33"'°';3

)

GM | (M lolulgf'
fMﬂM ﬁ{jm{j ﬂpg‘/“lj}ﬁyfj

Artlcle III. PAYMENTS TO LICENSOR:

A. _In con51derat10n of the rlghts granted Dy LIChNbOR to

LiCENSEE hereunder, LlCENSEE will pay to LICENSOR the sum of -
_ Thousand Dollars | ) in three egual 1nsta11men '
. of ‘ Thousand Dollars (___ ) each, the first such

installment being due and payable promptly after the execution of

: this Agreement, the second such installsent belng due and payable: 6n

~being due on or before the expiration of .the second full year

-payment undex thls Paragraph B.

or before the expiration of the first full year follow1ng the
execution of this Agreement, and the third and last such 1nsta11ment

foIlewxng-the executlon of this Agreement.

B. In further con51deratlon of the rlghts granted by LILENSOR

'J_to LICENSEE hereunder, LICENSEE will pay to. LICENSOR S ;

(1)3 a royalty equal to ;_; per cent ( %) of the Net Sales
' Prlce of all Licensed Products sold by LICENSEE......

provided, however. that all payments made under Paragraph A of this
Article shall constitute a credit to LICENSOR which shall be set -off
against payments to be made to LICENSOR under this Paragraph B of

‘this Article to the extent of fifty per cent {50%) of each suéh

~ Licensed Product in any of the follow1ng countries by LICENSOF

L ICENSOR shall pay to LICENSEE the sum of U.;
Fﬁ;Dollars {U S. $” o )-' gk R ‘ =

‘Drug Appllcat1on 1n the United States Ffor the Marketlng of a

UOS- DOllars (U S. $ -___.)t

'Dollars (U S.'$ = ).~

‘Dollars (U S. §_ Yoo

IV FURTHER PAYMENTS

1. Within thlrty {30) days after Effective Date, LICENSEE
shall pay LICENSOR a one time license fee in the amount of

thousand U. S. Dollars. (U 5. $_____ ).

2.  Within thirty (30) days after the filing in the Unitéd

'States by LICENSEE of an application for an IND (i.e. Notice of

Claimed Investigational Exemption) for any Licensed Product, 6r oney-
(1) year after the: Effective Date, whichever is earl1er,'LICENSEE
‘'shall pay to LICENSOR the sum of : thousand U.h.

3;:: W1th1n thlrty (30) days after the completlon of phase IT

";.studles by LICENSOR in. the United States on the Licensed Product for
. any 1nd;cat1on or four (4) years after the Effective Date, whichever
. is earlier, LICENSOR shall pay to LICENSEE the sum of

L thousand U S. Dollars (u. S._$ ).-~ ST

4._j Wlthln thxrty (30) days after the flrst marketlng of |the
Brazil, France; Germany (West), Italy, Spain and United Klngdom, or
five (5) years after the Effective Date, whlchever is earlxer{_ '

5. E w1th1n thlrtY (30) days after the flllng by LICENSEE 1h the

. 'United States of a New Drug Appllcatlon for any Licensed Product, or -

six (6) years after the Effective Date, whlchever 1s earlier, :
LICENSEE shall pay to. LICENSOR the sum. of - : U.5.

6;-* Within thlrty (30) days after the approval of LICENSEE'S

Licensed Product, LICENSEE shall pay LICENSOR the sum of




‘7._5 All payments made. pursuant to Paragraphs 1-6 above shall be

'credlLEEre “yuinsi one half of earned royalties set forth in ARTICLE
_III above payable in each calendar quarter.

ARTICLE V. - '.BEST EFFORTS-_-

LICENSEE shall use 1ts best efforts to promote the sale of
Licensed Products in the Territory. Should LICENSEE fzil to reach

‘at least a market share of five percent (5%) of the total_merket in"

any country of the Territory after a period_of three (3)-years from
the introduction of Licensed Products in said country, LICENSOR

' shall be entitled to convert the exclusive license granted to%
LICENSEE pursuant to Article III in said country to. a non-exclusive

license, Said conversion shall become effective six (6) months
after LICENSOR has notified LICENSEE in writing of its dec1510n.

‘~development, the date of first commercial sale,’ gross sales bv

o contracted rights of the United States Government ‘or any of its.
'-subd1v131ons, to all or part of the UNIVERSITY Patent Rights, and

.5to recognrze such prlor rlghts.

L

7. (a) UNIVERSITY has determlned that the exclusive license
granted under this Agreement is necessary as an 1ncent1ve for,
commerclal development of a Product. : '

_ :_(b) In recognition of this, COMPANY agrees to use all
reasonable efforts to:effect introduction of a Product into the

"commer01al market as soon as practicable, consistent with sourd and

reasonable bus1ness practlces and. Judgment.

' _ 'To this end, COMPANY shall as soon as practlcabl
after it has been determined by COMPANY that a Product has. é
commercial potential, design an evaluation and development protocol
to support new drug application(s) as necessary for- commerc1al use
of the method. COMPANY shall, at its own expense, arrange. for the
preparation of all materials necessary for carrylng out the P
protocols. :

COMPANY ‘shall ‘provide UNIVERSITY with a wrltten annual
report regardlng the development and commercial use that is being
made or intended to be made of inventions covered by UNIVERSITY
Inventions. Such reports shall include information regarding :

COMPANY, and gross royaltles pald to UNIVERSITY..;-

: - Ne1ther this Agreement nor any part(s) thereof are to be
construed as at variance with or in derogatlon of any statutory or

the parties hereto assert and declare thaL it rs thelr mutual intent

9._f Except as requlred by law, neither UNIVERSITY nor COM?ANY

f&ishall originate any publicity, news release, or other public
"jannouncement, written or oral, whether to the public press, to .
“stockholders,.or otherw1se, relating to this Agreement to any

amendment hereto or. to performance hereunder or- -the existence of an

’”_arrangement between the partles w1thout the prlor written approval
eof the other party.:; : o

' T ARTICLE VIITL o
NEW DRUG APPLICATION AND OTHER OBLIGATIONS,'

1. LICENSEE shall use all reasonable efforts to carry out the
clinical trials and experimentations necessary for the purpose of-

. obtaining governmental approvals. LICENSEE shall promptly prepare a .

cllnlcal development plan (tlme and event) and submlt it for ;




@

approval of LICENSOR, which approval shall not be unréasonably
refused, it being understood that the expenditure under such plan in
the United States shall be at least $___ = = out-of- pocket plus
$ _ internal costs. ‘'No less than once every six (6) mon?hs,
.LICENSEE shall inform LICENSOR of the progress or results of any

clinical trials and other experlmentatlons by LICENSEE and/or its .
Affiliates carried out or being carried out for the purpose of; -

obtaining approval of the necessary governmental authorltles te
.market Llcensed Preduct in the Terrltory.

1
‘
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2. LICENSEE and/or its Afflllates shall commence marketlng
Licensed Product in each country of the Territory promptly after
receiving all necessary governmental approvals for such marketlng
and LICENSEE. shall promptly notify LICENSOR in wrltlng of the
commencement of such marketing.

3.‘“ LICENSEE shall promptly advise LICENSOR if it and its
Affiliates decide not to market Licensed Product hereunder; to
discontinue, other than for reasons of force majeure, the marketing
of Licensed Product in any country of the Territory; or to not
resume the marketing of Licensed Product in any country of the .
Territory following expiration of any reason of force majeure.| Such
notice shall serve to termlnate this Agreement as to that country of
“the Territory. : - :

4. The parties shall promptly advise one another of any
confirmed instances which come to their attention of severe or;
unexpected reactions from the use of Llcensed COmpound and/or
3L1censed Product..

4.5 COMPANY shall use best efforts to develop PRODUCTS fof :
. commercial sales and distribution throughout the world, and to! such
~end COMPANY, its AFFILIATES or its LICENSEES shall seek to achieve . 5
the following three (3) objectives within the designated years; C : i
-following the completlon of SPONSORED RESEARCH in accordance with
the followlng schedule.. : :

pursue clinical evaluation of a PRODUCT and in connectlon
" therewith to take all actions. ‘necessary under the Food,
Drug and Cosmetic Act (21 USC 301-391), and (ii) to
~ determine whether to manufacture such PRODUCT for L
commerc1al sale to 1nform UNIVERSITY of such determlnation:

'a.“”;wlthln s (" ) years, to (i) 1n1t1ate ‘and diligently

'b. f'w1th1n'”;' “(_;_) year, (1) manufacture and distributé
- " PRODUCT for market testing, rand (ii) to introduce PRODUCT
"~ in the United States, Europe_and.Japan: and

c. 'withinﬂ____t" ) 'years announce and market for generaL

commerc1al sale a. PRODUCT on a world w1de basxs..

“prOVIded, however, that UNIVER§£gz‘ﬁhall_ng$munggaﬁgn§b1v w1thhold

its assent to any revision in sych schedule whenever requestediin
writing by COMPANY and supported bx_ev1dence_of technical
difficulties or delays in the clinical studies or regulatory process
" that the parties could not reasonably have avoided. Failure to
achieve the above objectives shall result in UNIVERSITY hav1ng the
right to cancel any exclusive license granted hereunder or" convert
any exclusrve llcense to a non- exclu51ve lxcense. :

4 6 'At intervals'no longer than every gix (6} months, COMPANY'
shall report in writing to UNIVERSITY on progress made toward the
sald three (31 objectlves. ' '




o out51de of the FIELD.

4.7 Nothlng herein shall be construed to prevent URIVERSITY
from licensing. any INVENTION, PATENT RIGuY, or RESEARCH Iﬁfuuun¢10u
to any other for manufacturing, using or selling of .any methed_

.

Vi

royalties paid to UNIVERSITY.

4,5 UNIVERSITY and COMPANY recognize and hereby acknowledge
that the Products will have been made in the course of. research
carried out under a grant or award which is governed by the GPR.
UNIVERSITY and COMPANY affirm their intent to comply with appllcable
regulations relating to inventions developed under GPR and more
spec1flcally as follows- :

{a) . UNIVERSITY has determined that the exclusive llcense

granted under this Agreement is necessary as an incentive for

commerclal development of the Products. .. . e _é'

(b) In recognition of this, COMPANY agrees to use;ali
reasonable efforts to effect introduction of the Products into; the
commercial market as soon as practicable, consistent with sound and
reasonable business practices and judgment., To this end, . COMPANY
shall as soon as practicable after it has been determined by COMPANY
that a Product has commercial potential, design an evaluation and
development protocol, including but not limited to clinical studles
and a market evaluation, for such Prodact, COMPANY shali, at 1t°
own expense, -arrange for the preparation of all materlals necessary'
for carrylng out the protocols.' ' :

{c} 1f COMPANY ceases to use reasonable efforts to
1ntroduce a Product after determining that it has commercial :
potential, or if UNIVERSITY notifies COMPANY that it has determlned
that a Product has commercial potential, and COMPANY declines to use
reasonable efforts to introduce such Product, then all right granted
to COMPANY hereunder with respect to such Product shall reverti
completely to UNIVERSITY four (4) months after written notice of_
same from UNIVERSITY to COMPANY and UNIVERSITY shall retain an; :
irrevocable, world-wide, non-exclusive right and license, with: the
right to grant sublicenses, under COMPANY Inventions and related
technology and know-how disclosed to UNIVERSITY pertaining to Such
Product reverted to UNIVERSITY. 1In such event, COMPANY will no
longer be obligated to pay foreign patent costs under Part 2. 3(b)
hereof associated with such Product and UNIVERSITY shall be free to
exploit such Product,_rncludlng the licensing of third partles? In
the event UNIVERSITY sublicenses a COMPANY Invention, and/or related_
technology or know-how, UNIVERSITY shall pay COMPANY one-half of
royalty income received by UNIVERSITY under such sublicenses and
attributable to a COMPANY invention and/or related technology or
know/how, until COMPANY recovers its expenses in carrylng out ltS

. portion of the Program, such expenses to be determined in accordance

with established accounting prinicples. 1In the event UNIVERSITY

‘sublicenses a COMPANY Invention covered by an issued patent owned by

COMPANY, UNIVERSITY shall pay COMPANY one-half of royalty 1ncome

':recelved by UNIVERSITY under each such sublicense and attrlbutable
‘to such COMPANY 1ssued patent for the- life of such patent. :

Part“S - General Prov151ons

‘5.1  COMPANY shall prov1de UNIVERSITY wlth a written annual
report on or before November 1 of each year covering the precedlng
year, ending September 30, regarding the development and/or

commercial use that is being made or intended to be made of all

inventions covered by UNIVERSITY Inventions and COMPANY. Inventlone.
Such reports shall include. information regarding development, ghe
date of first commercial sale, gross sales by COMPANY, and gross
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‘introduction to the public: - UNIVERSITY agrees to use reasonable
‘efforts not to disclose or transfer RESEARCH INFORMATION to other

than COMPANY without the prior written approval of COMPANY except as’
' prov1ded for in. paragraphs 3.2 (a) and (b),_4 1 and 4. 6. oo

_ 3.1{(a) - UNIVERSITY and INVESTIGATORS ‘may, but are not
obliyuwuss LO, reuveive from COMPANY, COMPANY proprietary .
information. . Such proprietary information shall be de51gnated, in .
writing, as COMPANY's proprietary information at the time it is -
offered to the UNIVERSITY (COMPANY PROPRIETARY INFORMATION) and
UNIVERSITY AND THE INVESTIGATORS shall have the option whether or
not to accept the 1nformat10n so de31gnated If . accepted, } '
UNIVERSITY's only obllgatlon with respect to COMPANY PROPRIET@RY
INFORMATION is set forth in the following 3.2(a). The obligations

"of any INVESTIGATOR who shall accept and receive COMPANY PROP@IETARY_
INFORMATION shall set forth in a separate Confidentiality Agreement’

to be entered into between the such INVESTIGATOR and COMPANY. Such

hConfldentlallty Agreement . shall not abridge UNIVERSITY's tradxtional

rlghts to publlsh as set forth in the follow1ng 3. 2(a).

b; COMPANY agrees to hold in confidence for a perlod of five
- {5) years from the date of disclosure to COMPANY all .
RESEARCH INFORMATION received from UNIVERSITY hereunder.

c. The obligations of UNIVERSITY and COMPANY with respect to
~ COMPANY PROPRIETARY INFORMATION or RESEARCH INFORMATION,

respectively, pursuant to 3.1 and 3.2 shall not apply to
information that: :

i. _UNIVERSITY and COMPANY may at any time agree 1nf
L wrltlng to dlsclose,

- ii. on the EFFECTIVE DATE of this Agreement shall be :
: generally available to the public or thereafter ishall

become so available through no unauthorlzed act jof the

receiving party,_

" iii. shall not have been acquired by the receiving'party,
. +directly or indirectly, from the other party pursuant
or 1n01dentally to this Agreement,_or

- iv. shall have been acquxred by the receiving party ﬁrom
3'. any third person who is entitled to make such a ;
" ‘disclosure and who has no obligation of :
‘1conf1dent1a11ty to the dlsc1051ng party.

. Recognlzlng UNIVERSITY's deslre to publlsh research results and
COMPANY's desire to develope the technology for the earliest

4

B

'4;f_'Perlod1c Reports of Research, Confidentiality. .

i
b

previously reported to Company, except to the extent prohlbxteg by
requirements of law. Subject to such requirements and obligatjons,
University will furnish Company with such additional information

MCOncerning research at the Laboratory as Company may from time to

time regquest. Company will treat as confidential all reports,:
information and materials furnished to Company, which University has
designated as "Confidential” ("Technical Information"). Except to .

the extent permitted under a license-agreement entered intc pursuant.

' Unlver51ty wzll furnxsh Company semlannually w1th a wrlttenl'
‘report summarizing all research activity at the Laboratory not




" Company has designated in writing as "Confidential™ and which

submitted by Company to Unlversxty & Science and Technology T
'Development Offlce._' : . L

apply. to any 1nformat10n whlch-

to Section 5 below, for the term of this Agreement and one year
- following termination, Company will not disclose or make available

Technical Information to any third party and will use Technica
Information only for the purpose of evaluating. its interest in
future research or possible commer01al development of the resu
research at the Laboratory.

University may, but is not obliéated to, receive

confidential information from Company. University will not di

or make available confidential information received from Compa
third partles without Company's written permission. Universit
obligations under this paragraph apply only to information . wh1

- The . obllgatlons of confldence under thls Sectlon 4 da

(a) was known to the party rece1v1ng the 1nformat10n
prior to receipt thereof from the other party,

{b) was or becomes a matter of publlc 1nformat1
publlcly available through no act or fallure to act on the pari
the party rece1v1ng the 1nformatlon-

{c). is acqulred by the party rece1v1ng the
1nformatlon from a thlrd party entltled to dlsclose the 1nform
to ity :

(d) either party develops independently.
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or such other addresa as either party may request in writir

10. 7 'This Agreement econstitutes the entire understaﬁding,

between the partiee and neither party shall be Obllgated by any

Lg; o

condition or repreaentation other than those expreasly stated'_"

herein oxr as may be euueequently agreed to by the partles he
| in writing. '

In WITNESS WHEREOF, the parties hereto have caused thls

Agreemenc ta be executed by their duly autharized

reto

) repreaentativee.__-i'

The effective date of this Agreement is

- Witnesa:

é}ewaf/? /73

T

National Technlcal Informatxcn Servieef

73',aﬁ£eeé;,-'

dp Diractor
@w /9 /%4 O,aw )9, /%z/
Date _.;r Date Ce
Abbott Laburatoriee -

- Vitness:

David A. Thom (e}
President, Dlagnostlcs DlVlSlc

June 15, 1984

n

Datef






