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U.S. Securities & Exchange Commission 

Office of FOIA and Privacy Act Operations 

l 00 F Street, NE 

Mail Stop 2465 

Washington, DC 20549-5100 

Dear Sir or Madam: 
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Julia Justusson 

ktMINE 

· 940 West Adams 

Suite 100 

Chicago, IL 60607 

Under the Freedom of Information Act (FOIA), please send the confidential portions (i.e. unredacted 
documents) corresponding to the expiration of the Confidential Treatment Order submitted under Rule 
24b-2 of the following company: 

Exhibit l 0.29 to the form S-1 / A filed by Acorda Therapeutics Inc. on January 25, 2006. 

We authorize $0 for search and review fees, as these documents have been previously requested. 
Please contact me if search will require additional fees beyond the above mentioned. I can be reached 
via email at julia.justusson@ktmine.com. 

Sincerely, 

Julia Justusson 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

STATION PLACE 
100 F STREET, NE 

WASHINGTON, DC  20549-2465 

Office of FOIA Services 
July 5, 2018 

Ms. Julia Justusson 
ktMINE 
940 West Adams 
Suite 100 
Chicago, IL 60607 

RE: Freedom of Information Act (FOIA), 5 U.S.C. § 552
  Request No. 18-04617-E 

Dear Ms. Justusson: 

This letter is in response to your request, dated and
received in this office on June 7, 2018, for a copy of Exhibit
10.29 to the Form S-1/A filed by Acorda Therapeutics Inc. on
January 25, 2006. 

The search for responsive records has resulted in the
retrieval of the enclosed 26 pages which are being released in
their entirety. Because this exhibit was released in response
to a previous FOIA request, no chargeable processing fees were
incurred. 

If you have any questions, please contact Alysia Morrow of
my staff at morrowa@sec.gov or (202) 551-8376. You may also
contact me at foiapa@sec.gov or (202) 551-7900 as a FOIA Public
Liaison or contact the Office of Government Information Services 
(OGIS) for dispute resolution services. OGIS can be reached at
1-877-684-6448 or Archives.gov or via e-mail at ogis@nara.gov. 

Sincerely,

 Jeffery Ovall
FOIA Branch Chief 

Enclosure 
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Certain portions of this Exhibit have been 
,' .• Exhibit 10.29 .... .... omitted pursuant to a request for confidentiality. 

- Such omitted portions, which are marked with 
brackets [ Jand an asterisk•, have been 
separately filed with the Commission. 

CONFIDENTIAL
LICENSE AGREEMENT 

THIS LICENSE AGREEMENT ( this "Agreement11.) , made the J.l_fir 
I 

• i day .of {}f.J t t f , 1911_ by and between SANDOZ PHARMA LTD., a 
. ~ . I swiss corporation having its principal place of business at 

·1 
Lichtstra.sse 35, CH-4002 Basle, Switzerland ("Sandoz Pharma") 

and ATHENA NEUROSCIENCES, INC. a Delaware corporation having 
its principal place of business at .800F Gateway Boulevard, I 

ISouth San Francisco, California ( •·1Licensee11 
) , 

i 

WIT NE S s· ETH: 
i 

. i 
! 

·l Whereas San.doz Pharma has developed a substance called 
Tiza~idine, useful in the treatment of spasticity and/or spa­

stic diseases and owns and/or controls certain Know-How (as 

1 •·-he reiifafter defined) and patent rights relating to Tizanidine; 
: 

Whereas Sandoz Pharma has certain pr<:>cesses, ·skills and 
.! 

techniques for galenical formulations containing Tizanidine; 

.;! 
i Whereas Licensee des'ires to acquire from Sandoz Pharma a 
i 
! 
I iicense t o sell Tizanidine and certain othe~ rights on the 

' terms and conditions herein set forth ;i 
i 
l 

.·! 
Whereas Licensee desires to purchase from Sandoz Pharma· i 

:'.J 
j ~inished pharmaceutical formulations containing Tizanidine for 

: sale in the T~rritory; and 
I 

· !.,
i 
I Whereas Licensee desires to clinically develop and market 
l 

. ! in the Territory finished pharmaceutical formulations ·contain­I 
ing Tizanidine as the sole active ingredient, 

. i 

Now, Therefore, in consideration of the pre­! 
mises and the mutual covenants herein contained, it is mutually 

agreed as follows: 
.. 
:=. 



1. Definitions. 

1 . 1 "1l.ffiliat"es11 means any corporation of which a corpo­
r_ation named herein owns, directly or "indirectly, fifty percent 
(50%) or more of the outstanding stock, or any corporation, 
partnership or other ent~ty over which such corporation named 
herein', directly or indirectly, exercises ~ffective control, or 
any parent corporation, partnersh~p or other entity which owns, 
dire·ctly or indirectly, fifty percent {50%) or more of the 
outstanding stock of a party hereto, or, directly or in9,i­
rectly, controls a party hereto, and any corporation, partner­
ship or other entity, other than a corporation named herein, 
which, directly or indirectly, i _s controlled by such parent 
corporation or other ~ntity or of which such parent corporation 
or other ent_ity owns., directly or indirectly, fif_ty percent 
(50%) or more of the outstanding stock. !· 

: ") 1.2 "Compound" means 5-chloro-4-(2:-irnidazolin-2yl-aminol~ 
. ·.···' 2,1,3-ben·zo-thiadiazole-hydrochlorid, the specifications of .· . 

which are defined in Schedule I to this Agreement. 

1.3 . "FDA" means the United States _Food and Drug· Adminis­
tration or any successor thereof. 

1.4 "Improvenents" means inventions and· discoveries re­
lated specifically to Compound or Product, including, but not 
limited to: new/additional indications other than spasticity, 
dosage forms,. formulations , delivery systems, process improve­
ments, whether or not patentable, developed or acquired by a 

' . . 
partr and/or its Affiliates during the term of this Agreement. 

1.5 "IND" means Investigational New Drug. 

1 .6 11Know-How" means all data, instructions, processes, 
·.) formulae, expert opinions and information not generally known 

.. -· · 
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and relating to the manufacture, use and/or sale of the Corn­
. pound or Product currently in the possession of, or developed 

during the term hereof, by eit~er party or its Affiliates pur­
·suant to this Agreement. Know-How shall include, without 

limitation, all biological, chemical, pharmacological, toxi­

... ·', cological, pharmaceutical, physical and analytical, safety, . .. 
.) quality control, manufacturing and clinical data and inform­

ation relating to the use and/or sale of the Compound or 
I 

. i Product• 
! 
I 
i 
! 1.7 "NDA" means a New Drug Application· as required pur­

suant to the ·code of federal regulations to be filed with the 

FDA. 

1.8 "Net Sales" means the gross amount invoiced on sales 
of Product by Licensee, its Affiliates and. sublicensees to in­
dependent, third party cus~omers in bona fide, arms-length 

·) transactions less seven and one-half }?ercent (7-1/2%) for 0.)­
quantity and/or. cash discounts actually allowed or taken; · (iii 
amounts actually repaid or credited by reasons of rejections or! 
return of· Product ( e·. g. , recalls) ; (iii) ·freight, postage andi 

- -

I .insurance c.osts paid by Licensee or its sublicensee_s for 
transporting Product from its warehouse to its customers; and·I

i 

(iv} custom duties and sales taxes directly related to the! 
sale . . i 

j 
• l 

i 1.9 "Product" means any finished oral pharmaceutical 

! formulation containing Compound as an active therapeutic 

. i ,I ingredient. 

I 
! 
! 

1.10 "Purchase_-Reguirements" means· such quantities of 
Product in form of bulk tablets as Licens·ee its Affiliates and. ! 
its sublicen~ees have committed for a particular quarter in 
accordance with Section 7.2. 



1.11 "Territory'' means· the United States of America, its 
: . territories and possessions· (including Puerto Rico) and Canada. 

2. License. 

' 2.1 Sandoz Pharma hereby grants to Licensee and Licensee · 
hereby accepts an exclusive license to develop, use and sell 
Product -and Improvements in the .Territory in accordance with 

, , the term~ and conditions set forth in this Agreement. Licensee 
' is en:titled to grant s.ublicenses which right shall only applyl 
I after an NDA ·has been filed. 

·J 
I 

f 
l 

l Unle·ss otherwise directed by sandpz Pharma, the reference 
' 

"under license from Sandoz Pharma Ltd." or a similar r eference 
mutually agreed upon shall be included on Product labels and 
promotional materials. 

) 2.2 Licensee shall bring Product to market through a 
thorough and diligent program for exploitation of the right and 
license granted in this Agreement and to market Product in the 

-r Territory all in accord with the ef:forts customarily given to 
l its other products.I 
1 

;l 3. Know-How Transfer and Product Development; ... 

I . : 

, 
I 
I 3.1 Sandoz Pharma· shall promptly following execution of · 

. :i this Agreement furnish Licensee ~ith (i) the Know-How except
i 

such Know-How which is or shall be contained in the Drug Master 
File (DMF); (ii) a letter to the FDA transferring to Licensee 

' sponsorship of all Sandoz Pharma and/or its Affiliates' IND 
. j 

' 

applications covering Product; and (iii) the complete file f.or 

I Product .(currently in possession of Sandoz Canada) . 

I 
l 3 . 2 Sandoz Phaona shall conduct all activities related to 

I 
I 

pharma,ceutical, physical and analyt_ical stud~es, provide a DMF 
1 and the chemistry, manufacturing and controls section of the 
? 
i 
! 



IND and NDA, and in conjunction with -Licensee respond to 
questions and requests from FDA in regard to the foregoing and 
supply dosage forms for clinical- trials until NDA approval is! 

j received ~ .,l 
..... -~ 

.­.,.3.3 Licensee is obliged from time to time, but in no 
event less frequently than twice each year, to communicate in 
writing. to Sandoz Pharma all the ~esults of all of Licensee's 
experiments, studies, clinical t~ials and evaluations conducted 
with Product and at Sandoz Pharma's request to provide and· de­

.. 

:·~ 

liver complete reports of such results to Sandoz Pharma within , _. 
sixty (60) days after receiving such reque~t. Such conununica­
tion shall be accepted for use by Sandoz Pharma, its Affiliates 
and its licensee(s) outside the Territory. s·andoz Pharma shall 
provide Licensee with results originating from Sandoz Pharma, 
its Affiliates or its licensee(s} outside the Territory. 

3.4 Licensee shall, at its own expense, diligently per­
form all further research and development activities necessary 
and/or appropriate to file for NDA approva'i for the marketing

i 
of Product.-!.-­

! 
I 

' 
I 3.5 Licensee shall submit to Sandoz Pharma during the 

-l term of' the development a written report no less frequently 

-i 
than ·at six (6) months' intervals which shall include the. then :-.: 

i current status of any applications for government approval to 
! 

market Product. Such reporting requirement may be satisfied. by 
submitting Licensee's internal reports which contain data and 

.., information sufficient to reasoi:iably s.atisfy the foregoing • 
i 

3.6 Licensee shall use diligent- efforts to ensure that no 
. j 

·publication of results of such research activities takes placei 
before the text of the proposed publication bas been submitted 
to Sandoz Pharma. Sandoz Pharma shall have fourty-f.i,ve (45) 
days after receipt of any such results to object to any 

public.ation in writing, after whicb time Licensee shall be free 

http:writing.to


.. .. :. 

to publish such information. To the -extent that. Licensee can 
justify its inclusion, Licensee shall prq_vide appropriate 
credits identifying Sandoz Pha~a and/or -its Affiliates in 
scientific or clinical publications covering Compo-µnd or 
Product. 

3.7 Sandoz Pharma and Licensee shall meet at mutually 
. . 

agreed appropriate times at which ,the progress of the .Licen-
see-' s development program will be discussed and reviewed• 

. -i 
.":Licensee shall have sole control over all development activi­ .,.j _.: 

ties but Sandoz Pharma shall be given the opportunity to review 
and comment on Licensee development plans, any significant re­
visions thereof and protocols for the conduct of clinical! 

I studies. 

"
·I

j 
4. Secrecy.- ;

.j. , 
I 
! 4.1 Each party shall use all reasonable efforts to pre­
! 

) ;· 
vent the disclosure of any Know-How, Improvements or any in­. i 
formation disclosed to it by the other party under this Agree­
ment without the other party's prior written consent. Neither 
party shall use such information for its own benefit or the 
benefits of third parties except for the purpose of per-forming 
its rights and obligations under this Agreement. 

4.2 This restriction shall not apply to any information 
which the d1sclosing or using party can prove: 

(i) at the time of use is in the public domain without 
.. .fault of th~ disclosing or using party; 
•, . 

.• 
·•

i 
I (ii) was in its or its Affiliates possession at the time 
' of receipt and was not acquired, directly or indirectly, from 

i the other party; 



(iii) was obtained from a third party without restriction 
as to use or disclosure, provided, h9wever, that such inform­

ation was not obtained by said third party, di~ectly or indi­
rectly, from the disclosing or using party; 

I 

(iv) has been developed independently of information 

received from the other party. 

4.3 Nothing in this Section 4 shall prevent the disclo­
sure of inf·ormation (i} to those proper governmental agencies 
or others to the extent required by law and/or (ii) to those 
permitted sublicensees, ·consultants and others who· have signed 
an agreement to keep the information confidential. ~ 

4.4 The obligation in this Section 4 shall survive the 
Agreement for ten (10) years as and from the effective date of 

) termination or expirat1on of the entire Agreement. 

S. License Fees and Other Payments. 

S.1 In consideration of the rights and services granted 
to Licensee by Sandoz Pharma under this Agreement Licensee 
shall pay to Sandoz Pharma the following amounts at the times 
indicated below: 

5.1.1 Upon execution of this Agreement, US$200,000. 

5 .1.2 On the second anniversary of the date of execution 
·· : •, ' 

of this Agreement, US$100,000. 

5.1.3 on the fifth anniversary of the date of execution 
of this Agreement, if the NDA is not approved by the FDA at 

s':lch time without fault of Sandoz Pharma US$.200,.000. "Fault of 
) Sandoz Pharma" includes, without limitation, failure of Sandoz 



' - · · -

.. .. ... 

~- : 

·' 

·,' ; 
' 

i 
! 
I 

j . : 

· · · .. -••-·-·..• ..••..., • •• • • - .. - - - • • •• •R • 

·~ Pharma to timely provide) 
manufacturing and control· 

5.1.4 During the pe iod heginni 
rnercial sale of a Product, royalty o 
during the first year of co e, of 

Certain portions ofthis Exhibit have been . . 
- omitted pursuant to a request for confidenti~1ty. 
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chemistry, 
and NDA. 

dur&·the second year of co rcial sale· and of leven percent 
( 11% .' uring the period beginni , in- the third year of cornrner­
·cia •-s~and ending five years fol · NDA-approval shall_be 
payable to Sandoz Pharma on Net Sales of Pro · ., 

S.1.5~fter such five-y~ar period a royalty ol\seven 
percent (7%) hall be payable to Sandoz Pharma on Net Sales of 
Product for he term ·of this Agreement . · 

. 5.2 All monies paid by Licensee pursuant to this Agree­
ment are non-refundable and non-creditable against future ~oy­

. .·)· alties. 
:· 

6 . Royalties and Supply Price. 

6 . 1 Licensee shall furnish to Sandoz Pharma within ninety 
(90) days after the end of each calendar quarter in which 

·:.·· 
royalties are payable hereunder true and accurate reports of ;.. ; 

its, its Affiliates and -sublicensees Net Sales and the calcu­
lation of royalties payable .thereon. Licensee shall simul­
taneously pay·to Sandoz Pharma a sum equal to the aggregate of 
all royalties due for such period. Licens~e shall furnish· 
Sandoz Pharma with copies of all official receipt~ for taxes 

:•:-

whic~ result in a reduction in royalty payments to Sandoz L 

Pharma and which are directly imposed and with reference to 
particular sales of Products. Licensee agrees to reasonably 
assist Sandoz Pharma in cl~iming refunds for such taxes at 
Sandoz Pharrna's request. 

) 



6 . 2 Licensee, its Affiliates and its sublicensees shall 
pay Sandoz Pharma Supply }?rices (as •defined in Section 7.7.i 

I below) net sixty (60) days from date of invoice and on.such
I 

other reasonable terms and conditions as Sandoz Pharma ordi­I 
narily requires.. 'I 

6.3 Licensee shall keep accurate records in sufficient 
detail. to enable the royalties payable hereunder to be deter­
mined•.Sandoz Pharma may, at its expense, designate a suitably 
qualified independent accountant, reasonably acceptable to Li­

I. ! censee, to review during ordinary business hours, such part of
! 
i the recqrds of Licensee its Affiliates and/or sublicencees as 
I 

may be necessary to determine, in.respect of. any calendar 
guarter, the aecuracy of any report and/or payment made undf::?r 
this Agreement. This right of review shall termi- nat.e three 

. (3) years after Sandoz Pharma1 s receipt of Licen- see's re­
spective guartez:ly account ; · Said a':cou.ntant shall not disclose 

.) to Sandpz Pharma-any information. other than that relating to 
' 

i 
i the accuracy of the reports and.payments hereunder. 
! 

. ! 
! 
'I 6.4 All .payments required to .be made by Licensee hereun-. 

I 
I 

der shall b~· paid in Swiss Francs to Sandoz Pharma' s account at 
Swis·s Bank Corporation, Basle, Switzerland, Attention: Royalty

I Accountant, ·or such other place· as Sandoz Pharma may reasonably
! . . 
�
! designate. The rate of exchange ·to be used for converting into 

I 
! 

swiss ·Francs shall be the exchange rate at the same majQr Swiss 
' Bank on the last business day of the calendar quarter to which 

the payment relates • 

.i 
.6. 5 Payments due an'd unpaid under this Agreement shall 

bear interest from the date payment is due at an interest rate 
of .eight percent (8-%) • 

. \ 



7. Good Faith Efforts and Ordering Procedure. 

7.1 Should Licensee fail to comply with its obligations 
set forth in Section 2.2, Sandoz Pharrna's sole remedy, a~ter 
ninety (90) days written notice to Licensee, should Licensee 

fail to comply with such obligations, shall be to convert the 
.,

,·: .exclusive license granted according to Section 2.1 into a no­
n- exclusive license. Licensee sh~ll entitle Sandoz Pharma, its 

Affiliates or any licetisee designa~ed by Sandoz Pharma to. get 
access to the registration of the Product and the respec- tive 
documentation· including the right to refer to suqh registration 
and. shall provide_Sandoz Pharrn~, its Affiliates and .licensees 
reasonable assistance to enable Sandoz Pharma, its Affiliates . 
and licensees to sell Product in the Territory. Such non-e~­
clusive license shall also result if Licensee engages in mar­
keting, without the prior written consent of Sandoz, which 
shall not unreasonably be withheld, a product that . materially

i 
j ) and adversely affects the sales and market share of Product. 

·1 
! 
i 
i 7.2 Quarterly, Licensee, its Affiliates and its 
l sublicensees shall provide Sandoz Pharma with a written fore-1 
.l 
I . cast of their respective estimated. PUrch-ase Requirements £9r 

I each: quarter in the ensuing twenty-four (24) months period be­

I 
i 
I 

ginning three (3) months in advance. Each first quarter pro­
jection in said twenty-four (24) month forecast shall be that 

I 
j quarter 1 s Purchase Requirement, a binding commitment on both 

1 parties. 

7.3 Sandoz Pharma will supply free of charge to Licensee 

all requirements of Product and placebo formulations for clin­

i ical trials ·necessary for FDA ;egistration in dosage form 
:'I meeting U. S . regulat9ry requirements and manufactured at a site
! 

meeting U.S. FDA Good Manufactlll;ing Practice. 

7.4 Sandoz Pharma will supply and Licensee and its sub­
licensees shail purchase all- Purchase Requirements in final ,. 
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d~sage form meeting U.S. tegulatory requirements and manufac­
tured at a site mee~ing U.S. FDA and C~nada Good Manufacturing 

l Practice. Notwithstanding the foregoing, Sandoz Pharma shall 
.i 

not be ·1iable to supply that portion of the Purchase Require­.-1 
,;

·•
:J 
j ment that exceeds the most recent forecast o.f that quarter I s 

estimated Purchase Requirement by more than thirty percent 

(30%). 

:j 7.5 Sandoz Pharma warrants that it will treat Licensee in 
·

! 
1 

the same manner .as it treats Sandoz Affiliates in the supply of 
i 

. l Product and, in addition, Sandoz Pharma warrants to maintain in .. 
~ reserve a supply of Product exclusively for Licensee in the-I ~: 

I 
I 

Purchase Requirement quantities and dosage form forecast by 
Licensee, its ·Affiliates and su;t>licensees for the tw~ quartersI 

i following the quarter for which· the last supply shipment has
! be.en sent. Such reserve shall be maintained in a location 
j other than a Product manufacturing facility. 

I 
! . _) 

7.6 Licensee shall set a reference price (the.. "Reference 
Price") in Swiss Francs not later than twelve (12) months be­
fore the anti~ipated date of market introduction or March 31, 
1994 , whichever is earlier, and as Licensee desires from time 
to time thereafter, provided, however ;. that the Reference Price 
may not be less than the average of Sando; Pharrna•s ex-factory 
prices to ·wholesalers for equivalent mg-dosages and presenta­

·1 
I tions of Product in Switzerland, Germany, Denmark ·and the 
i 
i Netherlands or such other countries as the parties mutually 
I 

l .. agree.
· 1 
.i 
. ., .... 

I T. 7 Licensee. and its subli censees shall pay _to Sandoz r; 
i Pharma a supply .price ("Supply Price") for bulk tablets ·F.O.B .·.l 

..j Basle of: 
I 

! thirty percent (30%)1\of the Adjusted Refe~nce··-·· ·t 
i shall be the Reference Price less 7.5% <fuductable 
! i terns (i) - (iv) listed in pa agraph 1.8t of thei 
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package tYP' having the highest share i turnover for all 
Product in ormal tablet formulation de ivered; 

thirty-five percent (35%) of the Adjusted Refe­
rence Price Qf the package type having the highest share in 
turnoyer for all Product in modified release formulation de­
livered • 

. ' ! 

8. Package and Promotion Material. 

8.1 Licensee shall submit 1;.o Sandoz Pharma for approval 
all labels and package inserts .or their equivalent (e.g., i•" 

Product descriptions in reference books), incorporating or de­
scribing Product and shall use only such l abels -and package 
inserts or their equivalent as are first approved in writing by 
Sandoz Pharma. Sandoz Pharma shall not unreasonably withhold 
such approval. 

' j ) 
:_I 8.2 All advertising, promotional literature, labels, 

package inserts, etc. incorporating or describing Product shall · 
•. 

be sent to Sandoz Pharma which shall have fourtee~ (14) days 
;)j following receipt within which to comment in writing. If· 

·'
·
,I 
l Licensee does not receive such a comment within fourteen ( 14·) 

:1 

.l '·· 
.:r days of Sandoz Phanna's receipt, Licensee shall be free to use r 

.. such written. material. A~y reasonable qbjection by Sandoz ·.~ 

::I 
.... .. 

.. Pharma as to any ite~ of such written material shall cause the 
·, . parties to determine -a mutually acceptabl~ way to resolvefj . Sandoz Pharrna1 s objection. 

:."... ~ 

9. Liability and Indemnification. 

9.1 Licensee shall indemnify and hold Sandoz Pharma and 
its Affiliates harmless from and against any and all liabili­
ties, claims, damages, losses, costs or expenses· (including 
reasonable attorneys ' fees) incurred by or rendered against 
Sandoz Pharma and its Affiliates which arise out of Licensee's, 

http:inserts.or


: : its Affiliates' or sublicensee's packaging, testing, use, 
.. iabeling, storage, handling, sale, distribution and/or promo­. . 

tion of Product . Such indemnification shall not apply to the 

extent that they result -from the negligence, gross negligence, 
• ! recklessness or willful misconduct of Sandoz Pharma, its Af­

filiates, its contractors, its suppliers or its other licens­=' ·~ . ees. To the extent such liabilities, claims, damages, losses, 
costs or expenses result from the ,negligence, gross negligence, 
recklessness or willful misconduct of Sandoz Pharma, its Af­
filiates, its contractors, its suppliers or its other licens­
ees, Sandoz Pharma shall indemnify, protect a-nd hold harmless 
Licensee. against all such ·liabilities, claims, damages, losses, 

costs or expenses. 

9.2 Sandoz Pharma shall indemniff and hold Lice~see 
harmless from and against any and all liabilities, claims, 
damages, losses, costs or expenses (including reasonable at-

.· ) torneys' fees) incurred by or rendered against Licensee which 
arise out of Sandoz Pharma, its affiliates, its contractors, 
its suppliers or its other licensee's design, development,I 

i handling, storage, distribution, marketing or manufacturingI. j Product. Such indemnification -shall not apply to the extent 
i 
i that they result from the negligence, gi;-oss negligence, reck­
I 

l 
I lessness or willful misconduct of Licensee, its Affiliates 

and/or sublicensees. To the extent such liabilities, claims,, I 
i 

damages, losses, costs or expenses result from the- neg1~gence,! 
I gross negligence, recklessness or willful misconduct ofi 
! 

Licensee· its Affiliates and/or s.ub~i".ensees, Licensee shall 
indemnify~ protect and hold harmless Sandoz -Pharma against all 

...such )iabilities, claims, damages, losses, costs or expenses. . , 

' ,, j 
i 9.3 Sandoz Pharma shall promptly notify Licensee of any
I 

claim or suit brought -against Sandoz Pharma and shall -permit 
Licensee, at Licensee's cost and expense, to handle and control 

-; ·1 such claim or suit. Sandoz Pharma shall have the right to 
participate in any defense to the extent that in its judgment, .. ... 



.-! 
l 

I 
i 

·\ 
J its Affiliates' or sublicensee's packaging, testing, use, 

i labeling, storage, handling, sale, distribution and/or promo­
I tion of Product. Such -indemnification shall not apply to theI 

. i extent that they result -from the negligence, gross negligence,,,,I 
i recklessness or willful misconduct of Sandoz Pharma, its Af­
-~ filiates, its contractors, its suppliers or its other licens­

· ..=: 

ees. ~o the extent such liabilities, claims, damages, losses, 
costs or expenses result from the ,negligence, gross negligence, 
recklessness or willful misconduct of Sandoz Pharma, its Af­
filiates; its contractors, its suppliers or i.ts other licens­ •:' 

ees, Sandoz Pharma shall indemnify, protect and hold harmless 
.,i L~censee. against all such liabilities, claims, damages, losses, 
i costs or expenses. 

9.2 . Sandoz Pharma shall indernni£y and· hold Licensee 
harmless from and against any and all liabilities, claims,·-1 

I damages, losses, costs or expenses (including reasonable at­
I 
l 

I ·_) torneys' fees) incurred by or rendered against Licensee which 

.! arise out of Sandoz Pharma, its af.filiates, its contractors, 
; 
I 

its supp.li,ers or its other licensee's design, development, 
handling, storage, distribution, marketing or manufacturing 

. !
I 

Product. Suc}:l indemnification· shall not apply to the extent 
I 
i 
i that they result from the negligence, gross negligence, reck­

; ' lessness or willful misconduct of Licensee, its Affiliates ·-: 

and/or sublicensees. To the extent such liabilities, claims, 
(. 
, .. 

damages, losses, costs or expenses result from the negligence, 
gross negligence, recklessness or willful misconduct of 
Licensee its Affiliates and/or sublicensees, Licensee shall 
indemnify,. protect and hold harmless Sandoz •Pharma against all 
such Jiabilities, claims, damages, losses, costs or expenses. 

i;:
! 9. 3 Sandoz Pharma shall promptly notify Licensee of any
i claim or suit brought -against Sandoz Pharma and shall -permit
! Licensee, at Licerisee's cost and expense, to handle and control 
~ ) such claim or suit. Sandoz Pharma shall have the right to 

participate in any defense to the extent that in its judgment, 
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,.j · .,
; 

Sandoz Pharma may be pr-ejudiced thereby. In any claims or suit 
in which Sandoz Pharma seeks indemnification by Licensee, 
Sandoz Pharma shall not settle, offer to settle or admit lia­
bility or damages in any such claim or suit without the consent 
of Licensee. 

9.4 Should Licensee seek indemnification from Sandoz 
Pharma, -Section 9.3 shall apply r~ciproeally. 

1 
i · 9.s Licensee shall provide evidence of insurance coverage 
l suffici"ent to fulfil Licensee's obligati9ns under Section 9.1 

· ! provided· such insurance is customarily available at prices 
which are common for such kind of products in the-Territory. 

9.6 The obligations in this -Section 9 Shall survive ter­
I mination of this Agreement.

-I•! 
··-:)· 19. Force Majeure. 
. :··. 

Neither party shall be responsible to the other for any failure 
or delay in .performing any of its obligations under· this Agree­

' .
'I ment or ·£or. other non-:-perforrnance hereof provided that such
' 

delay .or non-performance is occasioned by a cause beyond the 
reasonable control ~nd without fault ·o~ neg1igence of such .~.. 

party, including, but not iimited ·to fire, flood, explosion, 
discontinuity in the supply of power, court order or govern­
mental interference -or act of God, and provided that s~ch par.ty 
will immediately inform the other party and that it will enti­
rely perform its obligations immediately after the relevant 
cause has ce~sed its effect. 

11. Trademarkw 

11..1 Licensee shall employ a trademark of its choice in 
the Territory in connection with the sale of Product. Licensee) 
shall keep S~ndoz Pharma currently advised of the trademark 

http:delay.or
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used by it in connection with the sale of Product in the Ter­

ritory. 

I 
11.2 Licensee shall not register ahd/or employ any..J 

! trademark or trade name which is a coloral:>le imi~ation or con• 
fusingly similar to a trademark of Sandoz Pharma. 

12. Improvements. 

12.1 Improvements made by either patty and/or its Affil­
iate·s· or sublicensees under this Ag:te-emeint -With respect to· ·· 
Product shall be the property of the party making saine. Both 
parties will cooperate as reasonably necessary to perfect title 
to such Improvements in the name of the party entitled to same. 

· 1 Each party shall promptly disclose to the other party the gen- · 
eral nature of any Irnprqvements made by it its Affiliates 
and/or sub.licensees along with sufficient deta-il to enable the 

.-, ) other to reach a decision as to whether it desires to commer­
: -. 

cially develop same. To the •extent Sandoz Pharma i ·s-- legally 
free to do, Licensee shall be automatically, n,onexclusively 
licensed in the Territory to use p~rsuant to ·the terms of this 
Agreement any Improvements made by Sandoz Pharma hereunder for 
use only with products containing Compound. '!'o the ex-tent Li­-.l 
censee is legally free to do, Sandoz Pharma -shall be automati­ .•

,: 
. 

. iI cally, non-exclusively licensed free of c~arg~ to use and su­
I. ! blicense outside the Territory or in the Territory ·pursuant to 
l paragraph 7 . 1 · any Improvements made by ticen·see· its Affiliatesl 
1 
i and/or sublic·ensees hereunder for use only _with products con­

tain·ing compound. 
--~ :>::_~ 

,•· 

., i 12.2 After expiration of this Agreement, either party
I 

·., shall be entitled to continue to use and/or develop Improve­
! ments made by the other party during the term of this Agreement

l for use only with products containing Compound. The parties 
shall negotiate in good faith appropriate consideration for 
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·; 
I 
I 

such further ~se, reflecting the investing party-' s contribution 
and the value o~ such Improvement. 

12.3 Sandoz Pharma shall be entitled to terminate con­
.. ·i veyance of Improvements to Licensee should Licensee engage in 

marketing a product that materially and adversely affects the 
sales and market share of Product. 

13. Drug ~onitoring.' . i' 
I 

·I ·13.1 Each party hereto agrees to report promptly to the 
.• ·1 other party; and to have their respective Affiliates and sub­

: 
i licensees so report, any information concerning any serious 

·and/or unexpected side ·effect, injury, toxicity or sensitivity 
reaction or any unexpected incidence or severity thereof asso­
ciated with c.linical uses, studies, investigations or tests, 
whether or not determined to be .attributable to Product. 11se­
_rious11 as used in this paragraph refers to experiences which 

.J are life threatening, require hospitalization, prolong existing 
hospitalization, require prescription drug therapy or are due 
to an overdose. "Unexpected" as used in this paragraph refers 
to conditions or developments not previously SUbmitted to gov­
ernmental agencies or encounte+ed during clinical studies of 

: Product, and conditions or developments occurring at a rate 
.,i higher than shown by information ·previou~ly sub~itted to gov­' ;:~ 

ernmental agencies or encountered. during clinical studies. 
Upon receipt or .any such information by either party hereto, 
both parties shall promptly consult each other and use their 
best efforts to arrive at a mutually acceptable procedure for 
taking such possible actions as appropriate or required under 
the circumstances; provided, however, that nothing contained 

j•,· 

• i 

i herein shall be construed as res-tricting the right of either 
party to make a report or submission to -a governmental agency 
or to take any other action that it reasonably deems to be ap­
propriate or required by applicable law or regulation including. . 'i 

I 

~-



the right of Sandoz Pharma to recall or withdraw Product from 

' marketing and selling in the Territory.
' I 
i 
I 

I 13.2 The obligation in this Section 13 shall-survive 
I. ! termination of this Agreement•. 

14. Term and Termination. 

14 .. 1 This Agreement shall become effective upon execu­
tion. Unless otherwise agreed, this Agreement will expire on 

.·.: the 10th anniversary of first commercial sale by Licensee, its 
. ~ 

Affiliates or sublicensees of a Product licensed by Licenseej 

hereunder. 

I 
i 

14.2 No later than one (1) year p:rior to termination ofi 
., ! this Agreement, the parties shall negotiate in good faith for 
. ! 

! 
the terms of a new agreement for the continued and uninter­

i 
i 

~upted supply of Product for Licen$ee and/o~ its sublicensees.l . ) 
After expiration of this Agreement, Licensee· shall have a pa­

i 
j•' id-up non-exclusive license to use and sell Product in the. 

Territory and in the event Sandoz Pharma is unable to supply 
Product to make or have made Product in the Territory. 

14.2.1 Except as provided in Section 7.1, either party 
may . terminate this Agreement at its option ff the other party 

. should breach any of the .material terms of this Agreement and 
. such breach has .not been rectified .or a-t least has begun to be 
rectified .within sixty (60) days after written notice of such 
·breach by the other party and thereafter the party in breach 
has not proceeded diligently to rectify such breach within a 
reasonable time, provided· however that any such .termination 
shall not release either party from any obligations her~under 
incurred prior hereto. Licensee 1 s right to ter~inate this 
Agreement shall also apply ·should Licensee successfully chal­
leng_e the confidentiality of the Know-How of Sandoz Pharma 
and/or its Affiliates covered by this Agreeme·nt. 

http:rectified.or


- ••• • - - ---• , .,.-• -••- •-•- ••--' _,....,.,.. .----•••• •-•••4 • ,_,...,__.,. ,..,.. _____ + .. w •-'-•-• • • 

! 

. i 
i 

! 

: 
I 

.., 
. I 
. t 

i 

I 
I 
I' . 
I 
! 
l 
t 
j 
I 

) 
I 
I 
·i 

I 
! 
i 

! 
:l 

I 

1 
-: 

I ., 

. i 
; 

14.2.2 Should Licensee become insolvent, make an assign­
ment for the benefit of its creditors or proceedings in volun­
tary or involuntary bankruptcy shall be instituted on beh~lf of 
or against Licensee and Licensee fails to aggressively defend 
such involuntary bankruptcy proceeding within 90 days .or shall 
Licensee be dissolved, '. wound up or be confiscated, -sequestered 
or in any other way be transferred into state ownership, or if 

9 receiver or trustee of Licensee'.s property shall be appoint­
ed, this Ag~eement shall be subject to immediate termination by 
Sandoz Pharma upon service of written notice to such effect 
upon Lic-ensee . 

14 . 3 In the event this Agreement is terminated, Licensee 
shall promptly make an accounting to Sandoz Pharma of the in­
ventory of the Product it has on hand as of the date of ·such 
termination. Licensee shall have the r,ight to sell its stock 
of Product for a period of six months after said termination, 
it being understood that the Net Sales thereof shall be subject 
to the royalty rate as set forth in Section 5, ·provided, how­
ever, that Sandoz Pharma or a third party designated_ by Sandoz 
Pharma shall have the right to repurchase the stock of Products 
at _Licensee's wholesale price . 

14.4 Upon termination of this Agreement, all licenses and 
rights granted hereunder shall revert to the granting party and 
all documents containing-Know-how shall be returned to the 
granting party upon its· request. 

14 . 5 Upon termination of this Agr~en\ent by Sa~doz Pharma, 
or Licensee according to Article 14.2 . 2, ticensee will reas­
sign the registration of Prqduct to Sandoz Pharma free of 
charge and shall return all confidential information and docu­
ments containing Know-how, except that one copy of each docu­
ment may be retained -in the Licensee's le9al files for record 
purposes. In addition, Licensee shall grant to Sandoz Pharma 
under reasonable tel:'ms to be negot-iated which recognize the 

). 

.. 

! 

..-



future value of the promotion and marketing investment made by 
Licensee -and its sublicensees a license regarding the trademark 

i used by Licensee for the sale of Product • 
. ' 

·-< 
14.6 Upon any termination of this Agreement, eac4 provi-

' sion which is sp~cified to continue beyond such termination 
shall continue in force and effect to the extent necessary to 

. . 

· effectuate its purpose. 

15 . Validity . 

. ! Should one or several provisions of the Agreement be or becomei 

l 
I 

invalid, then the_parties hereto shall substitute such invalid 
provisions by valid ones, which in their e~onomic effect come 
so close to the invalid provisions· that it can be reasonably 
assumed that the parties would ' have cont~acted this Agreement]

. l with those new provisions. In case such provisions cannot be 
i found, the invalidity of one or several provisions of the 

) Agreement shall not affect the validity of the Agreement as a 
whole, .unless the invalid provisions are of such essential im­
porta~ce for this Agreement that it is to be reasonably assumed 

!. that the p~rties would not have contra·cted · this Agreement 
·; without the invalid provisions.i . 
; 16. Applicable Law.i 
! 
! 

This Agreement shall be const~ued in accordance with the sub­
stantive laws Of New Jersey. 

17. Arbitration. 
i 
-i 
' 
: 

17.1 All disputes arising in connection with the present 
i Agreement shall be settled under the Rules of conciliation and 

Arbitration of the International Chamber of Commerce, Paris,· 
, ; France (ICC) by three arbitrators appointed in accor<lance with 

the Rules and the decisions of the arbitrators shall f·inally 



bind both parties hereto . Such arbitration shall take place in 
London, England, in the English language. 

17.2 In any arbitration pursuant to this Agreement; the 
award or decision shall be rendered by a majority of the m_em­
bers of the panel provided for herein. The chairman shall fix 
a time and place in London-, England. within thirty (30) .days of 
his appointment for the purpose o~ hearing evidence and repre­

. l sentations of the parties and shall preside over the arbitra­

.·1 tion and determine all questions of procedure not provided for 
herein in accordance with the ICC regulations . After hearing 

..any evidence and representations that each party may submit, 
the arbitrators shall make a substantiated award and reduce the 

~.: 

same to writing and deliver one {1) copy · thereof to each party 

i within thirty (30) days after the hearing. 
i 
1

•i· 
17.3 Sections 16 and 17 shall also survive termination ofi 

this ·Agreement . 
.) 

18. Assignment. 

i 
i This Agreement and the licenses granted herein shall not· be
l assignable by either party hereto, except to a successor of all
I 
I or substantially all of its pharmaceutic.al business, without

• I 
the -consent in writing first obtained from the other party.-~ i 

I 

such non-authorized as.signment shall be null ·an-d ·void. A merg­i 
I er, _acquisition or sale of all .or substantially all of the as­! 
'i 

I 
sets of a party to this agreement shall not be deemed to be an 

, ! assignment requiring the consent of- the other party hereto. 
' 

:-1 19 • . Miscellaneous • .... 
·.:-; 

; 
I 

19.1 Notice. Any notice required or permitted to be_' 
given under this Agreement shall be deemed sufficiently given, 
if sent to the respective party, by facsimile transmiss~on 

·confirmed by certified or registered mail or by an interna-

http:pharmaceutic.al
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tionally recognized overnight delivery service, to be notified 
at its address shown at the beginning of this Agreement or at 
such other address as may be furnished in writing to the noti- · 
fying party. Time of notice or other communication shall be 
deemed to be the date of receipt. 

19.2 Entire Agreement. This Agreement contains the en­
tire understanding of the parties ,with re·spe<:t to the subject 

. ' tnatter hereof.· No amendment or alteration of this Agreement. 
shall be valid unless agreed upon by both parties in writing.i 

' The Schedules to this Agre·emen·t shall be considered an integral 
part thereof. 

19 . 3 Waiver. The waiver by either party hereto of any 
right hereunder o! the failure to perform or of a breach by the 
other party shall not be deemed a waiver of any other right 
hereunder or of any other breach or failure by said other party ( 

; 

! 
.. 
· 

i.~i whether of a similar nature or otherwi~e.
I 
.j 19.4 Obligations. Termination of tqis ·Agreement shall 

] not affect obligations accrued prior to termination. 

-~ 
I 19.5 Performance by Affiliates. Any party hereto may 
~ satisfy any of its obligations hereunder through any of its 
i 

.Affiliates, provided, however, that e~ch party guarantees the 
performance at all times of any of such party's obligations so ··" -
delegated pursuant to this section• 

., 
·) 

... 
";", 



IN WITNESS WHEREOF, the parties hereto have executed this 
Agreement as of the date £irst set forth above . 

' I 
i 

I 
I 

, . 

;(
:,. 

I
I 

ATHENA NEUROSCIENCES 

By 

.. 

.. 
·, 

I 
! 
! 

. i 
i 

SANDOZ PHARMA LTI>.) 

By ~9 
I Dr.R.wager nr·.R. Tschannen ;· 

:· 

ii. Title Head of . 'Manager of Licensing
. ! Prodtict Policy 
i 
i 

' 

UL/1.V/AfflOO 

11.4. 1991 



Schedule I 

to the Agreement by and between SANDOZ PHARMA and LICENSEE of 

. . ... ... . .. . . 

Description of Substance 
:,~ 
~ -

DCI: Tizanidine -- hydrochloride 

Chemical name: 5-chloro-.4 (2-imidaz.oline-2yl-amino)-2, 1, 3-benzo­
thiazole hydrochloride 

Appearance: white to yellowish white finely cristalline powder 

Loss of drying : Not more than 0.5 per cent 

. : Assay of 
Tizanidine base: 98 - 102 per cent by titration 

Basel, :Apnl 12, 199/ South San Francisco, 1/171-d 1~ 'f?I 

SANDOZ PHARMA LTD. ATHENA NEUROSCIENCES, INC, 
~/J-o9 - i.t/a~ a~:;1~ 
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Addendum 
;~ ) 

to the License Agreement, dated April 7th, 1991 

between 

--~.-~::1· 
Sandoz Phanna Ltd., a Swiss corporati_on having its principal place of business 

! at Lichtstrasse 35, CH-4002 Basel, Switzerland (hereinafter called "Sandoz 
Pharma") · 

and 

Athena Neurosciences, lnc., a Delaware corporation having its principal 
business at 800F Gateway Boulevard, South San Francisco, California, U.S.A. 
(hereinafter called "Athena"). 

The above mentioned Parties agree to ~mend Art. 1.11 and Art. 6.2 as follows: 

1.11 . "Territory" means the United States of America, its territories and 
possessions (including Puerto Rico) and Canada, as well as the 
United Kingdom· and Ireland. 

6.2. Athena, its Affiliates and its sublicensees shall pay Sandoz Pharma 
Supply Price (as defined in Section 7.7 of the above-mentioned 
Agreement) ninety (90) days from date of invoice and on such other 
reasonable terms and conditions as Sandoz Pharma ordfnarily . -1. I requires. How.ever, for the initial two ·(2) ·pre-launch orders totalling 

. i seventeen (17) million- tablefs, a ·credit peFiod of one hundred and 
I eighty (180) days instead of ninety (90) days from data of invoice is 
i 

granted by Sandoz. 
.·: 

Basel, South San Francisco, 

5
' i ' ~.9.t:1y.l?.;..1..1.1..r (d1;t~7 __;Jt/,. / ,_, --

I., (date) 
. I 

I 

' SANDOZ PHARMA LTD. ATHENA NEUROSCIENCE$, INC. 
.. I 
• I 

·.·I
• I 

i 
!j ")
fi .· ~;-~{~=~ L!::~t.~:.:'o/h)Dr. P. DufnerI 
I Vice President, Legal Affairs 
1 and General Counsel 
I 

' 



... .' .. . 
-:·:, :: i;.\ .: ..., t.:~·!~_.-t,(1:"·l'":~ · ~ ·· . 

• I ,' •-. • • _ _, . ~ ?•. ••• .,. . _ . .,. ' 

P O O ·: 

. . ··,.. '.'·-;;~;~-:. il.\~i~;;ne.w~j),~)J4~.ei;t:~·.-t~and'.C(l)ti~tiewfor-Athena to. · 
. . ···.·::·~<T . ~;,·~;~~~:matif-etm;g,r,igbis_-~o',~1~ni~e. . 
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