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‘\\\ .

..... . AGREEMENT

Seea, . ’ -4
....... »

3 AGREEMENT dated as of * 1984 between

....... 3 z\.,ﬂcs'INSTITUTE- INC., a Delaware corporation, having its

....... g 4 5

cena, . “,mr.ipd Pi‘c‘ of business at 225 Longwocod Avenue, Boston,

....... [} ?

....... :H u,..ch“““' 02118 (hercinafter referred to as "Genetics") and

-HUGAI PHARMACEUTICAL CO., LTD., a corporstion having its
.

.rincipal place of business at No. $-1, S5-chome Ulkima, Kita-ku,
[4

«gkyo, Japan (hereinafter referred to as "Licensee™).

INTRODUCTION

1. Genetics has research and deveiopment facilities and

axrienced scientists, research associates and assistants and other
xrsonnel which enables it to conduct research and development
ctvites in the ares .of recombinant DNA technology snd the
mﬂéﬁon thereof to the development, production and processing of
ssomdbinant DNA and to the production and expression of the
#oducts using that technology.

o
1. Licensee desires that Genetics, on behalf of and in ~o
. [dw)
2Uboration with Licensee, undertake & research and development —
ow
Moject utitizing recombinant DNA technology for producing -~
hropaietin on o commercially feasible basis,
-] -
- - A 32209 -
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3. Genetics {s willing, for the consideration and gn the 1, scontrol”
set forth herein, to use its research and developmont fldllnu |ndirect
scientists, research associates and technicians and other Perony shares €
conduct the Project (as deflned below). case of !

In consideration of the mutual covenants and promises cony., any per
in this Agreement and other good and valuable consideration, Genr. pansgem
and Licensee agree as follows:

| Artele 1. DEFINITIONS 1.3
Project
As used in this Agresment, the following terms, whether us«:
the singular or plural, shall have the following mesnings: . 1.4
Section
1.1 "“Additional Expenses” means (a) costs incurred by Gen= daclosir
in carrying out sctivities pursuant to Section 2.10 of this Agreen’ o the
including without Mmitation reasonable travel and Hving expens®’ Licensec
Genetics' staff when away from thelr normal place of business. v
costs of direct materials and equipment, and other reasors’ 1.2
_expenses incurred by Genetics which sre allocable to such actvi®®
and (b) the related salaries of the professions! staff and pcr”'“"” 1.¢
Genetics and quantifisble fringe benefits associated there™® Steps o
sultiplied, in the case of costs and expenses described in ()
by and in the case of costs and expenses described in ¢ l L.
above by Genette:
' PPodyct
1.2, Wffikgm” means o corporstion, company, partnership: 4 "rytheo.
venture and/or firm which controls, is controlled by or i ! e e
common control with Licensee. For purposes of this Seection s Genetic
\
A 32210
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"ﬂ. shall mean (@) in the case of corporate entities, direct or

ownership of at least fifty percent (30%) of the stock or
"‘, entitled to vote for the election of directors; and (b) in the
’” of mon-corporate entities, direct or indirect ownership of at least
e percent (30%) of the equity interest with the povu_r to direct the

Mcnt and policies of such non-corporate entities.

1.3. "Benchmarks” means the sequential ressarch steps of the

pect 8 set forth on Schedule A to this Agreement.

ngs: 1.4. "Confidential Information” means Know-How, as defined in

weton 1.11 below, and gny other information designated by the

ir7ed by Gengpe, || axcksing Party as confidential or proprietary, whether or not relsted

[ this Agreemen: g the production or expression of Licensed Compounds and/or
ving expenses yensed Products (hereinafter defined).
of business, 1,

-other reasonsb. 1.5, "Effective Date” means $& , 1984,

3 such activities.

and personne! ¢ 1.6. "Final Benchmark” means the last of the sequential research

iated therewit:. ®ps of the Project set forth on Schedule A hereto.

Jed in (s) adove

described in (3 - 1.7, "Genetics Know-How" means all technical informaton of

Gretics, patentable or otherwise, relating to the expression and 3

Mduction of erythropeietin, the cloning of genes coding for =

\artnership. ¥° ®thropoietin or precursors thereof, and/or procedures and products f

g w

by or is unce ed in developing such a cloned gene, which information is used by =
is Section !-= Geneties in ¢he Praject or is required for Licensse, its Affiliates and

-3 -
A 32211

AM-ITC 00078879
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—

sublicensees to manufacture and/or sell Licensed Compoung, i, 1.9.

Licensed Products hereunder, but not specifically d"'hptd'le. Jthoriza
]

in the course of the Project, including without Hmitation (4) o ohich 15

information which is licensed or sublicensed to Genstics (o the emy including
that Genetics is entitled to license or sublicense such informytiy , nistry
others); and (b) all inventions, cell sources, cultures, sty Territory
orgsnisms and parts therecf, plasmids, clones, vectors, progm Campoun:

derivatives and parts thereof, formulae, methods, procedon
processes, materials, reagents, components, equipment, equiper 1.10
design, end animal studies, clinical or other svaluations, sy
results, and quality ocontrol or safety procedures relating to o) 1.11
production, use or manufacture of erythropoietin and/or o ® Know-Ho:
development of cloned genes coding for erythropoietin or precw™l  Etensee
thereof, 4 . Ooplet+,

1.8 "Genetics Patent ﬁlgtu" means all patents, o .12
applications, Inventor's certificates and applications thered® TTYthron

throughout the territory, based on subject matter used in the L Y%quence

| |
or required for Licensee, its Affiliates and sublicens® ¥ehoac
manufscture and/or sell Licensed Compounds and/or Licensed prod s
0" .,"lm'
hereunder, but not specifically developed for and in ths cour® ) ¢
of ..
Project, including any substitutions, extensions, reissues. . P
division, continuations or continustions-in-part, which Genet® | =
. w
or controls or under which Genetics has the right ¥ . =
N
?k ' sublicenses to Liocenses. w !
}\\1‘ Licensees. N
. (e ]
23 =
- ‘ -
A 32212

AM-ITC 00078880



Case 1:05-cv-12237-WGY Document 878-4

—

ounds , oy
loped for

itHon (a) ey
(to the rteg,

infom.u“ "

ures, .u.“

. pMQUN'

nt, 'q“*P!m

ions, alyriey
relating 1o e
l_ndlor to oy

1 OF Precurmn

’>atents, patex

fons tharefon.
ed in the Propc
sublicensees ¥
Jcensed Prodmt
the course of
ssues, Teneves:
ch Genetics &

right to 2t

Filed 08/27/2007

Page 10 of 52

sGovernmental Approval" means any license, registration,

1.9

risé
g!m
' is required to be {ssued by the government authorities,

gon or approval (including reimbursement price approval)

the Food and Drug Administration in the United States and

glll“y of Heslth and Welfare in Japan., in each country of the
ritory for manufacture, import, uss and/sale of Licensed
1e

-.ads and/or Licensed Products.
compou?

1.10. "Joint Technology" is defined in Section 4.3 hereof.

*Know=-How" means Genetics Know-How and Project
{aou-Hon, L-ollocﬁ_vdy.( As-used-hrthis" Agreenment s —~Krows4ow™ ot

wengee-sirl--Eve the=menriny stated -in=thiz~ Sectlon=1 71" -but T

$.11.

wwﬁunswm*!hm-ecmﬂcre

1.12. "Licensed Compouncds” means any and all kinds of

evthropoietin  consisting of & polypeptide chain, the amino acid
munce of which is derived from erythropoietin encoding ¢DNA or
texmic DNA sequence {solated fron human tissues or cell lines,
Srased and produced in mammalian cells and/or other host-vector
W (1) which. or the making or use of which, is covered by any
“ % Mtent Rights and/or embodics sny Know-How, and/or (b)
™2 is nade from. o cloned gene or any other genetically engineered
¥R which, op the making or use of which, is covered by any of
* Mten Rights and/or embodies any Know-How, and/or (c) which

I“’
from & cloned gene or any other genetically engineered

AM-TTC 00078881
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—]—

product developed by the use of any procedure, prodyy _— Y trad
technology which is covered by any of the Patent Rights -, _"“d up
embodies any Know-How, N ‘f,.mgnt.

ner entit

Licensed Compounds do not include proteins composed of amip, . sesu-8nish

sequences encoded by deliberately altered erythropoietin ence. «ith Licen
DNA sequences and which have significantly Improved or pm and sny ¢
physical, chemical or therapeutic characteristics compare : other ent
erythropoietin, indirect,

N tndividua!

1.13 "Licensed Products" mesns any and all kinds of few} officer,

lations, mixtures and/or compositions for whatever use which o Affiliates
Licensed Compounds. Compoun
Products

1.14 "Net Sales” means (a) in the case of Licensed Products & dlagnost

in E 3 the total ™ ppropr
price billed or otherwise charged by Licensee, its Affiliates * felatve
sublicensees from or on account of the sale of Licensed Prod™ Compou
whether such sales are made directly to end users or to whales” oopare
(other than Distributors, as defined below), and (b) in the e’ Ingreas
the Licensed Products sold in other countries or territories withi® ¢ Petmee
Territory, the total invoice price dilled or otherwise charged (;,o.!. but gh
Japanese port) by Licensee, its Afflliates and subuce‘nsees from °’: Party.
sccount of the sale of Licensed Products, whether such sales '_
made directly to end users or to Distributors or wholesalers. * e g
case less price adjustments, returned goods, billing correc‘iw “net
o
o
-6 - -
(o=
A 32214
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trsde and contract discounts, snd excises and sales taxes
W“'d uypon and paid with respect to such sales. As used in this
an, the term "Distributor™ means an individual, corporation or
et entity which imports Liconud Products (whether in finished or

".ﬂnil”d form) for resale under an agreement (written or oral)
(n Licensee or its Afflliates and which is independent from Licensee
od oY of its Affiliates (i.e., if the Distributor is a corporation or
e entity, Licenses and its Affiliates hold no interest direct or
pdirect, in such corporatdon or entity and, if the distributor iz an
sdividusl, such individual holds no equity interest in, and is not an
JSeet, dircctor, employes or apn:t of, Licenses or eny of its

\fistes). With respect to Licensed Products containing Licensed

¢aspounds in combination with other ective ingredients ("Combination

moducts”) or containing Licensed Compounds as components for

gguostic  products
soropristely adjusted by the Parties in each case to reflect the

("Diagnostic Kits"), Net Sales shall be
mistive independent valus and ressarch cost of the Licensed
‘tapounds smbodied in the Combination Product or Diagnostic Kit as
ampared with the independent value and rescarch cost of the other
itvdants or components. Net Sales shall not include any transfer
Wveen Licanses and any of its Affiliates or sublicensees for resale,

™ @all include the resale from an Affiliate or sublicensee to & third
ey,

1
1. 4 means Genetics or Licensee; "Parties" means

AM-ITC 00078883
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| 1.16. "Patent Rights" means Genetics Patent Righy, e b, . vee
Patent Rights, collectively. ,nbp'd' i
wel 85 P
1.17. "Principal Investigator” means Dr. Edward l"rituch.._ " sources.
other senfor sclentist designated from time to time by Geneticy -y veet
. pethods. P!
1.18. "Project” means the research program conceived. pias, wquipment.
organized, controlled and performed by Genstics for developmer . eralustions .
production technology of Licensed Compound by means of reconixr procedures
DNA and specifically directed toward attainment of Banchmex erythropoie’
specified in Schedule A hereto, provided thst in no event & _erythropoie
Genetics undertake any research and development activities in
ares of in vivo and in vitro sssessment, ‘detection, determinstion & 1.20.
diagnosis of human health conditiens , including physical and e2 spplication:
disease, [lness, impairment of normal function or agents infectiout * throughout
humans. conceived
including
1.19. “Project Know-How" mesns all technical informst® ‘]  eontnuanic
Genetics. patentable or otherwise, relating to the expressiod g Sontrols o
production of erythropoletin, the cloning of genes codinf ¥
erythropoistin or precursors thersof, and/or procsdures and P”“'ﬂ 1.21
used in developing such & cloned gens, which informetion * Effective
developed for and In the course of the Project, including with® i"he““'e_
Umitation (a) such information which is Heensed or sublicense! ¢
Genetics (to the extent that Genetics is entitled to Ncens ¢ Sn
sublicense such intﬁmation to others); (b) any organism, cell soor™ ! i je
(Le )
™~
=
. 1
A 32216
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id. yector, virua or parts thereo!., which are or have been
oped: {solated, purifled, constructed or improved by Genetics,
s .

b 85 progeny and derivatives thereof; and (c¢) all inventions,
o

.’n ources. cultures, strains, organisms and part thereof, plasmids,

s vectors, progeny, derivatives and parts thereof, formulae,
ol pods: pmoéures. processas, matarials, resgents, components,
‘ng, equipment design, animal studies, clnical or other
lustions: analytical results, and quality control or other safety
ﬂ“'d“m relating to the production, use or manufacture of
ﬂ“u-!,pv.:ietiﬂ and/or to the development of cloned genes coding for

ﬂ._,moiedn or precursors thereof.

1.20. "Project Patent Rights" means all patents, patent
gpbations, inventor's certificates and applications therefor,

awghout the Territory, based on subject matter developed,
anceived or reduced to practice for and in the :nuru of the Project,
achding any substitutions, extensions, reissues, renewals, divisions,
winytons or eol;tlnuluom-in-pm. which Genetics owns or

=trols or under which Genetics has the right to grant sublicenses.

L, - Period" means the period commencing from the
Sctve Date until the completion of Final Benchmark as specified in
% hereto,

Ly,

"Research Fee” means the agreed-upon rescarch cost of

k) p,"
to be supported by licensee, as set forth on Schedule B

AM-ITC 00078885
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hereto, such Resesrch Fee having been based upen ap "5'«
costs to be incurred by Genetics in carrying oyn the "\-
including without lmitation saleries of the professiony e
personnel of Genetics assigned to the Project and quantisy, .y
beneflts associated therewith, costs of direct materials ang Qs
used in the Project and general overhead costs.

1.23. "Sole Technology® is defined in Section 4.1. hereof.

1.24, "Territory” means the countries and territories seeh
on Schedule C hersto.

1.25. "Total Technology"
Technology, collectively.

means the Sole Technology ¢ &

Article 11, THE PROJECT

laventions and
"asonabl
2.1. Genersl. Subject to the terms and conditions com'“‘"' ¢ for
Py Such
this Agreement. Genetics agrees, as of the Effective Dstt: _ purpose
. sf "loyees
undertake the Project, with due diligence and efficiency with we
; ifreement .
cbjective of complating each Benchmark within the estimated v e ent fo
. ‘ 8anab}
frame specified on Schedule A for each such Beachmark. sueh e fo
ue a
2.2. Staffing. The Project shall be conducted at the fnaﬂ“" S‘
Genetics by a team of acientists, research associates and/of .”i%‘ i E.
writ o> T
the ;-’
o
- 10 -
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n and direction of the Pri 11
n estimayy the supervisio rection of the Principal Investigator.
des shall be responsible for the administrative management and
: the Project. _
sional grqy, w | gontrol of J ;

nat the

uantifiabj, o
»
ds and equip 1.3 M' Licensee shall have the right to sarrange for its
o yous and outside consultants involved in the Project to wvisit
dos st 118 offices and laboratories and to discuss Project work
‘1. hereof, g it results in detall with the technical personnel and consultants
ges; provided that such visits shall be during normal business

rritories —— 4 shall not unreasonably interrupt the operstions of

1.¢. Patent and Confidential Information Agreements. Genetics

hnology and ju~ ,
el require the Principal Investigator. and all scientists, research
axcistes and assistants, technicians and technical personne] assigned
» the Project to execute an agreement for the assignment aof
svatons and for the protection of Confidential Information in such
-ubhfomumy.mnmmﬁmboundby Genetics for
=2 purpose. Licensee shall require all scientific and other
Sores working on or involved in the Project to execute an

Cwaent for the protection of Confidential Information in such

jitions containe¢
Effective Date. ™
efficiency with *»

the estimated =%
“sbdle form as may from time to time be used by Licensee for

" purposs.

imark.

d at the fecibt® r

. v :. . .
es and/of sss ¥ % Quarterly rts. Genctics shall provide Licensee with

.
Progress reports summarizing the technological progress of

L0C62IGn

' within 30 days after the end of each calendar quarter

- 11 -
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/

during the Project Period. For a quarter in which o 5.“..‘ peerell § cope
complieted, the quarterly report will include & final repon .y e principal
attainment of such Benchmark. considerstion
geveiopment ¢
2.6. Completion of Benchmarks. Promptly after the compierg , campound.
eoch Benchmark, Genetics shall notify Licensee of such compietix 5
shall provide to Licensee the materials specified on Schedule A hee 7.9, Te
in order to permit Licenses to evaluate the completion of s pme during t
Benchmerk. Licenses may, pursuant to Section 2.3 hereof. arwp exient neces:
for an inspection and consultation at the premises of Genms as specified
Unless Licensee otherwise notifies Genetics in writing within 3t &~ of the Finc
after the receipt of the notice of completion anc relsted msiess technical do
pertaining to any Benchmark, such Benchmark shall be deese: to permit Li
_have been satisfactorily achieved for all purposes of this Agreene 10-btre scal
‘ Intends tha
2.7. Best Effort. Genetics shall use its best efforts to o=* tetle-up to
esch Benchmark within the estimated time frame specified on S& Pusanebly
A. In the event that Genatics fails to complete any BenchmsrX e “injeal atuc
the anticipated completion date as specified in Schedule A pere
Genetics shall send Licensee an immediate notice by telex ¥ v 2.10.
effect, indicsting the ressons for such delsy and a proposs! o' the compler
completion date of such Benchmark to be best udm'tcd. xenei--
2.8. Flexidility. In cerrying out the research which Gent® 3
will conduct in the course of the Project, Genetics shall ho¥¢ 4 ) C\,o i
maintain sufficient fexidility to shift effort and emphasis within » : cao
;
-12 -
A 32220
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gcope of the Project in a manncr that will, in the opinion of

prlndf‘"l Investigator, after consultation with and giving due
:d geration to the .advice of Licenses, best result in the
P
cﬂnd.

ment ©of useful technology for the production of Licensed

3.9, Technology Transfer. Genetics shall disclose from time to
- during Project Pariod, Know-How in confidence to Licensee to the

et necessary to enable Licensee to produce Licensed Compounds
" specified in the Flnal Benchmark. Within 60 days after completion
oJ e Final Benchmark, Genetics shan supply Licenses with o _ .

€ within 3¢ oy

relsted materyy, | wenical documentation package of sufficient detail and completeness

this Agreemen:.

« permit Licensee to verify and produce Licensed Compounds on a
«t-itre scale and purification procedures on a bench scsle. Genetics
gtends that these procedures will be appropriate for subsequent

fforts to compien xale-up to produce Licensed Compounds in a quantity and quality

dfled on Schedsa
Benchmark wite:

masonably sufficlent for Licensee to initiate the pre-clinical and
dzical studies of Licensed Products for Government Approval.

hadule A her!
.10, Technicsl Assistance. During the twelve months following
e mapletion of the Final Benchmark (such period being subject to
@anslon by mutual agreement of the Parties), Genetics shall, upon
st from Licensee, make available to Licensee the Principal

by telex to &
a proposal of ¢

ted.

n which Genes? “vatgator (to the extent available) and members of the technical

4
s shall heve ol T of Genetics assigned to the Project in order to assist Licensee
-
@ntractors in the Technology Transfer as specified in Section

Ly,
Rvided that such assistance shall not be required to be in

6026ZnGT

in 19
jphasis withi?

-13 -
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excess of 40 man hours per month per person (such p, pesenrch t
"

subject to extension by mutus] agreement of the parties), Lien
shall reimburse Genetics for the Additional Expenses Incurnge
]

prth 1P sched!

rendering such asszistance.

2.11. Arrangements with Third Partics. Genotics shall haye o,

right to contract with third parties approved by Licensee for s
performance of work in connection with the Project, provide o4
Licensee shall have the opportunity to review and comment o o
such proposed contract prior to its execution. Approval of any w
contract shall not be unreascnably withheld. Upon the request®
Licensee, ‘Genetics will provide Licensee with a complete copy o/ &
such executed contrsct, It is specifically understood that any snés
of expenses incurred by Genetics for the performance of sny pnt*
Project under such contracts with third parties shall be regarded 8!
part of the Ressarch Fes.

1.2 Res
. 1Y
2.12. Disclosure. Licensee shall disclose in confidenst ’ ursed t
Genetics all necessary information, ‘including all pre-clinict " oo bed in
» oo
clnical study dats, for use by Genetics or any lcensees in obts n there
. ] bt .
regulatory approvals for marketing Licensed Products outside of intate
Territory. Tue ror
) Wihe, . .
Orde, Ej
Artcle 11, PROJECT FUNDING ~
Reryy >
o
3 —
3.1. Rescarch Fee. In consideration of the research @"M o
, i
by Genetics with regard to the Project, Licensee shall pay to Gent &

- 14 -
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' goenrch Fee In the amount and on the periodic installments set

in schedule B hereto, it being understood that:
p W o

+*

1.2 Reimbursement of Additional Expenszes. Ganetics shall be

wmbursed by Licensee for its Additional !xpinuo incurred as
wmerbed in Section 2.10, pnyabl’ by Licensee within 13 days after
iy therefor. Genetics shall keep true and accurate records to
@Wsntiste ol Adcditional Expenses invciced to Licenses. Upon
Wast from Licensee, Genetics shall permit Licensee or its
*wtiied representatives to inspect such records in confidence in

Tt verify the amount of Additional Expenses invoiced
“H“r.

1
3 l‘rmimtlon .

- 15 -
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(a) At any time prior to or within two weeks .
receipt of the materials specified in Schedule A M% .
completion of Benchmark 1, Licensee may terminate thisg Arvenny .
any reason by giving Genetics & written notice, such termingy,
be effective immediately with no further payments by Licensee ez

for the payments specified in Section 3.1 (a) above).

(b) At any time after the receipt of the materials specifix -
Schedule A evidencing the completion of Benchmark I and prior & »
completion of the Final Benchmark, Licensee may terminste =
Agreement by;

(1) giving Genetics at least 30 doys' prior notice in wrx

when Licensee elects to do so for the reason of failure or &7

for more than three months in achievement by Genetics of @

anticipsted completion date of Benchmark II as specified

Schedule A hersto, provided that Licensee shall continue 10 ¥

Genetics Research Fee during the 30 day notice pericd I ¢

amount equal to that become due during the 30 dsY p*

immediately prior to the date of notice. _

(¥) giving Genetics at lesst 120 deys' prior notice in writ

when Licenses slects to do 8o for any reasons other than o’

forth under (i) of this paragraph (b), provided that L

shall continue to pay Genetics its Resesrch Fee durinf e

120-day notice period Research Fee in sn amount equsl ¥ w

become due during the 120 day period immediately priof !

date of notice.

- 16 -
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_gaie 1V, INTELLECTUAL PROPERTY RIGHTS
=

¢.1. Sole Technology. Genetics shall own the entire right, title
o jnterest in and to any and all technology invented and/or
Al""’p.d solely by employees or consultants of Genetics during the
u® of this AgTeement, which relates to Licensed Compounds and/or
‘.'#h"d products Chereinafter referred to as “Sole Technology”™).

1.3, Licensee Technology. Licensee shall own the entire right,
sts and interest in any and all technology invented and/or dsvsloped
sly by employees or consultants of Licenses during the term of this

igresment, which relates to Licensed Compounds and/or Licensed
Mmc

4.3, Joint Technology. Unless otherwise agreed upon, Genstics
«al own the entire right, title and interest In and any and all
wttelogy invented and/or developed jointly by Genetics and Licensee
ﬁﬂu the tarm of this Agreement, which relstes to Licensed
“apounds andf/or Licensed Products (hereinafter referred to as

‘Mst Technology®), subject to the lcanse grantsd Licensee
Wvander, '

“w. Fling and Prosecution of Patent Applications.

)
. Unless otherwise sgrced upon, Licensee shall have the right
tn lugg.

-17 -
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(1) to elect to flle patent applications,

m '.h. "‘
]
Genetics and in the countries to be selected by Licengy, .

sole discretion, for any and all of Sole Technology ~
Genetics may propose to Licensee for patenting from time tw
during the term of this Agreement.

(d) to elect to flle patent applications in the rimy,
Genetice in the countries to be selected by Licensee at it o
discretion for any and all of Joint Technology. J
(b) Genetics hersby authorizes and empowers Licensst, o
hereby grants to Licensee its permission and consent for License »
its authorized attorneys, agents or representatives, to assum 3
foregoing responsibllities in the name of Genetics. Licensee agre®
assume such responsibilities and to pay all costs and epe®
incurred fin carrying out such responsibilities, Copies of

communications to and from patent offices regarding sppias®

patents or certificates of invention on any Total Technolofy st ?
provided to Genetics promptly after the receipt thereof: copiet *
proposed communications to such patent offices shall be PN"“"
Genetics in sufficient time before the due date in order ¥ o
Genetics an opportunity to comment on the content thereof.

(¢) Al current Genetics Patent Rights are -podﬂcd on 5 ,-"/’
D hereto and Genetics shall from time to time enter all future i
Patent Rights developed by it onto Schedule D. Licenses shal
all patent applications and applications for certificates of il!"""wn

of e

it elects to file such applications, onto Schedule D. ANy

'
Rights which licensee has elected to sbandon shall no lonf*

- 18 -
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“rd“ as a part of Petent Rights unless Genetics maintains it at its
1

snd responsidbility,
apne

4.5 Right of Genetics to Prosecute Applications. If Licensee

octs not to seek or continue to seek, use or maintain patent
anqan on any Total Technology in any country within the
fernitory Genetics shall have the right, at its expenss, to file,
procure. maintain and enforce in such countries patents on such Total
technology - Licensee agrees tc advise Genstice of all decisions taken
oder this Ardcle 4.

wgplicstion or application for a certificate of invention, not to maintain

If Licensee elects not to flle a patent

s patent oF certificate of invention, or to sbandon a pending pstent
wplication o spplication for a certificats of invention, Licenses shall
«rise Genetics of such election in a timely manner, and Genetics
sl have the right, at the expense of Genetics, of filing such
wptication, maintaining such patent or certificate of invention or
antinuing to esttempt to obtain protection of the subject matter
taclosed in such pcndh.:g spplcation.

‘arithstanding the foregoing, with respect to the filing of a patent
Wlaton in- Japan. Licensee shall notify Genetics in writing if it
“rts not to flle s patent spplication in Japan with respect to any
& Technology, and Genetics shall be entitled to filc a patent

lcaton i Japan pursuant to this Section 4.5.

- 19 -
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4.8, Genetics Assistance.

Genetics shall mak, .y
Licensee or its authorized sttorneys, agents or np.-...nw'“

of Genetics' employees whom Licerisee in its reasonadl, "“h
deems necessary in order to assist uccmee in obtaining .
protection for the Total Technology. Each Party shall sign o o .
best efforts to have signed all legal documents necessary i ¢

prosecute psatent aspplications or aepplicstions for certfieyn .
invention or to obtain or maintain patents or certificates of invesy

at no charge to the other Party.

Article V. PATENT AND KNOW-HOW LICENSES

S.1. Patent Licenses. Subject to the payment of the mn

provided in Article VI and the fulfiliment of the other ters F
conditions of this Agresment, Genetics hereby grants to Licenset ¥
its Afflliates:

(a) an exclusive Hcense (even as to Genetics) in the Term™
under the Project Patent Rights, and

(b) a non-sxclusive Hcense in the Territory under the Gem™
Patent Rights,
including the right to grant sublicenses, for the scle and "‘M‘
purpose of manufacturing, having manufactured for License¢ nt?
Affiliates, using and selling Licensed Compounds snd/of Liee?
Produets in the Territory; provided, however *

The e

-20 -
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d pursuant to this Section 5.1 shall continue in effect until the

o of the last patent licensed to the Licensee hereunder,

5.2, Know-How Licenses. Subject to the payment of the royaity

n"'"d in Article V! and the fulfillment of the other terms and
?

,ddoﬂ’ of this Agreement, Genetics hereby grants to lLicensee and

- “ﬁugtes:

(@ o0 exclusive lcense (even as t0 Genetica) to use the

ot Know-How in the Territory, and

() 8 non-ueludvi Hecense to use the Genetics Know-How in
ag Territory.
achuding the right to grant sublicenses, for the sole and exclusive
wpose of manufacturing, having manufactured for Licensee and its
Mates, using and selling Licensed Compounds and/or Licensed
Pecucts in the Tarritory; provided, however, J¢

The lcenses
fuied pursuant to this Section 5.2 shall continue in effect for s

et of W from the date of the completion of the Final
lechaerk set forth on Scheduiv A hersto.

- 21 -
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\ ’/
Article V1, PATENT AND KNOw-HOW ROYALTIES @ !
M,.)ms u

6.1. Royalties oot WitR T

(e)

(a) Licensee shall pay to Genetics during the tem o o secpon 6.
Heense granted in Section 5.1 above earned royalties st the ryv scenses ©
_forth on Schedule ¥ hersto on all Nat Bales by Licensee we,| b U7
Affiliates of Licensed Products which fall within the definkr say upon
Licensed Products under Section 1.13 by virtue of involving » aure of
Patent Rights (whether or not such Licensed Products also fal e Genetics !
the definition of Licensed Products under Section 1.13 by vinw:] - Boense sh
fnvolving Know-How). Royalties shall be payable on a counm ] 1 and wF

country basis with respect to Net Sales (i) in esch country ir & becoce

there is & claim under Patent Rights, and (i) {n esch country ¥ Know-How
the Licensed Products being sold were manufactured or er¢ ©°”
used {n which there is a claim under Patent Righta. &2
(b) Licensee shall pay to Ganetics esrned royalties st £ »
" eat forth on Schedule P hereto on all Net Sales anywhers #°
Territory by Licenses and ts AffiMates of Licensad Products o :m‘ T
fall within the definition of Licensed Products unger Section 1-4'" -1::. &
virtue of involving Know~How. _ mhf %::
(¢) For purposes of determing the date of the Final Be the laqq
as set forth on Schedule F, the date shall be deemed to be ""‘_': e
on which Genetics has shipped, as evidenced by an lPP”PN; Pro -m\m’
document, to Licensee (in Jspan or the U.S.) the materials rennt® ‘Z_j‘m‘»
the Finsl Benchmerk specified in Schedule A hereto Iﬂ""“mt .. C—J-:
Section 2.6 hereo!. ;
™~
-22 - =
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(8) Under no circumstances shall Licensee be obligated to pay
o Jdes under both paragraph (a) and (b); only one roysalty shall be
ot with respect to each sale of a Licensed Product.

(¢) Upen the expirstion of the royalty obligations set forth in

ses granted under Section $.2. with respect to such Know-How in

with respect to any Know-How in any country, the

oh country shsll become fully paid non-exclusive lcenses. Licensee
oy VPSR such expiration elect to continue in effect the exclusive
ature of the license of any Know-How in any country by peying to
capetics the royalty specified on Scheduls F hersto.
ganse shall remain in effect 30 long as Licenses pays such royaity:

Such exclusive

4 asnd when such royalty payments are terminated, the license shall
woee 8 fully paid non-exclusive license with respect to such

twow-How in such country.

¢.2 Minimum Royalty. Beginning with ¥

‘ icensee shall psy to Genetics royalties
€ s rate sat forth on Schedule F hsareto; provided, however, that
“mas shall be required to pay to Genetics no less than the
Wiwa ennusl royalty set forth on Sehedule F hersta. Such
&= anual royalty payments shall be made within 45 days from
it day of the applicable twelve-month period. In the event that
» dninyg Toyalty is not paid within such 4S-day period, the

Movizions of Section 10.4 shall spply.

-230
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8.3 Dominant Patents. If Licensec, its Affiliates

or Sublicg,

in order to operate under or exploit the Ncenses ETanteg n
Article V of this Agreement in any country in the Territory, -~
make pasyments (including without lmitation royelties, optien fen ,
license fees) to one or more third parties to obtain a licens, ,
similar right in the absence of which the Licensed Products couic o
legally be manufactured or sold in such country, Licensee may Geey
from royalties thersafter paysdle to Genstics on Net Sales in =
country an amount equal to up to “M¢ of such third party payoes
provided that the total royalties otnerwiss due to Genetics on ¥
Salag in such country in any year shall not be reduced by more s

"“ as a result of such deduction.

Page 29 of 52

ercity ROt
Cenetics in

Genencs.

6.6. R

Affiliates ar

stcounts an
|gy be ne
8.4 Reports and Psvments. Licensee shall deliver to Genet? hereunder.
within 45 days after the end of each cslendar quarter a will® one year fc
report showing its computation of rovalties due under this Agrees® dme 10 dn
upon Naét Sales by Licensee, its Affiliates and sublicens® Inspect, or
during such calendar quarter. All Net Sales shall be segmanted ¥ such books
esch such report according to ssles ‘by Licenses and sach Af#
and sublicensess ss well as on s country-by-country basis, inciue
"the rates of sxchange used to convert such royalties to United st
dollars from the currency in which such sales were made. FOf o
purposes hereof, the rates of exchange to bs used for eonﬂfd’" -
royalties hereunder to United States dollars shall be those in ot g
on the day of purchase of dollars at Tokyo, Japan. Licens® e
simultanecusly with the delivery of each such repon: shan ten®’ ~
payment in U.S. dollars of all roysities shown to be due thereon. =
- 324 -
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¢.5 Yoreign Royslties. Where royalties are due Genetics

. ”‘mw for sales of Licensed Products in & country where, by

: on of currency regulations or taxes of any kind, it is impossible

dm"‘l for Licenses, any Affiliate or sublicensee to tranafer royalty

nts to Genetics for Net Sales in that country, such royalties
;h;n be deposited in whatever currency is allowable by the perscn or
kY not able to meke the transfer for the benefit or credit of

panetics in a8 accredited bank in that country that is ascceptable to

G.n.d“-

¢.6. Records. Licensee shall keep, and shall require all
\/Slistes anc sublicensees to ’knp. full, true and accurate books of
«ounts and other .neords containing all information snd dats which
sy be necessary to ascertain and verify the royalties payable
weeunder. During the term of this Agreement and for a period of
xe yesr {ollowing its terminstion, Genetics shall have the right from
am to time (not to exceed twice during each calendar year) to
asect, or have an agent, accountant or other representative inspect

=i books, records and supporting data.

ad
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seep GeN¢
wiin Gen
peovide ¢
Article VIl. PATENT AND KNOW-HOW INFRINGEMENT relevant

()
7.1 Infringement counsel {
' e1cept A
(s) Esch Party shall promptly report in writing to theex| ™7V b
Party during the term of this Agreement any (i) known infringw® wle disc
or suspected Infringement of any of the Patent Rights, o s “. Such
unsuthorized use or misappropristion of Know-How or ConBor= connectio
Information by @ third party of which ft becomes aware, wé feyutles.
provide the other Party with all available evidence supportinl - :r any o
Infringement, suspected infringement or unsuthorized ’ e: ::e:
missppropriation. y o o
() Except as provided in parsgraph (d) below, Licens®t
have the right and responsibility te initiate an ln!rinr_emam or ®¥ :’m‘"es
appropriste suit anywhere ir the Territory sgainst any third p :’ or
who at any time has infringed, or is suspected of Infringings " ob:edc.s |
the Project Patent Rights or of using without proper suthorissti® " i ‘“f'“ob
or sny portion of Project Know-How. Licensee shall give cgneﬁ’ ‘iﬂmrcc

211674

x

e S S — A 32234

AM~ITC 00078902



Case 1:05-cv-12237-WGY Document 878-4

Filed 08/27/2007 Page 32 of 52

i o

[ R

ing to the ot
own inirngreer
aigﬁu. or :
¢« or éonﬂw’*
aware, snd o=
¢ suppord™® -

[ 4
thorized ¥

‘“mdﬂ“ sdvance notice of its intent to flle said suit and the reasons
m‘ﬁf,g, snd shall provide Genstics with an opportunity to make

" “.“donl snd comments regirding such suit. Genetics agrees to

™ sl the necessary steps to lawfully authorize Licenses to initiate
" prosecute the said infringement or other suit. Licensee shall
P Genetics promptly informed, and shall from time to time consult
it Genetics regarding the status of any such suit, and shall
?"'id' Cenetics with a copy of all documents flled in, and sl
gevant communications relating to, such suit.

(¢) Licensee shall have the sole and exclusive right to select
nsel for any suit referred to in paragraph (b) shove and shall,
aewt 18 provided below, pay all expenses of the suit, including

oyt imitation ltto:h(ys‘ fees and court costs. Gcncdcq, in its

at cucreton, msy elect, within sixty days after the commencement
d mch Htigstion, to contribute to the costs incurred by Licensee in
mexction with such Ultigation and, if it so elects, any damages,
nites, settiement fees or other considerstion received by Licenses
v @wy of its Affillates as a result of such Ntigation shall be shared
w Ucenses and Genetics pro rata based on their respective sharing

€28 wats of such Htigation. In the svent that Genetics elects not

v, Licans* ve | ' “uribute fo the costs of such tigation, Licenses and/or its

ringement ¥ e :‘: thall be entitled to retain any damages, royalties, settlement

\any W — uher consideration resulting therefrom. If necesaary, =
infrin@int ort . \lhn ldn as 8 perty to the suit but shell be under no =
r qutnon’ ” te ""“ﬂpm except to the extent that such participation is "3

nall B " the resupt of being a nsmed party to the suit. Generics B
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- . 1

shall offer reasonable assistance to Licensee in connection thervey, | ey
no charge to Licensee. Genetics shall have the right o Partigg, parelrom-
and be representsd in any such suit by its own counsel o ts un st shal
expenss, Licensee shall not settle any such suit {nvolving righn ¢ inat uch
Genastics without obtaining the prior written consent of Geteng o the BT
which consent shall not be unreasonably withheld. wnistance
(d) In the event that Licenses elects not to initiate o centtics.
infringement or other sppropriste suit pursuant to peragraph n represent
sdove, Licensee shall promptly sdvise Genetics of its intent no s
initiate such suit, and Genetics shall have the right, at the expem 7.2
of Genetics, of initiating an infringement or other appropriate s
against any third party who at any time has infringed, o« s - (a)
suspected of infringing, any of Project Patent Rights or of uix sgainst
without piopor authorization all or any portion of Profect Koow-Be Territory
In exercising its rights pursuant to this paragraph (d), Gase® use or r
shall have the sole snd exclusive right to select eounsel and st out of t
except as provided below, pay all expenses of the suit includ Sublcens
. without lmitation attorneys' fees and court costs. Licensee, i8 ¥ Licensee
" scle discretion, may elact, within sixty days after the cogmenc®® | ©f coun
of such Htigation, to contribute to the costs incurred by Genetc b Informeq
connaction with such Htigation and, If it so elects, eny daod™
soyalties, ‘settlement fees oF other consideration received by Gent%” )
a8 a result of such Htigetion shall be shared by Ganeges and Lict®™ Clim o
pro rata based on their respective sharing of the costs of n? the typ.
Htigstion. In the event that Licensse elects not to contribute ¥ s him o
costs of such ltigation, Genetics shall be entitled to retain o engs s
(Mg}
~
=
* ~o
28 ' l :3
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ges royalties, settlement fees or other consideration resulting
&M"‘m' If necessary, Licensee shall join as & party to the suit
» (hall be under no obligstion to pgrﬂdpnto except to the extent
it such participation is required as a result of being a named party
o the suit. At Genetics' request, Licensee shall offer reasonable
“‘w‘“ to GCenetics in connection therewith at no charge to
Licensee shall hgve the right to participste and be

ﬂ,,,.nud in any suit by its own counsel st its own expense.

3.3 Claimed Infringement.

(1) In the event that a third party at any time bdbrings suit -

st Licensee, its Afflliates, or sublicensees asnywhere in the
ceritory claiming infringement of its patent rights or unauthorized
. or missppropriation of its technologv, based on a claim arising
m of the manufacture, use or sale by Licensee, its Affiliates, or
mbicnsees of Licensed Compound snd/or Licensed Products,
Janses shall have aolo and exclusive responsibility for the sslection

¥ cunsel and the control of the suit, and shall kesp Genstics -

2braed of the current status of the suft.

(8) Licensee shall, after receipt of notification of a third party
8 or notice of commencement of any sction, suit or proceeding of
™ TP described in paragraph (a) above, ;wtify Cenetics of such
W o the commencement of said action, suit or proceeding,

T ¢ copy of an pspers served. Genetics may partcipste in

- 29 -
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agrees to extend Licensee, at no charge, its best possible teci

——_

the conduct of the suit at its own expense. Licensee shadl o
-

any such suit involving rights of Genetics without obmmn' the
»

written consent of Genetics, which consent shall not be unp
withheld.

(¢) Irrespective of the decision of Genetica to participate = «

suit or not pursuant to the preceeding subsection (b), Gewp-

assistance and support to snable Licenses to defend and/or prose:

any action, suit or proceeding by any third party. *

Article VIII. COMMERCIALIZATION

8.1 Commercislization. Premptly and diligently " °

completion of the Fina]l Benchmark, Licensee shall exert 113 w

effort, at its own expense, 10:

(s) conduct all necessary and sppropriste animal and ”"

testing on the Licensed Compounds and Licensed Products: g

control the manner and extent of such taesting:

y
(b) provide for commercial scale production of the L'

Compounds and Licensed Products;

-30 -
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(@ obtain Government Approvals necessary to produce,

hall not Sety,
* pcture, distribute and market the Licensed Compounds snd/or
dng the pr v
pProducts in the Territory; and .
“m‘“ton.h, U‘.n'.d =

(4 market the Licensed Compounds and/or Licensed Products in
ticlpate tn , | ™ ferritory on & diligent commercial basls on & country-by-country
; Government Approval.

sible techniq,

Reporting. Licensee shall send Genetics from time to time a
d/or prosecy, $.2 Reportig

* port in writing on progress in the development and marketing of

censed Compounds and/or Licensed Products in the Territory. . (O

\cle 1X. CONFIDENTIAL INFORMATION

5.1 Trestment of Confidential Information. Each Party hersto

val maintsin the Confidential Information of the other Party in
dy upen i midnce, and shall not disclose, divulge or otherwise communicate
exart its bes nch Confidential Information to others, or use it for any purposse,
amt pursuant to, and In order to carry out, the terms end
#uctives of this Agresment and hersby agrees to exercise svery
mal and huse’ “eeodle precsution to prevent and restrain the unsuthorized
products. e of such Confidential Information by any of its directors,

‘i, employees, consultants,  Affilates, subcontractors,

distributors or sgents. Notwithstanding the foregoing,

»f the Licer™ ‘S may disclose Confidential Information pertaining to the
ey

+ the obtaining of regulotery spprovals and the development of

12262061
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Licensed Productas in conﬂdenco to other Ycensees

I~

or M, .
sponsors in the field of erythropoeitin for use cutside the Torg, respect 10 ‘

m or &N
9.2 Release from Restrictions. The provisions of Sectier | oy Party

shall not apply to any Confidential Information disclosed hery, project
which:
(s) A
(a) was known or used by the receiving Party prior to s o Party with

of disclosure to the recelving Party, as evidenced by te px wiging I
written records of the receiving Party; or reasonable
believes a
(b) either before or after the date of the disclosure >3]  SeRnEing
receiving Party is lawfully disclosed to the receiving Pary ¥  "@rorad
independent, unaffiliated third perty rightfully in possessicn ¢ ¥ refused; o
Confidential Information; or ©
)

days of
(c) either befors or efter the date of the W"j of ™

the Such publ
receiving Party becomes published or generally Jnown 10 J

! ® materiy]
through no fault cr omission on the party of the recelving act *

i whole
its Affilistes; or
.h.nl to
. ‘ f‘ tae Sonay,
(d) is required to be disclosed by the receiving Party 1 } the ..
Cage .
with spplicable laws, to defend or prosecute Htigstion of 10 the yo
ely
with governmental regulations, provided that the recuivicé o fnfopg,
atio .
provides prior written notice of such disclosure to the oM
gl
and takes ressonsble and lawful sctions to svoid and/or A" -
degree of such disclosure. (i‘
~O
o«
o
-32- —~
(o]
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9.3 Publicaions, The following restrictions shall apply with

H‘P'ﬁ to the disclosure in scientific journals or publications by any

nst? or any Affiliate, smployee, sublicensee, consultant, or agent of

orty relating to eny sclentific work performed as part of the

(s) A Party (the "publishing Party") shall provide the other

pesty with an advance copy of any propossd publications of results
(sing from the Project, and such other Party shall have a
rasonsble opportunity to recommend any changes it ressonsbly

wieves &re necessary to preserve Patent Rights or Know-How
enging in whole or in part to Genetics or Licensee, and the
porporstion of such recommended changes shall not be unreasonsbly

nfused; and

() If such other Party informs the publishing Party, within 30

_days of receipt of an advance copy of s proposed publication, that

meh publication in its reasonable judgment could be expected to havse
t saterial adverse effect on any Patent Rights or Know-How belonging
ia vhals or in part to Genetics and/or Licensee, the publishing Psrty
tal, to the extent permitted by its agreements with its employees
@t wasultants, delay or pravent such publication as proposed. In
% aw of inventions, the delay shall be sufficiently long to permit

Ue tmely preparstion and filing of a patent application(s) on the
Riarmtion {nvolved. '

‘33-

A 32241

AM-ITC 00078908

64262050



Case 1:05-cv-12237-WGY Document 878-4  Filed 08/27/2007 Page 39 of 52

—f —

Article X. TERMINATION

10.1 Term. This Agresment shall remain ip '&u‘
terminated in accordance with the provisions of Section 3, a

Article X or until the last to expire of the lcenses granted Purng (&Y
to Section 5.1, and 5.2, hereof. rif
. : s

10.2 Terminaton for Bresch. Esch Party shall be entitye, tr
terminate this Agreement by writtan notice to the other Party i n
event that the other Party shall be in default of any of its ol LJ
hereunder, and shall fall to remedy sny such default within 8 ar] . 3

after notice thereof by the non-breaching Party. Upon terminster:
. this Agreement pursuant to this Section 10.2. neither Party shal?3
relieved of any obligstions incurred prior to such termination.

10.3 Terminstion by Licensee. Licensee shall be entitied *

terminate this Agreement pursuant to the provisions of Section 3.3

10.4 Termination by Genetics ¢f Exclusivity. In the event ¥

(a) Licenses falls to make any required minimum royalty P& 10.1
within 30 days of the date such psyment is due, o ° this Agr
' ' ¢

Licenses fails to comply with Section 8.1 of this Agreement, & © RANC
Licensee, any of its afiliates or any of its sublicensees fails ' v “ridng
Product:
then hy:
terming

wn

~

o

~No

(&%)

s | | =
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¥*

¢(§) Genetics shall receive from Licensee non-exclusive
rights In and to Licensee Technology (as described in
Section 4.2.), animal and human data, and to such other

inforoation in Licensee's possession that Genetics may

require in order

to obtain Government

Approval to

manufscture and market the Licensed Compounds and/or

Licensed Products:

(4) ALl Hcenses ﬁmtod herein by Genetics to Licenses

shall become non-exclusive;

and

(if) ALl other terms and eondmonq of the Agreement not
incons{stent with this Secticn 10.4. including the royalty
provisions, shall remain in effect.

s Disposition of Licenssd Products. Upon any terminstion of

W Agreezent pursuent to Sections 10.2. Licensee shall within 30
N of the offective date of such termination notify Genetics in

"% of the amount of Licensed Compounds and/or Licensed
" which Licenses and fits Affilistes and sublicensees

g
Ave completed on hand, the sale of which would, but for the
M. b.

subject to royalty, and Licenses, its Affiliates and

EL62080
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-\/—

sublicensees shall thereupon be permitted during tne ¢, &"EL’}
following such termination to sell that amount of Licenseq ¢,
and/or Licensad Products, provided that Licensee ghay yo m.t Y
- 1)
sggregste royalty thereon st the conclusion of the earlier of b, . wposed B '
such sale or such six months period. Except as provided wom | fou andiof
sublicenses granted by Licensse shall forthwith terminate yp . tnere(rom. ¢
hi
termination of this Agreement. ucensee &
1ax office ¢
dng ¢
10.6 Survival of Obligstions: Return of Confidential mdencing
Information. Notwithstanding aeny termination of 3
11.2
Agreement, the oblgations of the Parties with respest v 2
“hews relest
protection and non-diaclosure of Confidential Information shal sur
te this Ag .
and continue to De enforcesble. Upon any termination of =
between th
Agreement pursuant to Section 10.2., 10.3. or 10.4, esch Party =
Party exce
promptly return to the other Party all written ConS¢e3 :
Information, and all copies thereof, of the other Party. If Liseew .3
slects to terminate this Agreement pursuant to Section 10.3 o« o obligat
. { -0
Genatics alects to terminste this Agreement pursuant to Sectiod - PHor writ
all rights in the Total Technclogy shall remain and vest in GeM* "equires o
If Licenses elects to terminate this Agresment pursusnt "# by merger
10.2, Licensee shall be entitled to use the Joint Technology &8 %
not be obuﬁuod 10 pay a royalty to Genetifs for such uss. 1.4
Merprete
M“uchu
pre
<
w
~S
w
- 36 - . i ~
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gla X1, MISCELLANEOUS
=

If any income or other taxes are

W""d by the Jepanese government on the payments of the Research
- and/or of the royalties and asre required to be withheld
perefros such taxes shall be withheld for the account of Genetics.
ensee shall pay such taxes on behalf of Genetics to the appropriate
> office of Japan and shall furnish Genetics with the certficate

(idencing each payment of tax so made by Licenses.

1.2 Publicity.

ores release oF other public announcement, written or oral, relating

Neither Party shall originate any publicity,

» tis Agresment, the Project of the existence of an arrangement
swetn the Parties, without the prior written spproval of the other
nryy axcept 83 otherwise required by law.

11.3 Assignment. Neither this Agreement nor any of the rights
v adiputions hareunder may be assigned by either Party without the
or written consent of the other Party, except to a party who
=dres Al or substantially all of the business of the assigning Party

W mrger, sale of assets or otherwise.

1.4 Coverning Law. This Agresment shall be governed by and
Repreted in sccordance with the laws of the Commonweslth of

mchusetts,

-3 -
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SMEUUEEEE U U .. \ /

11.5 Forcs Majeure. In the event that Genetoy P (hat
Ty o
from performing or is unable to perform any of itz obligation, - 'L

this Agreement due to any ect of God; fire; casualty; e,

‘.
steike; lockout, failure of public utlities; injunction or oy o .y K¢
exercise, assertion or requirement of governmentsl autge, b (RS AT
including any governmental law, order or regulation permaneny , sal, TEIUTA

twporirﬂy prohibiting or reducing the lavel of resesrch, deveiopan 1o the sddTe
or production work hereunder epidemic; inability to procure msieng (he sddresse
labor, asquipment, transportation or energy sufficlent v w s4LressoT.

experimentation; or any other cause beyond ths reasonable conmvi ¢

Genetics, if Genetics shall have used its best efforts to avaid me . ¥t G
occurrence, Genetics shell give notice to Licenses In wrix . G
promptly, and thersupon the performance by Genetics shal ¥ 2
excused and the time for performance shall be extended for &} B
pariod of delsy or inebility to perform dus to such occurrence. U A
receipt of such notice from Genetics, Licensee may extend ¥

Payment Schedule B hereto for the period of delay or insbX?7 ¢ If to

.Genatics to perform its obligations under this Agreement or tere™® :
this Agreement with immediate effect, without Hability to Genetics ¥
result therect.

[ ]
11.6 . Waiver. The weiver by either Party of a bressh d

defsult of any provision of this Agreement by the other Party w¥ 1.8
not be construed as & waiver of any succesding breach of the past & tther Pa
any other provision, nor shall any delay or omission on the P"‘d Both  py, B
either party to exsrcise or avail itsel! of sny right, pove’ ¢ r _ cs
e
-38- 1 E;
— L. . A 32246 -
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P“"Gnt., p Age that it has or may have hereunder operate as a waiver of

ans yp dur o dght. power or privilege by such Party.

20d; ey

Ny o 11.7 Notice. Any notice or other communication {n connection

luthom,: i this Agreement must be in writing uid if by mail, by certifled
inently , etde return receipt requested, anc shall be effective when delivered
tVelopmey, w the sddresses at the address Heted below or such other sddress ss

Mmaterily, (he addressee shall have specified in a notce actually received by the

to meg 14dressor. |

control of
vold .uej, if to Genetics: Lo
A writing Genetics Institute, Ine.

shall b, 228 Longwood Avenue
d for the Boston, Massahcusetts 02118
iee.  Upon ' Attention: President
xtend the
nability of 1f to Licensee: )
* terminaste ﬁ Chugsi Pharmaceutical Co., Ltd,
aetics as ¢ 1-9, Kyobashi 2-chome, Chuo-ku.
Tokyo, 104 Japan
Attention:
each or 8
sarty sbal 11.3 Ne Agency. Nothing herein shall be deemed to constitute .
he same °F ©her Party o3 the agant or representative of the other Party, or g“l
he part of both Parties as foint venturers or pertners for any purpose. “_;
pawer Geretica shall be an independent contractor, not an employee or :;
Wrner Licensee, and the manner in which Ganetics renders its adh
-3p -
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services under this Agreement ehall be within Genetey 11.12
dscretion.  Neither Party shall be responsidle for e wnasnf UF
'
ozissiona of the other Party, and neither Party will have Wi, pccas®TE
bl Y
spesk for, represant or obligats the other Party in any wyy i~
) 11.13
prior written suthority from the other Party.
,-,umbﬂ o!
) t all wb
. 11.9 Headings. The headings contained in this Agresser: o b
for convenience of reference only and shall not be conriden: : -
construing this Agreement.
Apeemen
thedr pro
11.10 Entire Agreement. This Agreement and the Schede the date
hereto (which Schedules are deamed to be a part of this Agreex
for all purposes) contain the full updsrstanding of the Partis = (SEAL)
respect to the subject matter hersof and supersede al ™ )
understandings and writings relating thereto. No waiver, alten™
or modification of any of the provisions hereof shall be binding U
made in writing and signed by the Parties by their respective o8 (SEAL)
thereunto duly authorized.
. 11.11 Seversbility. In the event that any provision of ®
"
Agresment is held by & ocourt of competent jurisdiction ¥
A
unenforcesble because it {s invalid or in oonflict with sny law of &
relevant jurisdiction, the validity of the remaining provisions spal ¥
L4 oo
be effected, and the rights and obligations of the Partles shsl o
construed and enforced as if the Agresment &d not conti? 4 =
peartcular provisions held to be unenforceable. i
o
[=r]
- 40 ~ l
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Geneticy' w

L]
« the acty o
ve cut.hgm, %

IV WEY withey,

AM‘M wy
considereq in

the. Scheduly
this Agreemer:
1¢ Pardes win
tede all prier
iver, siteratice
binding unless

pective offcen

ovisfon of the
sdiction to
any law of &°
4sions shel ™
arties shall ¥

Y
ot cont8h i

11.12 Successors and Assigns. This Agreement shall be

pmd"" upon and {nure to the benefit of the Parties hereto and their
ecassors and permitted aseigne. '

11.13 Counterparts. This Agresment msy be executed in any
qusber of couriterparts, each of which shall be desmed an original

ut oll which together shall constitute one and the same instrument.

IN WITRESS WHEREOF, the Parties hereto have caused this
agreement to be executed as a sealed instrument in their names by

ndr properly and duly authorizted officers or representatives as of - v

e date first above written.
(SEAL) GENETICS INSTITUTE, INC.

By: S&N g SJAM::‘

CHUGAJ PHARMACEUTICAL CO., LTD.

Prasident

JE262UGH

- 4]l -
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SCHEDULE A

BENCHMARKS
Benchmark Antcipated
ldentification Description of Completion
Number Benchmark - Date
Acknowled

GENETICS INSTITUTE INC.

By: %t.bwl&. gd’\wgc‘-
CH .s LTD,

By:
President

Filed 08/27/2007

Page 47 of 52

nt
! AgoY
L0
Deten.”
Licensg .
Conpiemp
o
=,
(de]
~
[#%)
o
ACKNOWLE
GENETICS
By EQS
CHUgAl Pt
By. / (/"ﬁ
Presic

A 32250 -

AM-ITC 00078918



Case 1:05-cv-12237-WGY Document 878-4  Filed 08/27/2007 Page 48 of 52

SCHEDULE B
RESEARCH FEE
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SCHEDULE ¢
TERRITORY

Japan
United States of Americs
Canada
Mexico
India

Nepal

8ri Lanka
BShutan
Sikkim
Bangladesh
Burma
Thailand
Lacs
Kanpuches (Cambodia)
Vietnam
Malaysis
Singapore
North Korea
South Kores
Hong Kong
Phillipines
Taiwan
Indonesis

‘\'\;\. | Pakistan
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SCHEDULE p
PATENT RIGHTS

y of Genetics Patent Rights
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SCHEDULER B
‘ PERFORMANCE BONUSES
Not applicable.
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" SCHEDULE P

ROYALTIES/MINIMUM ROYALTIES

1. Roysltes-Patent Rights and Know-How

¥

2. Froject Know-How Exclusivity Rovalty (Section 8.1
(e)):
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