
respect fo such Mediolamum Liveuss within the end of the Bxtended Negotiation
Period, then Genovax will be free to enter into an agresmaent snd & Heonse with suy

Third Party regarding the New IP Rights in the Feld that weee the subjest of the

ROEN Matce delivered o Mediolanunm

Confideniiality

Bach Parly shali treat as strictly vonfidential all Confidential Information veceived from the
gther Fany, any of iy Affifliates or any employee or representative of any of the fregaing

All the Resulis shall sutonsatically he desmed Confidontial Information of Mediolanum in

gocordanee with Section .1,
The Recetving Party shall:

7330 net divcctly or indivectly disclose any Confidential Information of the DMisclosing

Parly to-any Thisd Party without the Disclosing Party’s prior written consent; and

732 not use any Confidential Infomativg of the Disclosing Party except for the purposs
of this Agreement; and

Roy

N

733 envurs that only those of ity offivers, wnplovees and consultants who are directly
soncerned with the performance of this Agreement bave seeess to the ConBidentiad
Information of the Disclosing Party i 2 “nesd 1o koow™ basis, ave informed of the
secvet and confidential nature of it asd sre bound by confidential obligations no less

¢t than those wrovided heyein,
{onfidential Information: shall not include say Information which:

4.1 at the time of firdd disclosors was aiready i the Revelving Party’s possession, and

was not received from Disclosing Party a8 shown by wrilten evidence or

7.4.2  af the fime of first disclosure s In the pubdie domain or subsequently enters the public

domgaln theough no fhult of the Recelving Party and no breach of the confidentiality

ablipstions by the Recetving Party; or




7.6

iy
-

3

ot

i
Sl

e

refuln ong oopy of any

&

743 i independently developed by or for the Recsiving Parly without the benefit of the

Cnnfidantial Toformuation supndisd horsunder, as evidenced by sech Party™s wriiten

TRNAS

1 R 2
o omake neh

o’

T4 iy diiselosed fo the Reocetving Party by a Third Party having o legal vigh

The Recelving Pacty may dicelose Confidential Information if coampadlad o do so by a oo,

L E 2y

administagive ageney of other fibunal of competent jorisdict ovided however, that
Beostving Partyr {3} ‘?Xi)ﬁ}gﬁ,‘i} pives written notlee by osindle and overndght mall o

Diselnstng Pardy to enabie 1 to seek 8 protective order o other vermedyy (Y shadl disclon

2

only that portinn of the Confidential Tnfommatiog thay, in the ng oay of itv fepal vonveed, B

ain the obligations st forth

All Confidential Information disclozed by the Disclosing Party to the Recslving Party, either
in cral or written form, shall remain the property of the Disclosing Party, sxeept for the

Slonovex Koow-How and the Paent Riglos which noder this Agresnisnd becomes e

will only ke Hodted copy of auy Doswnendy comtaining the
o strietly necensary for the p{:‘s‘ﬁ}m‘« se of the

the  Dovglopment §

Documenty unloss asows

’.,-(.

the Development Stadies.

Plan and

Upon compltion of the Development Flan or tominetion of this Agresment, the Pavtieg
shall retuen fo ench other or Jestroy (o reguestad by the Disclosing Party) all coplex of the

Confidential Tnftomation of the other Padty, provided however, the R\,MJ i}siiﬁ}"' IRAY

purposes only snd unless otherwize sated in thiy Agrsement.

e

Cronrvax shall not be peonitied o publish oy of the Results witheut the prioy written

The obligstions of the Parties urader this Section ¥ shall romain i Brve for the longer within
() toventy (20 vears after the Effertive Daty, or (1) the expiration of the last to axgpive of the

Parent Righis.

)

f(
i
}?«"
(’\\M
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8.3

Waresniles
During the tom ofihis Agreement, sach Party represents and warrants to the other Pacty that
it has the lexal power, authorily and right to enter Into this Agrecment and is free front any

condlicting right vwed to u Third Party and to perform its ohlipstions hereunder.

Clenovax warrants and repressnis fo Mediolanum that, to the best of its knowledge, as of the

Effective Date, the Compound, the Genovax Know-How and the Patent Rights do not
infringe any Third Party patents or rights e the Teotory and that H has not reveived written
notice of any claim by g Third Party that the Compound, the Genovay Know-How and the
Patent Righty infrings or may infringe the patents or intellzetual property rights of any Thind
Party in the Territory. In the event that Mediolanany, its Afliliate, Ticensee or distributor is
required to pay royalties to a Third Party for the use of the Patent Rights in order to develop,
have developed, munufacture, have mamdactored, offer o saly, soly and distribution, and ©
use, sell, offer for sale, import, expmt, distribute and commercialise any Product in e
Territory in the Fleld of Use, then Mediclanim shall be entitled to deduct 10096 of any such
royvally from the Revalties due to Genovay, any.

Professional Standards. In carrying ont thelr responsibilities wuder this Agreement, both
Parties warrant and represent that they shall conduct thelr duties and obligations under thix
Agreement, malntain recirds and dats snd prepare sl repovts and Results during and afler

the term of this Agreement In compliance with all Legal Reguirements, this Agreement and

the Development Plan,

Liahility Lisadation

Pach Party revognises that the Development Studies sre experimenial in nature and that cuch
Party shall be Bable to the other Party oy In the event that negligence, breach of contract or
wilfd defanlt of such Party causes loss, damages, fies, or expenses to the other Party. In
particidar, neither Medinlenony nor Genovax makes any reprosevtation, sxpress o implied,
as to the guslity or fitness for purpose of the Compound, In no case Genovay shall be held
Hable for the failure to achisve any of the Development Milestones and/or for the ocdurrence
of any Discontinuation andfor Othey Bvent sxcept i such fadhwe it comed by n

mistnformation or misconduct of Genpvax, Neither Party shall be Hable to the other Party

for conseguential, purely financial or indivect loss inchuding loss of yrofits.

¥

/
TE PAﬁ]E%
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g Tevry Termbeation
101 This Agreement shall become effective on the Bffective Date and, wless sooner texminated
prseant to the provisions of Sectfons 112, 10.3 and 1.4 below, it shall remain valid and &

fudl i fores until the last day of the Royalty Term set fortlt in Clavse 3.6 Ghe "Term™

10.2  Should the Development Study and the Development Plan be earlier terminated in
zocordance with Sections 5.3 (Dscontinuation Bvent) and 5.4 {Cther Bvent), this Agreement
shall be tormiinated accordingly and Seetion 11 below shall apply.

10,3 Mediolanum may terminate fhis Agresment, tpon written notics with immediate effoct
the following vases:

g} i case of breach of Genovax of Seotions 2.7 and 4.7 herety;

&} inthe event of Inselvancy of, assignment for the benefit of creditors by, o the inftiating

of hankrapiey proosedings by or against Genovax

11 Comsegueness of Terminatim

11,1 Teomination of this Agreement for whatever reason shall na affect the duty of

i

Mediohmum’s Prinwary Contactlo generate a Final Report under Seetions 5.1 and 5.2

11,2 Unless otherwiss stated under flds Agresment, termination of this Agreement for whatever
weason shall not affect the accrued dghts of the Parties arisiog n any way out of this
Agrecment as st the date of fermination and all provisions which sre oxpressed or are
imphied to swvive this Agreemant shiall remain v full foree and effect. In panticular, and
without Hmiting the foregoing, the provisivns of Clause 6 (Intellectual Property Rights,),
Clause 7 {Confidentiality), Clavse 8 {Warranties), Clawse 9 (Lirhility Limitation), Clause 14
(Publicetion aud Publiclty) bereof shall sarave the axpiry ov fermination hereof, with no

sehudice -however, to the provisions set out tnder this Clavse 11
i t

Termination e Plscttinuation Event, Upon the ovevrrence of a Discorginustion Event:

)
pmnds
R

(5

1130 the provision set oot undsr previous Section 3.1.4 shall apply;

(}J
Lk
Rt
foke
-
“sd
B3
2
el
22
oy
%

11.3.2 Mediclanam obligation to pay rovalties fo Sunovax under Section
3.3 {as applicabls) shall trminate;

11.3.3 Patent Rights and Genovax Kuow How shall be automatically assigned back to
Cenovax under no consideration but subjeet to Section 1115 below, provided that

{HGenovax shall suppmt any and all sdoindstrative costs reluted to such dssignment;

.‘ | T
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Sund,

11.3.4

1135

Ternvngtion for Gther Event, Upon the socmrenee of an Other Bveny

and, {Mediolanum shall fully cooperate with Jenovax for the purposes of such

assignment hy sigoing and sxecuting any and all docoments reguired to formalize the

ransfer;
Genovax shall alse be granted 2 worldwide, exclusive, rovalty free and sub-

ficensable Hoense on Mediolamum’s Know-How, including any and all imtellectual
proporty vights related to the Resulis oblained until the assignment under Section
11.3.3 is executed,

The Parties agree that the lvense reforred to st Section 11.3.4 here above, fo be
executed in good faith by the Parties upon fenmination for Discontinuation Bvent,
shall at lesst provide that in case Genovax, af any e after the assignment under
Section 11.3.3, successfully develops or have developad, sells or have sold, assigns
andéor Heenses to Thind Pariies andfor directly or indirectly commpercialises the

Product{(s? , then Mediolanor shall be ehtitled to be paids

{a)  if the Discontinnation Event ocours prior to the starting of the phase 3 clinjeal
study related to the Compound, 2,53% of the Net Sales possibly generated by

Ny

Genovax and 1% of auy amount paid 1o Genovar by a possible Third Party

Z

to-which {Jenovax may have granted

a {tcense yuder fhe Patent Rights; or

2
2
&,
w

{ht  if the Discontinuation Event securs afler the starting of the phase 3 cliniedd
study related 1o the Compound, 5% of the Net Sales possibly gensrated by
Genovar and 20% of avy amount paid to Genovax by g possible Thizd Pasty

to which Genovax may have granted 8 Hesnse wider the Patent Rights;

{y  if the DMscontinuation Event ccours after the commercialisation of the
Product, an amount equal to the double of the then existing annual tarnover
divectly genersted by Mediolanum anddor 1te Affilistes, plus 5% of the Net
Sales possibly genersted by Genovax and 20% of any amount pald
Genovax by a possible Third Party 1o which Genovax may have granted a
lizense under the Patent Rights {provided that the amount wertioned ander
this poiat {c} shisll be paid in instalments to be agreed wpon in good falth by
the Parnties)

and § shall also provide awdit’s sections sipular to Seotious L8 and 3.9 of this

Agrsement.




11.4.1 Patent Rights and Genovax Know How shall be automatically assigned back to
Genovax under ho initial consideration bt subject to Seotion 11.4.3 below, provided
that: {¥Genovax shall support any and sl administrative costs related to sueh
assipmmenty and, () Madiolamum shall fully cooperate with Genovax fiw the
purposes of such assigoment by sigming end executhag any sod all documents

required to formalize the transter.

11.4.2 Mediolarnum shall assign to Genovax the Mediolamun's Koow-How | including any
ad all intellectos] property vighty welated to the Results obtained ontil the
termination of the Development Plan for Gther Event, providing iy full cooperation
ty Genovax for the purposes of such assignment by signing and executing any and all
documents required to formadize the tansfer, whase costs shall entirely be bore by
{Genovas.

1143 The Partics agree that, in case Genovay, st any Uime thereafier, successtully develops
or have developed, sells or have sold, assigns ov lcensss Yo any Third Party saddor
divestly oy indirecily conunerciatises the Product(s), then Mediclanum shall he

entitied fo be paid a royalty equal to 10% of the Net Sales possibly generated by

focd]

Genovax andfor of the amownts paid by a possible Hoensee to Genovax either as
considerativn for the granting of the license and/or in the form or rovalies for so
leng as sueh payment achiove to entirely sover any and sl amounts divectly spent by
Mediolamum (as decumented by the minutes of the DMO) under this Agreement until

the ocewrrence of the Other Event, including the pavmants made o Genovay under

Section 3 hereto and any &ll expenses sustained by Mediolanum under and during the
Devaiszxpmem' Plan, Buch payments shall constitote the sole amonsd that Mediolanum

will be entitied to roceive,

Applirable Law and Veaue

This Agreement, and the legal refations between the Parties in connection herewith, shall be
governed by, and construed in socordance with, the laws of Haly, without regard to the
conflict af law principles thereof. For any disputes, which cannet be seitled amicably, the

Tariies heveby frrovecahly seree ty submit fo the exclusive conypetence of the Mitan Court,

gt

Yaly, without restricting awy vights of appeal.
¥ §aly Tg i

Assigronest and Chasge in Condrad f I
. 5 < Y
Moy A

3 o
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Unless otherwise provided for hersin, this Agreement and the rights and obligations
hereunder may not be assigned or transferred by either Party hereto without the prior written
consent of the other Party, provided however that each Party may assign this Agreement -
upon prior written notice to, but without prier approval of, the other Party- to an Affilate of
sueh Party; and that Mediclanmun may assign this Apreement without the consent of
Genovax in conneetion with the transfer or sale of all or substantially all of its assets or

business or its merger ot consolidation with another company.

Change in Control. In the evert of a Change in Control of either Party, proper provision
shiall be made so that the successors of such Farty shall assume the obligations set forth in

this Agreement,

Publication and Publicity

xcept as may be required by Legal Reguirements, neither Party shall under no

ey

circumstances make any publicity, publication or announcement, either in written or oral
form, relating the other Parly or the existence, scope, or content of this Agreement, without
the other Party’s prior written consent.

Meither Party shall use the other Party’s name or any trademarks in any press relsase,
advertisement or other promotional material, Hbrary index or other communication directed
to of readily accessible to Third Parties or the general public, without the express prior
written consent of the other Party.

During the Term of this Agreement, Genovax shall not meake any written or oral publication
(“Publication™) conceming the Development Plan, Development Studies, the Results,
Mediclanum Know-How, the Genovax Know-How,, the Patent Rights, the Compound and

the Product(s) without the prior written consent of Mediolanum.

Miscellanepus

!
/""

e

Y B ATENT
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Independent Condraclor. For the pomoses of this Agreement, esch Parly shell be an

independent contractor aud not an ageat or employee of the other Party. Neither Party shall
have authority ov power to make any stalements, representations or comunitments of any
kind, or to take suy sction which is binding on the other Party, exeepl us may be explicitly

3

provided fir hereln or suthorized by the other Party In writing.

sivd efther Party may be required or shall desive to give under this

Agreement, sh&il be deemed to be duly given when In writing and delivered personally,

mailed by registered mall, covrier service or seut by telefax (provided that such telefive shall
o confirmed by repistored mail or courler service) to the Pai'ty to whom nolice is to be

given, at the address specifiad below {or such other address designated by Party upon seven

{71 days prioe written notiee). Notices shall be given to the following address for each Party:

i to Medsolanum:

Mediolanm farmacentiol SpA.
Vig 8.6, Cottolonge, 18
20143 Mulay, haly

Attentiors CEQ

Fagsimiler + 3% 02 89132 202

|2

if to Genovax:

Gienovax Bk

Via Ribes, 5

wfo Bioindustry Park Stivano Fumeso
10610 Colleretto Giacosa (Torin), Haly
Attention: CEQ

Pacsinyibeor 39 0135538791

Amendments, Auny amendments to or modifications of this Agreement shal! be valid only if

made in writing snd signed by both Parties.

Foree Mateure, Failure of any Party fo perform Hs oblipations wnder this Agremment {other

than of the obligations Yo make any payments or of confidentislity) shall not suljest such

b

Party o any immizg or pluce them in brerch of any term or condition of this Agreemeant o

v

=5

the other Farty if such failure is caused by Forve Majewrs, “Force Mujeure” shall mean any

f2)

anforeseen got bevond the reasonable contral of such noneperfinming Party, including acts

o

of God, fire, explosion, flnod, earthquske, drought, war, ferroriam, hostility, revelution, Qr\p




civil disturbance, nations! emwergency, sahotage, embarge, strikes or other labour trouble;
provided however, that the Party affocted by the Force Majeure shall promptly notify the

other Party of the condition constituting Foree Majeure, ay defined heorein, and shall evert
reasonable efforts lo eliminate, cwe and overcomg sny such cmumes and 0 msunw

perfermance of its ohligations with all possible speed.

183 Subcomractors. Genovax shall not delegate or subecontract any services o be performed
under this Agrevment withowt the pricy written approval of Mediolsnum and shall reonain
solely and fully Hable for the performance bereunder,

P56 Pntire Agrespient, Tlis Agreoment, including the Rchedules hereto constitutes the entire

sgrecment betwesn the Farties, shall supersede and prevail over any other prior or

conternporaneous arvangemerds, whether written or oral, and {5 binding vpon the Parties

~

hereio and thelr successors. Inthe event of any conflict between the tenus of this Agreement
and its Annexes, the terms of this Agreement will prevail.

157  Enforcesbility, I any of the provisions of this Agreement is held to be void, bwealid ar

unenforceable by or as a result of @ determination of any courd, fribural, commission or

agency of corupetent jorisdiction u any couniry or comnumily o association of vountries in

“ s . X,

which s Agreement is to be porformud or toke effect, the Pasties agree thal such

determingtion shall not result in the nullite, invelidiyy or vnenforceability

portions of this Agreement,  The Parties further spree to replace such void, invalid or

unenforceable provisiomy by valid snd enforesable provisions that will schieve 28 fr &

possible the Parties” origing] intent and conunercial objectives.  The provisions so
determmined to be void, invalid or uner able shall, however, rensin in Bl force and

affect with regard o all other countries covarasd by this Agreement,

&

Watver, Nothing comtained i this Agreethent shall cause the tailure of either Party hereto to

.

L

fr2)
)

1

insist upon strivt compliance with any other provision hereo{ by the other Party to aperate a3

2 watver with respect to such provision, enless such watvet 1s in writing and deliversd to

Ry

xecuted this doctnent in 3 (o) originals on the

b

b

IN WITHNESS WHEREQY the Parties have

day, morth and yesr frst shove written

;
1
,i ‘z'.."'
A ¥
Fi
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Name: Rinaldo Del Bono Name: Domenico Uriscuolo

Titler Presgident Title: President

Stlackmenis:

Schedule § ~ Compounds® characteristic, deseription & sinte of the art of development
s Schedule 2 ~ Development Flan

¢ Schedule 3~ Listof Patents

s Nehedule 4 ~ Genovay Know How

s Faclosure §

s Seelozare 2
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Compounnds” Chavasteristie,
Deseripton & State of the At

af developarent

(R30T

o s

iz sompoaed by

a3

/»

by twn adiwvsnts Montanide-ISAST (manufactured by Seppick nvquimod (Aldera)

abie {\'.m{«»(i fid

coad ¥

sommeretalby gy

Wavs of preparation and administration ars deseribed in Enclosre

The scute toxicology of the four pepiides were studind by RTC Pomezia-Tialy) in four separate

experimenss of "abnornuad toxictygeneral sufety™ the resulty of these studies show that the peptides

1 ot N
on fie)

travenousty in mice

s

£ 3 BRSSO R SEVOH NUNI It 2 Y ety
see sath snd sl tolvented when sdimaisterad |

R L . oy v Y AN SR, ‘ Sy \ ~ e o8 Sy e VY S ea
GO vaocination recefved the wutherization 1o the clinical spplication iy advenced stags prostate

¥ s d et thox TREWTYE A A%
nosr pationts by the locad Bil s at e IROCE - Avienda Oepedsliors

faria Ran Martino & Genova stitute Nazionale per 13 ricerca sul vanere (codics

Hoeffests

s

3

1 1 S3HTY amd by the Istihuto S“tz;t:ﬁz‘.im‘a b Bty (Prot. MO2SIC09-PREQL-884), XY

were studied in a phase M clinival trial (Budrset number 2009-011336-10) ou paticnts with stage

IV prostate or venal cancer multhrefractory to conventional treatments, The olinfeal trial
demonstrsted e safety of GR30T aod ity chpaeity @ induce both vaeoine-specific immunologicsd
reactiony and olindeal mprovemsnty maindy in foated patienty showing il nenenstogiond

\

response o the vang

“

oSS eererstns
P

g
B
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SCHEDULEZ

Development Plan

OBJECTIVES
BACKGROUND
STUDY DESIGN

Manufucturing sclivities

Yoo

IMIELINES

ESTIMATE OF COSTS

DEVELOPMENT MILESTONES

YHE DEVELOPMENT STUDY TEAM AND CONTACY

PERSONS

Y’i%“’ B
% Hig
AR 4
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X 301 DEVELOPMENT PLAN

i OBJECTIVES

The oljective of this plan is @ pminm} the nevessary activities that will allow the successhul
regisiration and eommercialisation of GX301 worldwide for the treatment of prostate and renal

2 o

cancers. We have also indicated the aption o move inte othey typey of cancer, thus miaximising the

ralue of the product.

ER BACKGROUND

GX301 s an innovative therapentic vacoine based o tolumerase that has successfully completed a

first clintead tial fn prostate and repal cancer patients. The results of this study wers very

envouraging a5 they sherwed exesilent tolerability of the vacrine and signs of mmenclogical and
ghintcal response; further olinieal developmuent of GX3H ix therefors warrpded. As telomerase 15

present in all cancer cells, it is anticipated that GX301 will eventually be nsefud 1 a very broad

munbey of smeology ndicationy,  The intention iz to eventuelly conunercialise GX301 globally,

Al

. \

gxploiting fmtial repistrations of the product in Burope and in the US.
e o +

The further clinival development of GX301 is based on a three-pronged strategy: confiom the safuly
and efficacy of GX301 in prostate cancer patfents, while In parallel the safety and efffcacy of the

o~

types of cancer and orphan status e sought for the treatment of renal

59}
=
{080

ofner

r«;

vaeoine 18 explored in

l

pancer, The selection of other types of caneer to be exploved will be duiven By vonsiderations
relaied to the Nielhood of clinical success, the feasibility of the studiex and the avaaila‘ui:iiy of
biownarkers that will facilitate the development. This sivategy will allow the fast development and
carly registration of GX301 for the treatmant of renal cancer, which will be c-fm}pimwme\i by

subseguent expansion of the repistration fo other types of cancsr, that include prostate vancer, and

maximise the value of the product. T is envigaged thet GX3 will be used inhilally in patients at

jates stages of the discases, but progressively (as finther clivacal experience with GX301 iy gatherad)
the use of G301 will be expainded to sarlisr stages of the disesse, Kay elommenis for the suceessiul

implersentation of the strategy is 8 close collaboration with regelatory sthorities (AJFA, BMA and
FIIAL from the start of the olinicsl development activities and the suppost of the Sciouttfic Advisory
Board (SAR), which Genovax already formed and which will guide the development of the

k3

compeund. The SAB is composed by intemstional (BU and US) Key Opindon Leadsrs in the areas

e

sntative climical development plan that iy merentdy

of therapeutic vaceines and omcology., The t
propeasd will be validated by the SAD durlng the 402012 and contirmed thuough the inferactions
with regulatory acthenities, o particular the EMATFDA by . Recently BMA and FDA A {f )
E !

TEN'F“k\
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supported the consultation process via the so-called

ay The first study of the development plan will be a Phase

The atm of this stedy will be to test

o

and al @n earlier stage of

popuiation
approximately 10 ventres in Maly and will re

prostate CAuCEr, Su
in a psties
perforned

o this stody will evaluste thy

the hest regimen, fo be used in future Phase T studies

fle the Ui’}f‘t} an d tatus §
This filis

will stresmbine the po

t}h

by During 2013 it is planped o
pnn the data from the Phase VI study.
advice ¥

EMAFDA protoced

protoced and speed up the NDA submission. §

“pavaliel

the disease. The stedy will be

crult ever & two years period

issued FDA guidelines ask for a demonstration of the selection of the va

for the renal caneer
nymay be of sir
cpavation of the Ph IV clin

So, the Phase W clivde

sctentific adyice™, which may

¢ strategic approach, as this jolnt meeting will speed up the regulatory process

I study in prostate cance gatzez 1S,

the efficacy and safety of GX301 it a larger pationts

conducted in

90 patients with

gically treated and castration resistanty so vaccinations will be performed
zuts population with & betier chance of an mwmane responss than the previously

study with GX301, as these patignts are not exposed 10 chemothierapy, Recently

oiation scheduls,

different vaceination schadulss, alming st the selection of

ndivation, based

£

rategic imporiance, as the free

3

ioal stud:

Yot

fS3 BR Rtk

3l siady

W

pancer will e implemented after the EMASDA protocel advics, aiming at & fast rack NDA

submission. This study will be multicentre

patients o de eonfirmed by EMAFDAY, and

¢y The completed Phase I study in prosiate canc

vaccinations, and will pmvﬁda new efficacy and safety data to better

the Phase |

Furope and some in USA‘}\‘ at an earlise

(BEUHUS), with o total number of about

g will indieate

stage of the dis

150

will need three yems.

the best schedule of
> plan the new study. n
1 30 clincal sites (some in

ba g

gase, This study will

compargtive oue, with patients randomized o GX30T ov o the conparative freatment {to be

selected at the thne of protocol des

Fhase I clintoal study in other cancer{s) = Since

e
o/

fe apply GXR30T vaceina

antigen, it is reasonsbla

Melanoma could be an option due to its demonstrated mmuanogenic

>

L1aie

possidility to asep o X301 another peptz{}‘u

antigeny, Orvarlan vancer is of interest due to the lack

clomerase 15

Hont T other histelogleal formg or e

kool effective thergpies

sond. Bwill be completed by vear end 2017,

& uniyersal tumor sasoctated
ATCRTS,

ty {and eventually the

coming from & melanoma associated

s, and the same
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ﬁ;:*piiff@ o pancrextie and NSCL pancers, the fatter being the most freguent cancer type in the
wirld, Haematologieal diseases (leukenuas, lymphomnas, myeluma} can alse he injeresting
tapely beoause chemetherapy and bone roamow or stem cell transplantatinn have mest
Hmitations. It is 1o be noted that these studies represent an opportunity to widen the market

value of GX301, but onest he considered as an additionsd offort,

Phase 1 olinfcal study in association = There s an intemational consensus that the futave of

%
ot

anti-cancer therapy will be a combined approach. GX3061 should be prgjected into this
scenario perfonming studies of sssociation with othey theraples which should allow the
derrease of tupor mass {Le., bone muvow tansplagtation after ablative Th(:‘»rapy} ar witly
freatmenis simed at inhibiting the soiivity of regulstory T Ivnphooyies (hat ave the ells that

conld antagonive the mmunizing, anti-caseer effects of anti-telomerase vaceination), Also

these studies can be an opportanity for the futwre of GX301, Bul nust be considered as an
additional effort, On thiy basis, it could be exploved the possibility to perform s combination

study with GX301 and bone marrow allo-trasplantation in prostate cancer (as proposed by a
group fromy San Raffacle Hospital i Milany o with ipthinuosb In prostate cancer or

malanoma,

4. MANUFACTURING AUTIVITIES

Pepiides: Bachom produced the initial GMP sapply of the fowr peptides, wsed for the Phase 1
stady, so they have the know-how, Other offers shonid be requestad to other conpanies, o compare
costs, The new bateh (f immedistely org M‘Ed} showdd be avarlable by Q2013 in time Hrihe Ph I
study in prostate cancer; suply will be suffictont also for the optional aud additional Ph [ studies §
other cancer types. A new bateh of peptides should be produced later, for the performance of the

Phase 11 study, The Indivated costy include alse costs for stehility tesis.

{miguimed and Aldara: The vaceines sdwinistration is combined with the was of these two agents,

which gre comumercially available,

)

R@ [
PATENT
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: WDA filing can he sither US or B, market Famnehs can be efther USA or sy EL country)

Meeting of the Scientific Advisory Boardy Approval of Phase I prostate ca study

1652613

protocnd by the Balian Authovities
2KEM3 First pationt in Phase I prostate cancer study - Pre-IXD meeting with EMAJFDA
3Q2013 | Orphan drog application for renal cancer. Approval of exploratory study protocol

in other types of cancer by Halian Awthorities

4Q13

First patient in exploratory study (sudies} in other ¢y

vioesaf cancer

HEMOE

X

EMAFDA spproval of orphay status and prsto

stady

ool assistanee in veval Phase W

332014

First patient in Phase /HT renal cancer study

i Phase 1T in prostats cancey

Coraples

N
AW T b
Start Phase Hi in

prostate cancer — Coniplete exploratory study {studies) in

caneer types ~ Consider 1o activate Phase AN in other canger types

1 other

4Q2016

Complete Phase IVUT in venal cancer

4017

Complets Phase I in prostate cancer -

- NDA filing in renal {accelerated approvall

42018

Market lsunch io ronal cangey - NBA Sling &y

1 prostate cancer

4Q2019

Markse me. h in prostate cancer

7
e
N PATENT
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GR3GY ~ Inlial aeiivities (o be staried in September 212
The indicated thuclines are ambitious, but reslistie ones, In order to keep them, It is sandatory 1o
gotivale some preliminary tasks as soon as possible: here wre indivated acBivities fo he started

immediately, in order to keep the proposed timelives.

3

September 2812 = Scivntific Advisory Baard,
Genovax established a SAB, made of 5 members (4 fom ﬁah« 1 from URA) membership should
b vonfirmed or modified to inclode KOL from BU and US, avnd a now mesting should he called by

102013,
September 2812 = GMP prepavation of fouy peptides for fhe clinioe] studies,

Hachem hag already the know how for this faske other offar ¢ requested to other companiss,
and should be evaluated 1o comparg {inme aud cost. The final selection and the manufachuing order

shounld follow as the fop prionily.

Septumber 2012 = Inniguimod and Aldara
Activation of coptacts with two companies (Seppic for montanide and Meds for Aldarse
imadguimod), in order fo get an offer for the supply of these two agents. A negotiation Ry continuons

supply over several years should also be activated.

September 2812 = Contacts with UROs for the Phase I clinfeal study in prostate patients,

Contact 4 colinieal CROs for offirs to performy and report the Fhase 11 olinical study in prostate

cancey patients, It is sugeested fo rup this stody ondy in Teliaw sites, as costs are lower, and als

regulatory approval will be smioother ay the EC of the University of Genova alveady approved the
Phase VI study. Suggested CROs w0 contsot are 2 Ialian ones (Opers, Hippocrates) and 2

International {Chiliern, Premier).

REEL: 029164 FRAME: 0873



£, ESTIMATE OF COSTN

Fstimates are divided info two intervals, The first part (2H2012-182018) is based on present

knowledge of the project. The long ferm period 2H2015-2019) vadues represent a reasonsble

estimate, it they may change on the basis of new informiation made available on the px‘ojac‘i,

Sep-Tree | IHI3 | 2H3 82014 | MG | IHIMS
2812 1

Paptides fom Hachem

hniquimod and Aldara

Ph 1 stwly in prostate ca,

Cirphan status {THag for renad

Bh A study fv resl

Other costs {uavel, SAR}

Optioral Ph§ studies in other
canser twpes (avary, melanoma,
DRRCREES)

232815 2416 2817 FALEES 418

Peptides from Bachem

Imiguimod and Aldara

Fh 1 study in prostate ca

Ph T study i renal

NDA comy nla‘m 3%

Caber oosts (ravel- adv board)

{ Optional Ph I o asother ovphan
ndivation {ovary, panereasy

i

i
i
8
k

?&K‘:ATE 'FM
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The cost of the project (prostate and renal) for the peried 2012-2019 will be 13,295,000 euro.

The cost of the project with additonal indieations In the peried 2012-2019 will be 18,595,800 euro,
izt obvicusly will significantly expand the market potential,

2

Noter in the ghove costs, profissional fess ars not Included, Personal vonfracts with Domenico

Criscuolo and Gilberto Filaci will be part of separste agreements.

>3

. DEVELOPMENT MILESTONE

202013 ' First patrs'e:ﬁ in Fhase If ;nmmtc, canee ; study

402013 | Firat k ratient i explovatery study 1o other types of cancer

3QI0H4 st patient in Phase IVHY renal cancer study

32413 Fiest patient in Fhase AN other canser type fovary, melanoma, pancreas?)
403017 VReg;iilsi‘f{u‘}-’ fling For venal cancer at EMA and FDA

42018 Vﬁegz_zi %si:or}f “ﬁrﬁng\ for ;}i'{)&t%’@ (té}ii:;e_i‘ n‘ Lkii zmci ¥ I}A”

& THE DEVELOPMENT STUDY TEAM AND CONTACT PERSONS

Bediclanum Primary Contact

Nane Phone and e-mall address
- Dir, Francesen Gigness + 39 02-89132342

£ Glansse@mediolanum-farmacom

Genevax Primary Contact

Name Phane spd e-roall address
Frof, Francs Indiver + 39 3474340934

Franeeseo dndiveri@unige it

S

S ATYT 7 5288
September 7, 2012 . ! ff g
} § :
) ( e SR 7 :i?{
LAY
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COMPOUND: “GX381Y

TITLE:

e
it

ANTLTU

SCHEMU

”

03

t’M

List of Patents

UMOR IMMUNOTHERAPY

INVENTORGY FILACL GILBERTQ, INDIVERI FRANCESCO, TRAVEREG PAOLG

PRIGRITY:

- 16062008 — 61/061,778P

~1I8.A

 COUNTRY

Applicstion No.

Applivation
Bate

Fatent

Tssue

Mo, Plate

Expiration®

Status

EURGPEY®

O9TT6T46.1

16.06.2009

16.06.2029

PENDING

20092727388

16.06.2008

16062029

PENDING

20110513943

2

16062009

16.06.2029

PENIING

12/997.630

16.66.2009

16062009

PENDING

* Unlose extended by national patent mizceq or ?:

¥ BUROPE: designated cowntries
. ¥R, @8,
. NG, P,

&R, BHR,

Y
TR

M,
REy, SE, 81, BK,

BE,

T
EENAN

T8

the uih‘“ &3

W, 3T,

3 8P

B, O, Y,

¥ LY, L4,

C¥,

LV, MO,
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SCHEDILE 4

Kuow How

The {enovax know-how related o GX301 includey:

i General knowledgs related to the siate of art of therapentin vaccines targeting felomerase

{Enplosure 2}

2. The provedure for prepavation and administration o patients of GX38I (Enclonwre 1)

Data related 0 pre-clindeal toxicology sfudies consiating in 4 reports on genersl foxicity
studies porformed on cach one of the four peptides (dats on file).

4. Data on safety, nununological effects and clinteal results voming from the phase FUI elindeal

trial (Budrast nonwber 2009-011330-140)

Theoretical perspectives for GX301 inmplementation based on personal selentific relativuships

entists working in the feld (namely, sssociation of GXGHN

o¥

of Genovax’s scientisty with soi
with: agents blocking reguolatory celly; stern cell travsplaniation; other tumor associated

antigenal

Lo
! 4
)l
3 i
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Enelasurs §

Immmnization Procedure:

1. Peptide preparation, Peptides must be sequentially diluted in the admindswation vehicles.

2. Instructions for peptide dilution, First of all, wash and disinfect yoar hand and all the surfaces on
which vials and syringes will he put down. Then, a) Take 300 pl of stexile saline using a 1 mi
syringe; b) Perforate the cap of the vial and Inoculste the saline in the vial with the syringe; o
Vortey the vial watll the peptide powder is completely solved; d) Take 300 mi of Montanide fom

ity vial with another 1 mi syringg; o) Inocidate the Montanide into the peptide vial as before:
Gently shake the vial with your finger and then draw the content with the syringe: the solution will
appear milky due to the formation of g waterdi-oil emulsion; 3 Remeove the syringe from the visl,
close the needle with the cap, write on the syringe the nuntber of the contained peptids; h) Repest

the same procedure for all the other peptides.

Lk

The injection nusst be weferentially done on the skin of the sbdomen,
4., Disinfect thoroughly the site of injsctions.

. Qn the area of injection draw g elvele aud divide it in foue quadrants,

Ly

6. Inject one peptide per guadvant In all the futwe sdmbustrations follow always the same
procedure Infecting the ssme peptide in the corresponding quadrant, This will allow monitoring

separately the locad response to the Immuonization with each single peptide.

7. I possible, change the needle of the syringe befory injection in order to minimize the risks of

coaamination.
8. Intraderncally inject the sysngs content.

%, Repeat the provedure for all the four prptide emulsions,

13 At the end of the infection disinfect again the skin area of adndnistzation and wail 3 faw

minutes,

P Patona gin\f‘c‘- and apen the little bag containing Imiguimod. Spread the cream ou the injection
sites nmitl completely absorbad,
in

5 e Filh  sbaed } éif 5
12, Cover the skin with 8 sterife gauze for a fow howrs. 3} 5y
\:IK‘_, F N

{
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Telomerass is the roverse transoriptase responsible for syuthesis, elongation and stabilization of the

.

telonmeric reglony of chusnnosomes. 1 is normally exprossed by smbryonie oslls but not by adul

somatic cells with few exceptions, and re-exprossed by tumor cells since essentlal for tumor
immortalization. Hence, differently from what happens with other tomor associated antigens,
ielonterase exprassion omwot be down madulated or repressed by tumor eells ay imome excape
mechanism, Importantly, telomerase Is expressad by move than 83% of tumors, independently fom

the metvpe and by most of cancer st cells. Humen telomerase (WTERT) is immunogenic

aithoueh it is an ondogenous inframuclesry moleaide: indesd, KFERTwspecific T ceils have been

..u. =

identified in both healthy subjects and vancer patients. This ccours becanse peptides derived frmg

o]

BTERT are natarally provessed by tumor cells and antigen presenting cells, and are presented on

HLA molomdes snd activate effector T cells. The BTERT peptide IWAKFLHEWL (n amine geid

single-letter codes} binds with high sffinity 0 R { resent i more than 40% of Cancasian
population) and can be used fo activate and expand specitic CR8+ T eells jn vitro that lyse a wide
range of RTERTH tumor cell Hoes and primeny totmors in o peptide-specific, HLA vestricted fashion.
Multiple other HLA binding cpitopey derived from HTERT have beon identified thet hwlude
epitopes thet ave rostricted to HLA-AZ gs well as HLA-AL -A3, -A24, and ~B7 {more than 90%

fonnans express al least one of these allelen). Sone of these peptide epitopes represent so called
“erypiie” epitopey that, although clessically considersd poorly hrmmunogenic because of poor
hinding to MHMC, can induce vigorous T cell responses after modifivation of cortain aming acids (by
molgcular cnglneering) in the wild-type sequence o increase MHC binding, Moreover, the BTERT
sequence alse inchudes multiple epitopes reatricted ty HLA class I thay drive D4+ T cell responses
that might potentially facilitate T-cell help during & hTERTwspecific immune response. In mice

vivoe, mTER T-specific vaccination generates robust mmmune responses thal proleet the aninmls
af furnor types in the sbsence of toxicily. A study aimed at analyzing the freguene

sainst & variety o
of telomerase-speeific Inmnme mspouses in sanser patients with differcat histological and stage of

-
;31

tumors showed that about 80% of patients have telomerase-specific CTL in the cirentaton, although
ihe frequency of UYL precursors is variable antong patients. All togsther these findings support the

concept that telomersse may rag}ws&zﬁ: a unpversal tomor-associsted mtigen, For this reasoay, i the

faat decade several clinfes] trialy : been performed using felomerase as immunogen ln cancer
patients, Thess tials, fnvelving more than 200 patients so far, conslsted in protocols of {h.arapemif:

vaceination of tumar-bearing pmi'@ms; mioat of whom had large, treatmentreliactory neoplasms that

had been clinically progressive despite standard therapy, A wide varisly of vaceine formulations
>
N 4 . N o . > i
have been tested {peptides In adivvant, peptides with ovtokines, dendritio cella ieas;i»lx‘whi $ /
|
A ;‘\,,,,m""
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of different fun

the bremyl, prostafy, bwg, panorsas, xz*m oeary, as well as
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hepatocireinoing, sone myeloid

fave bean oliserved i these trialyg

(1) KTER Tuspeific celinlar inunune responses o be induced efter vaccination in the vast majority

of patients, independently from the WTERT epitops targsted.

+

{23 No msfor aide effeors (aclading sutohmmunity) beve bosn indoeed In trested patisnty

oty pavtial or complete clintond responves have bean only rovely ohyerved, although a fow

e . o o vy b I eyl T hhae Sy Rore ey §a il JRICN ST Sy
dramatie ¢ ey shrinkage have boeon reported. This fnding has been initially ativibhuted to g
fow bnnmogeniedy of telomerase, & concep! now gsvercome by maore recent fndings showing that

HTER Tapecitic CTL are fully able to MiE tumor sells

{4 In pudtiple studies, vverall survival hag been observed to be significantly toproved in those

patients who respond immunoclogically to hTERT vaccination.

- x widely appHealde cancer vaceins,

ity

Thess chawrvations make RTERT g preforred candidate

Gdeed, apooific guestions must b answarsd converaing

determined whether

by the optimel application of RTERT vascination sinee it could be perfommud as an
independert Mne of treatment as well as adjuvant therapy for other Hnes of treatment.

Movepver, the ideal thvdng of spplicetion ix alse 1o be determingd in terme of inftlad of

= \I AN A vi ‘«‘ 5y g
advanced disease.

{',

T this confeod BXH s muovalive heosuse

8 i includes four peptides covering the restriction by the majosity of HLS

antigeny;

it inchudes two adjuvants that have a demonsteated capacity to optinally astivate innate

5

i;“ .
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A complate it of currently ongoing trials wsing vaccines fargeting telomerase as cavcer treatment
is present on the wehsite of clinicaltrials. gov NIH registey under the keywords “telomerass™, In th
list it is potewnrthy that thers sre currantly o ongoing frirls In patients with prostele or venal

CRUCAY.

From ;:ru.biicati(ms and the clivdealiviale. gov regiatry it rexulis that the most nteresting {considering
the results i alresdy performed bials) telovaerase vaccings al present arer GVION (Phanmexa,

KAEL GemVWad, ORNVACT (Oeron Corporation), and Vx-001 {Vaxon Biotech)

GVIO0T consists i two telomerase peptide (pS40-5348 and p611-626) thas are identical to tha
present in our GX301, Moreover, GV100] ncludes (3IM-CSY as adjuvant. 1t is actually in a phase 3

trial m NSCLE (not yet recraiting) and in phase 1 in panoreatio cancer {recruiting).

GRNVACT consists in amtologous Muture Dendritie Cells Transfected With mBNA Facoding

Human Telomerase Reverse Trauscripiase. [t is in a phase 1 trial in AML (active but not recraiting).

V=001 comaiats in e telomerase peptide (pS72-380, sequence RLEFYRKRY, and Hs aptimized

variant p37RY, sequence YLFTYRXSV) and in Montauide-ISASE as adjuvant, 1t s soupestad the

&
&

heghuung of a phase 1Th trial 1y MSCLC i the Srst halfof 2012,
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