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IES AND EXCHANGE COMMISSION

wash%ngton. D.C. 20549 RN icm Servi
PORM 10-K Beithashu s, Marylesd

Annual Report Pursuant to Section 13 or 15(d)}
of the Securitles Exchange Act of 1934

ror “he fiscal year ended November 30, 1989 Commission file no. 0-14587

GENETICS INSTITUTE, INC. T
tzxact name of registrant as specified ILn its charter)

Delavace 04-2718435
{State or other jurisdiction 'I.R.S5. Employer
of incorporation or organization) ICentification No.)

87 CambridgeParr Drive, Cambridge, MA 02140
(ACdress of principal executive offices) TZip Todey

Registrant's telephone number, including area code 1@17) 876-1170

"

Securitivs registered pursuant to Section 12{p} of the Act;

R

None

Securities registered pursuant to Section 12{g) of the Act:
~

Common Stock, $.01 par value
{Title of class)

$4.00 Convertible txchangeable Preferred Stock, $1.00 par value
{Title of class}

Indicate by check mark whether the registrant (1) has filed all ceports
tequired to be filed by Section 13 or 15(d) of the Securities Exchange
Act of 1934 during the preceding 12 months {or for such shorter period
tnat the registrant was required to file such reports) and [2) has been
subject to such filing requirements Eor the past 90 days,

Yes X No

°

The apptoxinate aggregate market value of voting stoek held by non-
affiiistes of the registrant was $369,605,944 as of Psbruary 15, 1990.(A)

The auabe: of shares of Common Stock outstanding as of February 13, 1990
vas 13,177,270, .
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CONFIDENTIAL MATERIAL OMITTED (D
BTl BB P o o o e —a— e
Exhivtc 10.39 FILED SEPARATELY WITH THE SECSRITIES

« B AND_EXCRANCE COMHTSSION,
* e[ ASTERISKS DENOTE SVUCH ONISSTONS.

3 WHEREAS, the PARTIES have entered into a Devalopseant and

X License Agreement for pharmaceutical compositions contalnirng the

chenical compound knovn as EPO of OCtober 3, 1985 (hereinaftar
relerred to as “LICENSY AGCREEMENT") and

“, WHEREAS, BX has obtalned manufacturing and marketing rights
in the countries of the TERRITORY as llsted in the LICENSE
& AGREEKENT for such pharmaceutical compositions and

WHEREAS, CI has agreed to supply BN with {tx requirenents of
INTERMEDIATE, as defined belov, necessary for the production and
foraulation of pharmacautical compositions containing the
chemical compound EPO and

WHEREAS the PARTIES have entered into an agrsement of Hay S,

5 1968 wnich is superceded by this SUPPLY AGREEMENT.
o “~
8 . NOW, THEREFORE, in conslderation of the xutual promisas
=N hersinaftsr sat forth, and othar good and valuable consideration,
5 tha PARTIES agree as follovs:

=3

: SECTION 1. DEFINITIQNS
[RC”

_'_N;l 1.1 AFFILIATE shall mean any corporatien, company,
ady partnexship, jolnt venture and/or fira whiech controls, is
5 controlled by or is under coxmon control with either PARTY or
-;‘- vith either PARTY's sharecholders; without liniting the generallity
e of the foregoilng, control shall mean:

>

a}) in the cass of corporate entities, direct or
indirect ownership of at least fifty percent (S0%)
of the stock or share entitled to vote for the
election of directors, and

75

oM b) in ths case of non-corporate entitles, direct or

N indirsct ownership of at least fiity percent (S08%)

5t of the equity intarest wvith the pover to direct

R ths management and pnlicies of such non-corporata y
5 . entities,

24

FRMLTPLT R WA, T oot

1.3 GOVERNMENT REGULATORY ACGENSY shall wmean the
governmental agancy in each country in the TERRITORY rasponsible

for revieving and approving the development or 3arxeting of
LICENSED PRODUCTS.

I R T e N
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3

1.3 INTERMEDIATE achall mean the GMP-Hatarial cof LICERSED
COMPOUKD baing produced meeting the specifications im accordance
with the producticn and gquallty control procedires as agreed
upen, and produced in GI's production plants in Casbridge and
andover, as outlined in thls SUPPLY AGRIEKENT and following
strictly the Quality Assurance Plan as set forth in Scheduls 1.

1.4 KNOW~HOW shall mean all technical information of &I,
patentable or othervise, relating to the expression and
production ©f arythropoietia and as defined {n the LICENSE
AGREEMENT, Section 1l.1l1.

1.5 LICENSED COXPOUNDS shall mean any and all kxinds of
huzan erythropoietin consisting of s polypaptida chain, the amino
acid sequeancs of vhich iz derivad from erythropoistin encoding -
DNA or genomic DHA sequence lsolated fros hiuman tissuss or human
cell lines, axpressed and produced in mammalian calls and/er
other Lost-vector systexms as Vell as Closely related derivatives
which, or the making or uss of which, is covered by a VALID CLAIM
©f any of tha PATEXT RIGHTS and/or esbodies any XNOW-HOW.

1.6 LICENSED PRODUCTS shall mean any and all Xxinds ot
formulations, mixtures and/or coapositions for whatever uss which
contain LICEHSED CONPOUND.

1.7 NET SALZS shall mean the amount invofcsd (axclusivas of
value added taxes) . by BN tc vholesalars or final users of
LICENSED PRODUCTS and LICENSZD COMPOONDS, less only a lump sua of
¥ { ¥® percent) to cover all usyal deductions, such as credits
for returns, cssh, trade. or sther discounts, traneportatien
charges, allovances, ecc.

In case of disrribution of the LICENSED PRODUCTS by
AFFILIATES or sublicenssss of BX, NET SALES shall have the
neaning as definad above.

Yor countries vhere BX ls only represented by unrelated
distributors supplied by BX vith finighed goods, the royalties
shall be calculated On BX'S NIT SALLS to such distributor.

NET SALZS shall not include any transfer betveen BX and any
of its AYPILIATES or sublizensees f£or Tesale but shall include
tha resale from an APYILIATE or sublicenses to an ipdepandent
third party or use by the APFILIATE or sublicansass. .

Any commaercial use of the LICENSED COMPOUNDS or LICENSED
PRODUCTS by BN, its AFFILIATES or sublicansess in a commercial
transsction with a third pazty, in vhich no invoice.is lssued,
shall be cansidered a sale hersunder for royalty and accounting
purposes ard NIXT SALES for such use shall be the average price of
arms = Jength sales by BN, its APPILIATES and sublicensees during
the royalty reporting periocd in which such use cccurs, or if no

001ln
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)

such sales occurred in such periocd, in the last period in vhich
such arms' length sales occurred. .

1.8 PARTY shall mean CI or BM:; PARTIES shall mean CI and
BM.

1.9 PATENT RIGHTS shall azan all patent rights in the
TERRITORY corresponding te tas US natent applications US Serial
Nos. and 3 and all patentis throughout the vorld based
on subject matter used in-the PROJECT and required to enable BN
te manufacture and/or sell the LICENSED COMPOUND or LICENSED
PRODUCT, including any additiors, divisions, continuations,
continvations~in-part, subsatitutions, axtsnsions, renevals or
reissues thereof or therefore.

1.10 PRCJECT shall mean the Tesearch progras coasencing on
the effective date of the LICINSE AGREERMENT and terminating with
the coopietion of the Final Benchmark conceived, planred,
organizcd, controlled and perforzed dy GI for developsent of
production technology as well as manufacturs of LICENSED COMPOUND
by means of recombinant DNA folloving the latest standard of
science and CMP.

1.11 SUPPLY AGREEMENT shall mean this Agraaaant.

1.12 TERK. This Agreement shall bscome effective upon full
execution snd ehal)l continue {n full forca and effect “nlesxy
zodified or tarminated in accordance vith any provision hereor?
- fox a period of 10 years as of BX's first commercial sale aftar
R, spproval in any country in the TERRITORY and/or the last patent
to expire or until axpiry of the Licanse granted pursuant to
Article 6 of the LICENSE AGREENEXT, whichever is longer.
Articles 5.2 and 9.3 of the LICINSY AGREEMENT anhall also apply.

1.1) TIRRITORY shall ®mean tha countries and territories
specified {n Schadula B and C of the LICINSE AGRIZMENT.

1.14 VALID CLAIX shall mear a claiz of an unexpired patent
or inventor's certificats which shall not have been vithdrawnm,
cancelled or disclaimed, nor held invalid dy a ecourt of
competent jurisdletion in an unippealed or unappealable decision.

 a .. 1,13 WEIGHTED AVERAGE NET SELLING PRICZ shall mean the
.2 selling price per gram ( ék _  sctivity units/mg of protein) of
=2 LICENSED PRODUCT communicated” to GI by BX on January 31 of each

YEAR ard defined as total NET SALES of LICENSED PRODUCT over the
previous YEAR divided by grans of LICENSED PRODUCT sold by RM,
ies APFILIATES and sublicensees over the same period,- Schedule 2
of this SUPPLY AGREDMENT {llustrates the calculation of WEIGHTTO
AVERAGT NET SELLING PRICE and its use ir calculating paysent due
Gl for supply of INTERXEDIATE.

ahttLy
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1.16 YEAR shall mean the calandar year. .

SECTION 2. FEURCHASE AND SALY OF INTERMEDIATE

2.1 During the TERX of this SUPPLY AGREEMENT, GI shall make
its bast reasonabls afforts to sall and supply to BK and AN shall
purchass from GI such quantity of INTERMEDIATEZ an BM may require,

in accordance with Paragraph 7.2 of this SUPPLY AGREEMENT, durling
] each YEAR of this SUPPLY AGREENERT, commancing with cthe

execution of this SUPPLY AGRIZMENT, subject to the provisions
hereinafter met forth. -

2.2 GI hersby represents to BN that GI has ability and
access NECesSATY to fulfill BXM's regquliresants for tha
INTERMEDIATE.

2.3 84 shall asupply to GI as far as available any dara,
certifications, and material nscessary for GI to obtain and
maintain export approval from the U.S..

SECTION 3. JINXTIAL PRODOCTION AND PURCHASE OP 130
GRANS INTERMEDIATE AND SUBSEQUENT QRDERS

3.1 BN harsby places an order for 130 grams of INTERMEDIATE
to be manufactured at GI's Canmbridge facllity. GI shall supply
this material to EX according to the followving special terms and
conditions and in accordance vith the Erythropoietin Qualiey
Assurance Plan as defined in Schedula 1.

1,2 BM shall pay GI for tbis INTERNZDIATE at the rate of US

¥ per gram in recognition cof 2) cthe significant costs

‘tnvelvad in converting suck Cambridge facillty to a commercial

CHP and FDA-inspected manufacturing site, b) 4ts comparatively
high cperating cost, and c) GI's loet opportunity cost.

3.3 B¢ agress to indemnify CI for all exceeding 3

of GI's manufacturing revenus which results or arises from
an ¥ or ¥ in a ¥ GI with * ot
a

* L e P
. (3:_ _ (as described in Section X% of the LICENSE AGREEMENT),
ar{sing out of GI's manufacture of the arforesaid 1310 qrams,

except for the E 3 portion of any
which is based solely on GI bad faith or siwilar conduct. In any
cvent, B¥ shall not be responsible for CI's * . in

W . « Any sueh ¥ aust be.agresd upon
betorshand {n writing by BX. . T L

3.4 1f » change in the manufacturing process is required by
the Comamittee of Proprietary Nedlcal Products of the European
Comnunity or one of its membar States (herwinaftar referred to as

R B
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H

CPMP} such that INTERMEDIATE produced by that process cannot be
sold by BN, BX shall have thé right to suspend production of the
130 gram order at GI until such a time as the necessary process
sodifications have been made. Quantities already produced shatl
be shipped and inveiced to BX and paid for by BM. In such event,
as 300on a8 possible, the Partises shall reviev the changas
proposed by tiva CPXP requlatory authorities and shall develop a
plan to iaplemen: the nez13sary process modizications at GI.

3.5 GI shall share ons-half in the inventory carrying cosc

. of any unused paterial should first market ipproval of
) INTERMEDIATE in the TERRITORY be delayed beyond X
p: provided, hovever, that GI's share shall not be more than x
w per annuz of the value ©f the inventory and such

Soligation shall not extend beyond -

.

SECTION 4. FORECASTING AND ORDERING

4.1 BM's planning procedure for all its supplies is based
on a rolling twelve~-mponth forecast vheredy BX gives its suppliars
a tvalve-month forecast f£or naterial to be supplied which s
Q updated on a quarterly basis. B4ginning on Septanmber 1, 1988 and

continuing few the TERM of this SUPPLY AGREEMENT, BM shall supply
to GI such twvelve-month forecasts of BM's anticlipated
requirements of INTERMEDIATE for the following tvaelva-sonth
pericd. Such twelve-month forascasts shall ba binding upon GI and .
BM to the extent that GI shall be obligatad to supply up ts »
percant of the amount of INTERMEDIATE stated in sueh ferecasts
for the applicable tvelve-month periods, and 3% shall be
A cbligated to purchase at least > percent of the amount of such
torecast foy the applicable twelve-month periods.

¢.2 Except for the inltial order of 130 grams, all ordars

4 for INTERMIDIATE by BM shall be made by subaisaion to GI of a

i purchase order specifying the quantity of INTIRMEDIATE ordered.

. Such purchasse orders shall be submitted to GI not later than 3

' » prior to the dite on wvhich GI i{s requesstad to make the

“first delivery of INTERMEDIATE.

o 4.3 GI shall not bs regquired to accept purchase orders

calling for delivery of less than ¥ of INTERMEDIATE oy,
with respect to any particular tvelve-month paricd, more than w .

percent of the asount of INTERCEDIATEZ sst forth In tha relevant

N tvelve-month forecast. In the event that, with respect tc any
: particular tvelve-menth period, BX shall submit purchass orders

% calling for delivery of less than ¥ percent of the amount of
INTERMEDIATEZ set forth in the relevant twvelve-month forecast, BM
shall resain okligated to pay GI for such shortfall in an amount
aqual to ®r times the WZIGHTED AVERAGZ NET SILLING FRICE
3 of LICENSED PRODUCT times the aaount of INTERMEDIATZ that vould
conprise the balance of 2 percant {n the relevant twelve-sonth

AM 67 004852
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- period.

¥ SECTION S. QUALITY GONTRQL

. %.1 BW shall analyZs each suipsent lumediately upon
receipt. Shipaants shall be considered to corply wvith BM
Certificata of Analysis specifications (attached haerate as
Schedule 1) unless BX gives GI notice in writing and supporting
documentation that it does not consider a particular, shipment to
comply within 3¢  days of receipt of that shipment. If B
gives GI such Fotice, CI will thersupon be glven accuss to the
shipment in quastion to conduct its own analysis thereof, and the
PARTIES will endeavour to agree amicably as to whether or not the
shipsent does coumply with the specifications,

RS

INTERMEDIATE shall ks manufactured in accordance vith the
frythropoietin Quality Assuranca Plan (Schedule 1). This
Quality Assurance Plan nmay be revised by the PARTIES in order to
conforms vith regulatory changes or procedures in a mannar
nutually agreed upon by the PARTIES. In particular, compelling
requlatory reasons for such modification of the Quality Assdranca
Plan will ba imaediately addressad by BN and GI.

i Ak

5.2 In the event that the PARTIIS ars unable to agras as
*4 wvhathar or nat a given shipnent complies with the
specifications given in Schedule 1, ths queation will bae
subvitted to an independent quality control laboratory agreed
upon by both PARTIES. In ths event that CI concedes or the
independent quality control laboratory finds that ths shipment in
question does not coaply vith the specifications given in
Schaduls 1, GI sball prosptly and without cost to BX supply BX
vith ths same quantity of INTERMEDIATEZ coaplying with thae
spacifications as ocutlined in this SUPPLY. AGREEMENT or othérwise
agreed upon {n writing as contained i{n the shipment Ln question.
Such shipsant shall satisfy and discharge any claims or potsntial
clalms of BX againat GI in regard to such shipmant. Cost for the
{independent quality control laboratory shall be dorne by the
PARTY whose results are wvroeng.

00,

$.) buring the pendency of a disputs that raguires
‘settlansnt by an independent laboratory under tha above
Paragraph, Gl will make lts best reasonabls efforts to rsplace
proaptly the pertion of such shipzent under dispute until such
dispute 1s resolved. CI shall sndeavour to maintain an emergyency
inventory of INTERMEDIATE Zfor this purpose of at. least the
magnituds of the shipmant under dispute.

AM670004853 AM-ITC 00789547
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SECTION 6. PRICES AND PAYMENT

6.1 GI shall invoice BM for each shipment upc. delivery of
INTERMEDIATE and corresponding GI Caertificate of Analysis
(schedule 1). BX shall pay * of each shipwmert within
T days folloving receipt by B of such invoica-as vell as
shipment snd shall pay ¥ . of such
involce within & days of Teceipt of such shipment.

6.2 All shipments shall be made C,I.P7. Frankfurt.

6.3 BN shall dsliver to CI on January 1 of sach year a
written report shoving its computation of the WEIGHRTED AVERAGE
NE? SELLING PRICE per gram for LICENSID FRODUC? in the TERRITORY
over the previcua twelva-month peried. Such annual WEIGHTED
AVERAGE NET SELLING FRICE per gran shall be used dy GI in the
calculation of payment due from BM hereander.

€.4 For INTERNEDIATE produced at GI's Cambridge facilicy
exceeding the 130 grams to be supplisd pursuant to Section 3.1,
above, BM sball pay GI parcent of BK's WEICHTED AVERACE NET
SELLING PRICZ of LICYNSED FRODUCT in tha TERRITORY or US *®
per gcam of INTERMEDIATE, vhichever is grsater, Kowever, if the
total of the rovyaitles due GI under Section 7.1 of the LICENSE
AGREENENT. and the payment for IKTERMEDIATE is more than x
yercent of the WEIGETED AVFERAGE KZT SELLING PRICE of LICENSED
PROCUCT in the TIRRITORY then the PARTIES shall negotiate in good
talth a reducsd supply price for INTZRMEDIATE.

8.5 Por INTIRKEDIATE produced at GI's Andover facilitiss,

BX shall pay GI X percent of BH's WIIGHTZD AVERAGE NET SELLING
PRICE of LICENSZD PRODUCTS.

6.6 Should for any coopelling ragulatory reasons supply of
INTERKEDIATE cut 6f Cambridge be necassary, CI shall be obligated
to maintain producticn in the Cambridgs facility.

6.7 Bxcept as modified in Paragraphs 6.1-6.5, above, tha

provisions of Sectiocn 8.2 of the LICINST AGREEMENT shall remain
““in sftect,

6.8 (a) Yor supply of material pursuant to Paragraph 6.4
of this SUPPLY AGREIMENT, the initial invoice price per gram for
INTERMEDIATE shall be US F f i

(b) Tor supply ©of material pursuant to Paragraph 6.S$
of this SUPPLY AGREXZMENT, the initial invoice price per gram for
INTZRMEDIATZ shall ba agresd upon by the PARTIES prior to
placenant of tha first order. Such initial inveice price per
graz shall be calculated as x parcent of the WZIGHTEZD AVERAGE
NET SELLING PRICE per gram of LICINSED PRODUCT in the TERRITORY.

n(12j
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(¢) Thersafter, during each December after the first
bona ride commarcial sals folloving ragulatoyy approval the
fnitial involce price per yram of the LICENSED PRODUCT shall ba
based on the WEICHTED AVERAGE NET SELLING PRICE par qram of
LICENSED PRODUCT in the TERRITORY during the pravious tvelve-
month period.

(d) TYor supply of material pursuant to sithar
Paragraph 6.4 or 6.5 of this SUPPLY AGREINENT, any adjustments
and resulting paysonts to GI or BM necassary due to varianca
betwveen actual payments to GI for INTERMEDIATE in a given YEAR
and the calculation of tha amount dua to CI based on the VZICHTED
AVERAGE NET SELLING PRICEZ per gram of LICENSED PRODUCT in tha
TERRITORY over ths presvicus YEAR, shall be sattled by January 31
of the following year.

6.9 Monevary converslons from the currency of & feorsign
eountry in which INTERMEDIATZ is 30ld into currancy of the
Fadaral Republic of Germany shall be made at tha averags official
axchange rats in rforce in the countyy over the calendar quarter
for wvhich ths supplies aru aads. IZ thers iz no such official’
rate, the conversion shall be made at the rats fo0r such
remittances on that cate as certified by Deutsche Bank iC,
Frankfurt, Fodsral Republic of Germany. The average shall be
computsd by dividing the sum of the rates on tha first business
day of each I’onth of that quarter by thres.

€.10 Should the aversge buying rate of DM per US dollar
vary by more than x percent {ros the currTent exchangs rata ¥

* ; durirg a given calendar quarter, then ths price
to be paid for any supply as calculated at ths above-liisted
exchangs Tats shall ba adjustad by x the excess ovar salcd
» parcent varistior to cushion the affect of sald fluctuation.
Tha ralsavant currency sxchanga rata shall ba that listad (n the
wWall Streat Journal.

SECTION 7. ITECHNOLOCY TRANSFIR AND PRODUCTION RIGHTS
7.1 ZTachrology Tranafer

In accordance vith Paragraph 8,3 of the LICENSE
AGREDICNT, GI undertakes the following activities:

(a) GI wvill continus to provide documentation

relating to its process for manufacturing INTERMEDIATE as soon
as available, commancing ismediately.

(b} €I will provide cartain technical assistanca to
BM Tor BM to initlate the wmanufacturing procass ar BN's

nir 122
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tacilities.

{c}) When practical, €I vill invite BN's
tachnical personnal to be presant during the production of
INTERMEDIATE in the Cambridgs facility. Such visit shall be
accanged and agreed upon by the technical staff of the PARTIZS.

: (d) Technical assistance requiring a commitment from
GI in excess af A man-hours will be cospensated to GI by BN at
us Y _ Pper wan-sonth.

7.2 Eroduction Righty

(a) The PARTIES agree to raeplace Schedule C of the
LICENSE AGREEMENT vith the following lanquage:

($) €I shall supply 100 psrcent of BH's
INTERMEDIATE requiresents £or eich of the first thres tvelve-
month pericds folloving the fixrst bona fida comaercial sals of
LICENSED PRODUCT folloving approval in any country in ths
TERRITORY. Therealter, GI and BY ahall each have the right to
supply fitey percent o2 INTERMEDIATE requirements in ths
TERRITORY in sach folloving twelve-month period.

{ (11) Upon twalve months advancs written notice to
GI, BM can request GI to supply additional quantities at
INTERMEDIATZ vhich exceed the gquantity othervise alloecatad te GI
above.

SZCTION 8.  MANUFACTURE

8.1 If GI ls prasventad or unable to produce INTERMIDIATE
for any reason, BN will instsad manufacture 100 percent of its
requiressnts and vill, in order to compensate GI for its
inabllity to manufacture INTERMIDIATE, pay GI an additiomal ¥
percent royalty on NIT SALES pursuant to Saction R.2 of the
LICENSZ AGREEMINT,

SECTION 9. VALIDATION OF MATERIAL YO
ALTERMATIVE MANUPACTURING SITES

9.1 BMoth PARTIES shall commit to qualify doth Andover

and Penzbery &s approved manufacturing sougrces for INTERMNEDIATE.
GI shall-he raesponsible for supplying BX in time with thae
necassary documentation relating to the identity end homogeneity -
of INTEZRREZDIATX produced fros the Andover and Cambridgs
facilities, RN shall pe rassponeidle for all documsntation
necassary to obtain requlastory approval for beth the Andover and
the Peniberg facilities in the same Product Licanse Application
("PLA"®) amendsant for all Covernment Requlatory Agencies. The
PARTIES shall agree on a detailed plan to allov timely exscution
of such PLA.

neLes
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SECTION 10. WARRANTY

160.1 GI wvarrants that any INTERMEDIATE delivered under this
| SUPPLY AGREEMENT shall conform to the spacifications outlined in
{ scheduls 1. ©€I's scle obligatien and BM's sole and exclusive
; vesedy for a breach of the varranty contalned In this Sectlen
10.1 shall be limited to replacement of the noncontoraling
INTERMEDIATE as set forth in Section 5.2.

SECTION 11. MISCELIANEOUS

11.1 This SUPPLY AGREEMENT a3 well as the LICZNSE

AGREENENT including thair respectiva schadulss (vhich schedules
are deemed to be a part of this SUPPLY AGRZEMERT for all
purposes) contains the rfull understanding of the PARTIES with
Tespect to the subject matter hereof and supersede :ll1 prior
understandings and writings relating thersto. Ro vaiver,
alteration or modification of any of the provisions heraof shall
ba binding unless made in vriting and signed by tha PARTIES by
their rexpectivs officers thereto duly authorized.

e

pwyiY

[T Ve

11.2 In case of contradiction between this SUFPLY AGREEMENT
k and Sactlon 8.2 and Scheduls C of tha LICENSE ACREEMENT, the
™ terms of the SUPPLY AGREEHENT shall centrel.

11.3 BEX shall be responsidble for any and all import duties
and taxes associated with the supply and shipment and sale of
INTERMEDIATE.

11.4 This SUPPLY AGREEMINT shall be governed by and
interpretsd in accordance with Sviss Lav, Any 3lspute,
controversy, or claim arising out of or relating to this SUPPLY
ACREEMENT which cannot be amicably sattlad shall be refarred to
arbitration held in Zurich, Svitzerland in the English language
in accordanca vith the rulss of tha Chamber of Commerce of
. -~ gurich, Svitzerland teo the exclusion of any othar court. The
N Court of Arbitration shall decide finally and exclusively.

11.5 In the event that either PARTY is preventsd from
perforsing or is unable to perfora any of its obligations under
this SUPPLY AGREEMENT due to any act of God, fire, casualty,
flood, war, strike, lockout, fajilure of public utilities,
tnjunction or any act, sexercise, assertion or requirement of
govetnaantal authority, includling any governmental lav, order or
'3 regulation or any prelisminary injunction permanently or
e tamporarily prohibliting or reducing the level of research,
developmant or production vorkX hereunder or ths manufacture, use

Y or sals of LICEZNSED PRODUCTS: epidemic, destructlion of production
tacilities, riots, insurrsction, inabllity to procure or use
s materials, labor, squipment, transportatien or energy sufficlent

il

AM 67 004857

CONFIDENTIAL
SUBJECT TO PROTECTIVE ORDER

AM-ITC 00789551



Case 1:05-cv-12237-WGY Document 878-11 Filed 08/27/2007

Page 13 of 22

11

to meet experimentation or manufacturing needs: or any other
causs beyond the rsasonable control of the PARTY {nvoking this
sectien 11.7 Lf such PARTY shall have used its best efforts to
avoid such occurrencs, such PARTY shall give notice to the other
PARTY in writing prosptly, and thereuspon the zffected FPIRTY's
perZorzance shall be excused and the time for perfoTmance shall

L0 0 Ot anll

e lodi

be aextended for the period of celay or inab{lity o perfora cue P
A to such occurrencs. - LI
S IN WITNESS WHUEIREO?, “h= PADPTIES, through thelr authorized

r officers, hava axscuted this SUPPLY AGREEXENT as of the

q e day of , 1983.

3 ) \\u,_‘ k,/(h%ﬁ,) Cpatositd Sammer|

DOEHRINGER MANNHEIX CMBH GENETICS INSTITUTE, INC.
2L
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Gchedyle 1

Quality Assurancc Plan

General

The quality of EPO as a 4-ug manufactured by recombinant ONA
zecbnology is substantially detarmined by the production
procedure. therefors, the bDasis of this Quality Control
Agreement is the production procedure (including its process
controls) which has beeh agreed upon by CI and BX, and vhich
vill be notified to tks authorities in BN’s application file.
Jny deviation from ths agreed production and quality control
procedurss occurring in the course of the production gpust be
brought to BY’s attantion, 5o that consequences can be drvan
jointly.

s basls for tir agreed production and quality control
preceduras the following regulatory Juidelines are
2cknovledged in thelir curXent version:

connission of the Furopean Communities *0n' the Productiem and
Quality Control of Medicinal Products darived by Recondinant

ONA Technology™. .

Comalssion of the Europsan. Communities "Wotice to Applicants
for MarXeting Authoriratien for Proprietary Medicinal
*roducts in the Mendber States Of the Eurcopean cCoxpunity=.

WHO "acceptability of Céll Substrates for Producticn of
Biologicals®. .

Pnar=aceutical Inspection Convention (PIC} ~Cuidelines for
the Hanufacture of Active Pharmaceutical Ingredients (B:ik
Drug Substancas)”®.

¥DA "rPoints to Consider in the Production and Testing of New
Drugs and Biologicals Produced by Recoabinant oA
Technology~.

ToA "C:iZe to Inspection of Bu'lk Prarmacauniaal Tnuzical
ranulaciuzing®.

L TTEprIe Adey Date

e 15 Miv. 88

v P e ——————- .

&L Wienrinn Sruger [RXINY
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IT. ﬁes_sﬂlﬂ&i&n.s.r.m_ﬂmlwm

A, GI Certificate of aAnalycis Aszays
v letin ¥Ys for Commexcial

Assayl Taxget specification:?

Yes GIY

Yes GI

Yes GI %
% Yes GI !
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* tes GI *

Yes GI

1 Assays corducted and pald for by Ganetics Institure
? Onits expressed in mg protain

—_ -

Or. rredric Bader

!

—

ur

Prof. Dz, DLe::tSGb iger
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AM670004862

N T Pt T T B T T P e e SN TN S Ry
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5

by
e

Target Specification

RTINS

I:p 0
e

{ v *

All assays listed above are condu

.. . ct d s
3 a pIavy Listed ed {n the recponsibility of Bx,

.

RS x

N In the event that a mxple assays * M

% reassay such sample and average tHe results of thc' ity

‘ “assays.
S, ¢

Llol 1 TF

_. Dr. Fredric Bader Date
e

/1*,4_“_1(:__" AT V. 88

[ ’

v
. g Ty

LT D i
e

L

: - 00129

"- .
7, — - . I E——— A a3 Y
hersy G L YL BRI he D, o T T g T R M S
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All Assays vill be conducted by Genetics Instituts.

Prol. Dr. Dietrich Xruger

60130
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v, Cs a (

Adventitious Virus:

Ratrovirus: *

Micyobial: ) %

Identity:

¢  Will not be parformwed on ¥ and ¥ : . iy
*v Will only be performed on and x KX
13y
- . ¢_:.‘.
e Y. PR
Sr. Tredavic Bader Date . )

@Zur ] . M. 88 i

P .-
Frui. pe. miherich Neugur 00 ;
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- 19 -

.
L4

pr. rrcdtlﬁi Bader

Mz,c

prof. Dr. Didzzieh xroger

\]
r, \‘|

132
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Schadule 2

CALCULATION OF WEIGHTED AVERAGE KZT SALEZS PRICE

» AND PAYMENT DUE GI FOR SUPPLY OF INTERMEDIATE

23 ASSUMPTION: BM SELLS 200 willlon AU LICENSED COMPO

i’ as follovs: VD in YEAR A

; (Millions)

g: =

; % vials x % AU/vial (¢ ¥ /vialys 3 x

.. X vials x ¥ AU/vial (8% svial)e « »

B

H X vials x ¥ AU/vial (@ ¥ /vial)e *
Total - 200 L 4

THEREFORZ : Total NET BALIS YZAR A

- ¥ xsales = % xy= % =nilllon

LICENSED PRODOUCT sold YEAR A

- 200 million AU/ AU/3g = ¥ g

WEICHTED AVERAGE NET SZLLING PRICE in YEAR A
- ¥ /¥ W~ X% /g

8- TXAMPLE: For supply of materisl in YFAR A: .

r

WID AVERAGE NET SELIING PRICE x ¥ = SUPFLY PRICZ
- ¥ X yx- 3 /m

0133
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RECAVE])

MAR 2 150
IES AND EXCHANGE COMMISSION
Washington, D.C. 20549 Jacktel It sica Serve

PORX 10-K Guithosbiny, Marylend

Annual Report Pursuvant to Section 13 or 15(d)
of the Securities Exchange Act of 193¢

for she fiscal year ended Movember 30, 1989 Commission file no. 0-14587

GENETICS INSTITUTE, INC. i
(Zxact name of registrant as specifled in its charter)

Delavare . 04-2718435
(Stace or otner jurisdiction ; (IR, 5. Employer
of incorporation or organization) Identification No.)

87 CambridsePark Drive, Cambridqe, MA 02140
(Address ot principal executlve offices) (Zip Code)

Regiatrant's telephone number, including area code 1517) 876-1170
Securities registered pursuant to Section 1I(v) of the Act:

None
Securities registered pursuant to Section 22(g} of the Act:

ccmmbn Stock, $.01 pa: value
{Ticle of ¢lass)

$4.00 Convertible Exchangeable Preferred Stock, $1.00 par value
{Tictle of class)

indicate by check mark whether the registrant (1) has filed all reports

required to be filed by Section 13 or 15(d) of the Securities Exchange

Act of :934 during the preceding 12 moaths (or for such shorter period
" tnat the registrant was required to file such reports) and {2) has been
- Stk subject to such filing requirements for the past 90 days.

Yes X No

The approxisate aggregate market value of voting stock held by non-
gffiiiates of the registrant was $369,605,944 as of Fsoruary 15, 1990.(A)

. The aumber of shares of Common Stock outstanding as of February 15, 1990
. . was 13,177,770, .
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