
Madison, Wilton 

Fi"om: Mark Edwards <medwards@biosciadvisors.com> 
Sent: Saturday, March 17, 2018 ll:40 AM MAR ,1 9 2018 
To: foiapa 
Subject: FOIA Request 

I would like to request access to Exhibit 10.8 to the Form S-1 and amendments 
thereto, filed by Salix Pharmaceuticals, Inc. on 8/15/1997. Confidential treatment was 
sought as to certain portions when initially filed with the Commission. 

In the event that confidential treatment has not expired or has been extended, I fu~her 
request that you send me the expiration date(s) from the relevant CT order(s) so I will 
know when I should resubmit my request. 

I authorize up to $61 in search and retrieval fees. Please send the exhibit(s) by PDF if 
possible. 

Sincerely, 

Mark 

Mark G Edwards 
Managing Director 
Bioscience Advisors 
2855 Mitchell Dr., Suite 103 
Walnut Creek, CA 94598 
medwards@biosciadvisors.com 
925 954-1397 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

STATION PLACE 
100 F STREET, NE 

WASHINGTON, DC 20549-2465 

Office of FOIA Services 
April 9, 2018 

Mr. Mark G. Edwards 
Bioscience Advisors 
2855 Mitchell Dr. 
Suite 103 
Walnut Creek, CA 94598 

RE: Freedom of Information Act (FOIA), 5 U.S.C. § 552
Request No. 18-03291-E 

Dear Mr. Edwards: 

This letter is in response to your request, dated March 17,
2018 and received in this office on March 19, 2018, for access
to Exhibit 10.8 to the Form S-1 and amendments thereto, filed by
Salix Pharmaceuticals, Inc. on August 15, 1997. 

The search for responsive records has resulted in the
retrieval of 23 pages of records that may be responsive to your
request. They are being provided to you with this letter. 

No fees have been assessed in the processing of this
request. If you have any questions, please contact me at
osbornes@sec.gov or (202) 551-9371. You may also contact me at 
foiapa@sec.gov or (202) 551-7900. You also have the right to
seek assistance from Ray J. McInerney 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, 

Sonja Osborne
FOIA Lead Research Specialist 

Enclosure 
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AMENDED AND RESTATED LICENSE AGREEMENT 

THIS AMENDED AND RESTATED LICENSE AGREEMENT (the "Agreement") is 
entered into effective as of April .uz_, 1993 between SALIX PHARMACEUTICALS, INC., a 
California corporation having its principal place of business at 3600 W. Bayshore, Suite 205, 
Palo Alto, California 94303 ("Salix"), and BIOREX LABORATORIES LIMITED, a United 
Kingdom corporation having its principal place of business at 2 Crossfield Chambers, Gladbeck 
Way, Enfield, Middlesex EN2 7HT ("Biorex"), 

RECITALS: 

., Biorex and Salix have entered into a License Agreement dated as of January 17, 1991, as 
amended by an Amendment Agreement dated as ofSeptember 17, 1992 (collectively, the 
"Original Agreement"). Salix and Biorex desire to amend and restate the Original Agreement to 
make certain modifications thereto as set forth below. 

NOW, THEREFORE, for good and valuable consideration, the sufficiency and receipt of 
which is hereby acknowledged, the parties hereto mutually agree to amend, restate and supersede 
the Original Agreement in its entirety to read as set forth below: 

Article 1. DEFINITIONS 

• For the purposes of this Agreement, the terms defined in this Article shall have 
the meanings specified below: 

1.1 "Affiliate" means any corporation or other entity which controls, is 
controlled by, or is under common control with, a party to this Agreement. A corporation or 
other entity shall be regarded as in control ofanother corporation or entity if it owns or directly 
or indirectly controls more than fifty percent (50%) of the voting stock or other ownership 
interest ofthe other corporation or entity, or if it possesses, directly or indirectly, the power to 
direct or cause the direction of the management and policies of the corporation or other entity. 

1.2 "Astra" means AB Astra, a company incorporated under the laws of 
Sweden, whose principal place of business is at Kvambengagatan 16, S-151 Sodertalje, Sweden. 

1.3 "Balsalazide" means 5-[4(2-Carboxyethylcarbamoyl)-phenylazo]-salicylic 
acid disodium salt dihydrate, and prodrugs, analogs and isomers thereof, and _improvements to 
any of the foregoing, owned by or licensed to Biorexduring the term of this Agreement. 

1.4 "Biorex/Astra Agreement" means the Agreement ofeven date herewith by 
and between Astra and Biorex. 

1.5 "Commercial Introduction" ofany Product shall mean the first sale for use 
or consumption by the general public of such Product in a country after required marketing and, 
if required, pricing approval has been granted by the governing health authority of such country. 



1.6 "Launch" means a commercial launch by Salix, its Affiliates and/or 
sublicensees of the Product throughout the Territory supported by such marketing expense and e .. 
supported and launched in such quantities as may be reasonably be appropriate for the Product to 
have a significant effect on total sales ofany similar or competitive product. 

1.7 "Manufacturing Technology" shall mean all methods, processes, designs, 
data, procedures and other information owned by or licensed to Biorex or its Affiliates during the 
term of this Agreement that are reasonably required for pilot production or commercial 
manufacturing of Products, including, without limitation, final quality assurance-quality control · 
procedures, manufacturing procedures (including conditions, times, temperatures, pressures and 
rates), product and raw material specifications, and other technology related thereto, including all 
patent and other intellectual property rights thereto. 

1.8 "Net SaJes" with respect to any Product means the invoiced sales price of 
such Product received from independent customers (including distributors) who are not an 
Affiliate or sublicensee, less, to the extent such amounts are included in the invoiced sales price: 
(a) actual credited allowances to such independent customers for spoiled, damaged, out-dated 
and returned Product; (b) freight and insurance costs incurred in transporting such Products to 
such customer; (c) quantity and other trade discounts actually allowed and taken; (d) sales, 
value-added and other direct taxes; and ( e) customs duties and surcharges and other 
governmental charges. 

- 1.9 "Patent Rights" means all rights ofBiorex in the Territory to any subject 
matter described by, claimed in or covered by any ofthe following: 

1.9.1 United States Patent Number 4,412,992 entitled "2-Hydroxy-5-
Phenylazobenzoic Acid Derivatives and Methods ofTreating Ulcerative Colitis Therewith," 
issued November 1, 1983, and any substitutions, renewals, reissues, and extensions of the 
foregoing. 

1.9.2 Any and all other patent rights, now existing or hereafter acquired 
(including applications therefor), pertaining to the subject matter described in Section 1.9.1 
above, or that are otherwise related to Balsalazide, obtained in any country within the Territory. 

1.10 "Products" means products incorporating Balsalazid~, or any other 
material whose manufacture, use or sale by an unlicensed third party would constitute an 
infringement ofany Valid Claim (as defined below) included within the Paten,t Rights. 

I.I 1 ''Royalty Term" means, with respect to each Product in the Territory, the 
period of time equal to the longer of: (a) nine (9) years from the date ofLaunch of such Product 
in the Territory; or (b) if the manufacture, use or sale of such Product in the Territory is covered 
by a Valid Claim, the term of such Valid Claim. 

l.12 "Salix/Astra Agreement" means the Co-Participation Agreement ofeven 
date herewith by and between Salix and Astra. 
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1.13 "Technical Information II means all fonnulae, raw material and product 
specifications, designs and procedures, formulation data, processes and methods, phannacology, - toxicology and other preclinical tests results, clinical trials data and results, know-how, trade 
secrets, inventions and other scientific, medical, technical and marketing data and information, 
including all patent and other intellectual property rights thereto, which: (a) are owned or 
controlled by, or licensed to, Biorex.or its Affiliates during the term of this Agreement, and (b) 
that are reasonably necessary for the development, manufacture, sale or use of Products. 
Technical Information shall include information and methods relating to the characterization, 
synthesis, formulation, stability, manufacture or assay of Balsalazide. 

1.14 "Territory" means the United States (including its territories, possessions 
and the Commonwealth ofPuerto Rico). 

. ' 

1.15 "Third Party" means any entity other than Salix or Biorex and their 
respective Affiliates. 

1.16 "Trademarks" means the trade name "Colazide" registered as a trademark 
for use on phannaceutical preparations in the Territory and any other trade name designated by 
Biorex for use in the Territory in connection with the Products. 

1.17 "Valid Claim" means a claim ofan issued and unexpired patent included 
within the Patent Rights, which has not been held permanently revoked, wienforceable or invalid 
by a decision of a court or other governmental agency ofcompetent jurisdiction, unappealable or 
wiappealed within the time allowed for appeal, and which has not been admitted to be invalid or - unenforceable through reissue or disclaimer or otherwise. 

Article 2. REPRESENTATIONS AND WARRANTIES 

2.1 Authorization. Biorex represents and warrants that (i) it has the full right 
and authority to grant the licenses provided in the Agreement and perform its obligations 
hereunder; (ii) to the best ofBiorex's knowledge, Salix may exercise the licenses granted to it 
under the Agreement without conflict with or infringement ofany rights or alleged rights ofany 
person or entity; (iii) Biorex has not, and will not during the term of this Agreement, make any 
commitment or incur any obligation in conflict with the licenses granted in the Agreement; (iv) 
Biorex is the sole legal owner of the Patent Rights; and (v) Biorex has obtained any and all 
governmental approvals, other than of the United States, that are required for Biorex to enter into 
and perform this Agreement. 

2.2 No Other Representations. Except to the extent provided in this Article 2, 
Biorex makes no representations and extends no warranties of any kind, either expressed or 
implied, with respect to use, sale, or other disposition by Salix or its sublicensees or its vendees 
or other transferees of Products incorporating or made by use of subject matter licensed under 
this Agreement. THE WARRANTIES EXPRESSLY SET FORTH IN THIS ARTICLE 2 BY 
EITIIBR PARTY ARE EXCLUSIVE AND NO OTHER WARRANTY, WRITTEN OR ORAL, 
INCLUDING WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A 
PARTICULAR PURPOSE, IS EXPRESSED OR IMPLIED. 
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Article 3. GRANT -

-

·' . 
:-,,.. .. 

~ ' : 

3.1 .Qrmn;. Biorex hereby grants to Salix and its Affiliates (a) an exclusive 
license under the Patent Rights, the Technical Information and Manufacturing Technology to 
develop, use, and sell and have sold Products within the Territory; and (b) a nonexclusive license 
under the Patent Rights (including foreign counterparts thereof), the Technical Information and 
the Manufacturing Technology to make and have made Products anywhere in the world, but 
solely for sale or use within the Territory. Notwithstanding the foregoing, Salix.shall not 
manufacture the Product outside the Territory without first obtaining Biorex's co~ent, which 
shall not beumeasonably withheld. · 

3.2 Sublicenses. The license granted to Salix under Section 3.1. above shall 
include the right to grant sublicenses, subject to this Section 3.2. To the extent applicable, such · 
sublicenses shall include all of the rights and obligations due Biorex that are.contained in this 
Agreement. Salix shall provide Biorex with a copy ofany sublicense. issued hereunder; which 
copy shall be maintained in confidence pursuant to Section 11 hereof Notwithstanding the 
foregoing, Salix shall not grant a sublicense for the manufacture, sale and use ofa Product in the 
Territory without first obtaining Biorex's co~ent, which shall not be withheld unr,easonably. For 
the purposes of this Agreement, the Salix/ Astra .Agreement shall be deemed to be a subHcense 
and .not a subcontract · · • , . · · 

3.3 Subcontracts. The following types ofarrangements shall not be deemed to 
be sublicenses herewider: , 

. • dispose of Products; 
3.3.1 appointment of third parties to market, sell, use or otherwise 

3.3.2 subcontracting of third parties to develop new Products; or 

3.3.3 subcontracting of third parties to manufacture the Prociucts. 

3.4 · Milestone Payments. 

3.4.l Salix has paid to Biorex the amounts set forth below: 

Milestone 

January 17, 1991 

First Approval by Food and Drug 
Administration ("FDA") ofan 

. Investigational New Drug ("IND") 
for a Product, or 1 June, 1992, 
whichever is earlier 

Amount · ·: 

.$50,000 

.. , 

$100,000 

3.4.2 Salix shall pay to Biorex, within thirty (30) days after the events 
described below, the arr10wits set forth opposite such event: 
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•• ••••• 
First Filing with FDA of a New 
Drug Application ("NDA") 
for a Product, or 1 June 1995, 
whichever is .earlier $}00,000 . 

First Approval by FDA of 
NDA for a Product . $250,000 

\ •The.amount paid under t.his S~ction 3.4 ~th reSP_Cct t~ approv~l ofanNDA by:the.FDA shall be]
L earned forward and offset agamst royalties accruing under Article 7 below. 

Article 4. DEVELOPMENT 

4.1 Technical Information. Insofar as it has not already done so, Biorex shall 
promptly provide to Salix all Technical Information, including all regulatory filings made by or 
for Biorex with respect to Balsalazide and any other products that wmtld be.covered by the 
Patent Rights if made, used or sold within the Territory (''Biorex Products''), and a description of 

.· Biorex's development program for such products. including _without limitation descriptions ofall 
tests, trials, development steps, protocols, clinical investigators and the lik~_- Biorex shall 
promptly provide to Salix, and in any event at least quarterly, all Technical Information 

.(including such regulatory filings) and information that it develops or acquires after the date 
hereof. In addition, Biorex shall use all reasonable efforts to so provide to Salix all similar items 
and information generated or developed by or for other licensees of Biorex and to perm.it Salix to 
use such items and information to the same extent it may use Technicallnfonnation hereunder. 
Salix shall have a right to use all such Technical Information and information ofsuch licensees 
for purposes of this Agreement, and to cross-reference all such regulatory filings. In the.event 
·that Biorex does not obtain from any other licensee of Biorex the right to permit Salix to·use 
·such items or information, Biorex shall notprovide to such licensee any information of Salix 
provided to Biorex under Section 4.2 below. · · · · 

4.2 Exchange of Data. Each party shall keep the other informed~ to its . 
progress in the development and testing of all Products and Biorex Products and the preparing, 
filing and obtaining of the approvals necessary for marketing such products. ._Each pany shall 
notify the other at least thirty (30) .days in advance of, and make available to the other party for 
review prior to submittal of, all filings and correspondence to be submitted to regulatory ·. 
authorities with respect to marketing approval of such a product, ·and all proposed publications of 
.test data or results related to such products. Such items shall be rn:ade available at such party's 
principal place of business, or if reasonable to do so, they shall be sent to the other party. In 

. addition, each party shall provide the other with copies of such other documents as it reasonably 
requests promptly after su_ch request. Until the date of the Commercial Introduction ofeach such 
product, each party shall provide to the other qu~erly reports summarizing in reasonable detail 
its activities related to the development and securing of the requisite marketing and other 
regulatory approvals for such products. After the Commercial Introduction ofany such product, 
each party shall keep the other informed ofany further communications or activities concerning 
such products by, with or involving governmental health agencies. Throughout the term of this 
Agreement, each party shall promptly supply the other with all information regarding adverse 
drug experiences. 
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- 4.3 Visit of Facilities. Representatives of Salix and Biorex may, upon 
reasonab.le notice and at times reasonably acceptable to the other party (a) visit the facilities 
where the preclinical tests or clinical trials are being conducted with respect to Products or 
Biorex Products, and the faciJities where the other party manufactures any Product, Biorex 
Product or active compound contained therein (or has such a product or compound 
manufactured, but subject always to the consent of the relevant subcontractor) to the extent 
relating to such product or compound; and (b) consult informally, during such visits and by 
telephone, with personnel of the other party performing work on such tests, trials or 
manufacturing. · · 

4.4 . Conferences. Until the filing ofan NDA with respect to a Product, the 
parties shall meet periodically, at times and locations to be agreed, to discuss their respective 
development programs with respect to such Product and related Biorex Products . . 

4.5 Technical Assistance. Biorex shall provide to Salix such reasonable l 
I 

technical assistance as is in Biorex's control, if appropriate at Salix's facilities, with respect to the i 

development, preclinical and clinical testing and manufacturing ofProducts. 

4.6 Proiress Reports. Salix shall provide to Biorex semiannual reports 
describing in reasonable detail its progress in developing Products hereunder. Such obligation 
shall continue until the Commerc.ial Introduction of the first Product 

Article 5. DUE DILIGENCE; NONCOMPETITION 

5.1 Reeulatory AJWmvals. Salix shall use its best efforts to conduct such 
additional preclinical studies and clinical trials as are necessary to obtain regulatory approval to 
market at least one Product in the Territory. In this connection, and subject to Section 5.4 below, 
Salix shall use its best efforts to achieve the following.objectives: 

5.1.1 Commencing human clinical trials with respect to a Product on or 
before June I, 1993; 

5.1.2 Substantially completing human clinical trials necessary to file with 
the FDA an NDA with respect to a Product on or before March 31, 1994; and 

5.1.3 Filing with the FDA an NDA with respect to a Product on or before 
June 30, 1994. 

5.2 Commencement ofMarketing. Subject to the provisions of Section 5.4 I 
below, with respect to each Product for which Salix has received necessary regulatory approvals 
to market such Product in the United States, Salix shall use commercially reasonable efforts to: 

·/
·.' 

5.2.1 Commence marketing.such Product in such country within four (4) 
months of receiving approval (including, if required, pricing and reimbursement approval) to 
market such Product in that country; -
1363.4 6 
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5.2.2 After commencing marketing of such Product in such country, to 
_. meet the market demand for such Product in such country; and 

5.3 Biorex's Remedies. 

' 
. 5.3J Failures Reiatin2 to Clinical Development. In the event that Salix 

fails to meet its obligations under Section 5.1 above, and does not remedy such failure within 60 
days.ofnotice by Biorex, 'Salix shall pay to ~iorex~ 10,000 per inonili unti_l such failure is cured; 
provided, however, that failure to meet the time scliedules set forth iii1;ection 5.1 above shall not 
alone constitute a failure to meet Sa14''s obligations under Section 5.1, so long as Salix is using 
its best efforts to meet the objectives setforth therein ~s soon as is reasonably practicabie. Any 

. amounts paid by Salix hereunder may be carried forward and offset against royalties or minimmn 
"":l~i' ' royalties that accrue under Article 7 below. · t~i""'-/: .. :! 

","I 
· 5.3.2 Failure to Market. If Salix fails to fulfill its obligations under . I 

I 

Section 5.2 with respect to any country, and does not remedy such failure within one hundred 
I 

eighty (180) days after receiving a written request to do so, Salix's rights to sell that Product in i. . 

such country shall thereafter be nonexclusive, and Biorex shall have the right to grant one I 
additional license to sell such Product in such country (whk.h license shall not include the right 

; 

' 
to grant further sublicenses), unless Salix promptly commences to pay the minimum royalties I 
required under Section 7.3. · · f 

. ' . I 
5.3.3 Sole Remedy. This Section 5.3 sets forth Biorex's sole remedies ! 

for a failure by Salix to meet its obligations under Sections 5.1 and 5.2 above. 1-
. 5.4 Excused Performance: In addition to the provisions of Article 15, Salix's 1 

obligations with respect.to any Product-under this Article 5 are expressly conditioned upon the 
continuing absence ·of any adverse condition relating to the safety, quality or efficacy of that I
Product or any other restrictions or delays imposed or caused by governmental authorities, or . 
other condition or event beyond Salix's control that would reasonably justify Salix, after I
consulting with Biorex, in exercising prudent and justifiable business judgment, to conclude that . f 

.• 
. development or marketing ofsuch Product should be delayed, suspended or stopped altogether, I.. 

.,~: ··~· -~ and Salix's: obligation to develop or market any such Product shall be delayed or suspended so 
· · . long as any such condition or event exists. In addition, Salix shall not be responsible for any · 

delays caused by failure• of the FDA to accept data provided by Biorex or by inability of Salix to 
obtain, or delays· in obtaining, sufficient quantities of clinical material~ on reasonable terms. 

5.S Noncompetition. During the term of this Agreement, Biorex shall not 
market in the Territory, itself or through-licensees, distributors,: agents orAffiliates, any product 
that competes 'ot would compete with a Product. • I5.6 Scientific Advisozy Board. Until the Commercial Introduction of a Product, 

· Salix may appoint to its Scientific Advisory Board one representative selected by Biorex; 
provided, however, that such scientific -advisor nominated by Biorex shall enter into Salix's Istandard form of Scientific Advisor Agreement on the same terms and conditions generally 
proposed by Salix for its scientific adv·isors. 

I· 
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Article 6. MANUFACT!JRlNG; TRADEMARKS --

·~. ,, , 
·~ 

~~-. 
~= Jr" • 

6_. l Clinical Mat~rials. Biorex shall use its best efforts_ to supply, or to arrange 
for others to supply, Salix's requirements of Products for preclinical tests arid human clinical 
trials on rea,sonable .terms and con~iti(?~S. In the event that B,i9rex ~ges for Third Parties to 
develop forfuulatioris of,'or suppiy; Products to Biorex uiider this Section·6.1, Biorex shall use 
all reasonable efforts to acquire the right to include the manufacturing processes and technology 
used by such Third,Party for such_froduct in the Technicai Jniorfu,atlon, Manufacturing . 
Technology or the Paterit Rights,_so_tharSalix may use such process to manufacture such 
Product. · · · · · · 

6.2 Manufacturing;::technolo~y: As soon ~ practicable following a request by 
Salix, Biorex shall "disclose to Salix all Manufacturing Techµology in existence at such time, and 
shall thereafter promptly (and· in any eyent at le~t quaqerly) provide Salix with updates or 
additions to such Manufacturing Technology that are subsequently developed or acquired by 
Biorex or its Affiliates. In addition, Biorex shall use all reasonable efforts to so provide to Salix 
all similar items and information generated or developed by or for other licensees of Biorex and 
to permit Salix to use such items and information to the same extent it may use Manufacturing 
Technology hereunder. 

6.3 Ttademark's~ '13iorex hereby grants to Salix an exclusive license, including 
the right to grant sublicenses, to use the Trademarks within the Territory in connection with sales 
ofProducts. Such license shall be royalty free and fully Qaid for the first six (6) years following 
Launch; thereafter Salix shall pay Biorex a royalty fee oi ne percent (1%) ofNet Sale~ of all 

·Products bearing the Trademarks sold or supplied by Salix; its Affiliates and/or sublicensees in 
the Territory. Exceptas provided below; -Salix shall have the exclusive right to institute and · 
pursue actiorist() prevent any use of ilie _Trademarks within the Territory. ·--· . 

Arti°cle 7. ROYALTIES> . .~ · .: . . 

7,1 Base Royalty Rate. In consideration of licenses granted to Salix herei~ 
Salix shall pay to Biorex the folio\\ing toyalties with respect to Net Sales by Salix, its Affiliates 
and sublicensees ofProducts in the Territory during the Royalty T~rm for such Product (except 
as othenvise set forth in this Section 7); · · · · · · 

Annual Net Sales For All 'Products Royalty Rate 

Fiist -$5~000,000 · ' ~ - 3% 
$5~000;00·1-l 0,000:000 .4% 
·$10,000,001-20.ooo,ooo 5% 
$20,000,001-30,000,000 6% 
_$30,000,001-40,000,000 · .. 7% 

.Over $40;000,001 9% 

For ex.ample; the paitie~ acknowledge that "the applicable royalties due ·Biorex hereunder at 
Annual NetSales for All Products of$45~000,000 will be $2,600;000 (3% ofthe fust 
$5,000,000;4% of the next $5,000,000; ·5%·ofthe rtexf $10,000,000;·6% of the next 
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$10;000,000; 7% of the next $10,000,000; and 9% of the remaining $5,000,000). Annual N~ 
Sales shall be -~etermined on Salix'sfiscal year basis for purposes of such royalty calculations. ·[- '''fi -Sales to Resellers~ .With respect to sales of Products·to a wholesaler or 
distributorwho are pot Affiliates (''Distributors"), Net Sales shall be calculated based upon the 
price paid by such Distributor, and no royalty shall be payable upon the Distributor's sales of 
such Products by the Distributor. With respect to sales of Products in bulk fonn to sublicensees 
other:than Distributors, royalties shall be payable only llpon the sublicensee's resale of such 
Produc;ts ;md not upon Salix's sale to the sublicensee. For the purposes of t~s Agreement, Astra 
and any Astra Associates (as defined the Salix/Astra Agreement) shall be deemed to be 
sublicensees and not Distributors. 

·, - ~ . . 
.'• ' . . - ~~ 

· - ., •, 7.3 Minimum Royaltj~. Beginning with$alix~,firstfull .fiscalyear after the · 
CoinIIlerciaJ.Iptr;oduction c,,f the :fir$t:ProdtJcti~corporating Bajsalazide, and continuing fo~ ve 
(5) years thereafte~ Salix shall pay to Biorex the following minimum royalties: _ 

Year After 
Commercial Introduction 

I::~~ear · -
-

LThird-Fifth Years (per year) 

Minimum Royalty 

$ 600,000 
1.300,000 
1,500,000 

Minimum royalties accrued under this Section 7.3 and earned royalties otherwise accruing under 
this Article 7 shall be offset against each other. In the event that earned royalties in any Salix 
fiscal year in the Territory do notexceed the minimum royalties for such year, the royalty report 
provided under Article 8.below for the final quarter of such year shall include a · _ ent so that 

. the total royalties paid for such year equals the minimum royalties for such year. In the event 
that Salix fails to pay the minimum royalties for any year within ninety (90) days of the date 
such payment is due, Biorex shall have the right to convert Salix's licenses hereunder into 
nonexclusive licenses. To .exercise such right, Biorex must give Salix at le~t thirty (30) days 
prior written notice within such 90-day period of its intention to do so. Salix may cure any such 
.failure by paying the minimum royalty within-such ninety (90) day period (or iflonger, within 
the 30-day notice period), in which case Biorex's right to convert Salix's licenses as a result of · 
such nonpayment shall cease. Converting such' licenses to be nonexclusive _shall be Biorex's sole 
remedy upon a failure by Salix to pay such minimum royalties. 

..7.4 Combination Prpduct. In the event a Product is sold in a combination 
.product with other biologically active components, Net Sales, for purposes of royalty payments 
on the combination product, shall be calculated by multiplying the Net Sales ofthat combination 
by the fraction NB, where A is the gross selling price of the Product sold separately and B_is the 
gross selling price of the combination product. In the event that no such separate sales are made . 

~ " 
by Salix or a permitted sublicensee, Net Sales for royalty determination shall be reasonably 

, . allocated between such Product and such other compensation, basec;l upon their relative 
importance and proprietary protection. . 

1363.4 9 

[ ] Confidential treatment requested. 

I 



7.5 No Patent Protection. Notwithstanding anything to the contrary contained 
in Section 7.1 :-· 

;•;. .., 

•• 

7.5.1 In the event that Product is s_old in a country inwhich the sale would 
not infringe a Valid Claim within the Patent Rights in the Territory, and significant sales ofa 
substantially equivalent product are made by thirdf arties in the Territory, the roi lty otherwise 

· applicable to such Product in the Territory shall b~ duced by fifty percent (50%) (even though 
the Product is made in a country in which such manufacture infringes a Valid C arm) for so long 
as significant sales of the substantially equivalent product continue. · 

7.5.2 In the event that any patent or any claim thereof included within the 
. Patent Rights shall be held invalid in a deci; · n by ·a court of competent jurisdiction, Salix shall 

have ~e right to withhol{!!fty-pe~c~nt (50%) of the royalties paya~l_e ~th respect to such claim 
accruing after the date of such dec1s1on. In e event that such dec1s1on 1s reversed on appeal, 
Salix shall promptly remit to Biorex all such royalties so withheld. 

7.5.3 In the event Astra is granted a license to manufacture as set forth in 
Schedule 5 of the Salix/Astra Agreement with the royalty rates specified in Sections 6.1, 6.2 or 
6.3 of said Schedule 5, the royalties otherwise payable by Salix under Article 7 shall be limited 
the lesser amount of : 

(A) the amounts due Biorex as otherwise·provided in this Article 7; 
or 

(B) the greater of(1) the sum of the amounts payable by Astra to 
Salix as provided in Section 6 of Schedule 5 to the Salix/Astra Agreement or (2) five percent · 
_(5%) ofNet Sales of Products. 

7.6 Third Party Royalties. In the event that Salix is required to pay to a Third · 
Party any royalties or amounts determined by Net Sales ofa Product with respect to technology 
incorporated in such Product other than the technology licensed hereunder, Salix may deduct 
from the royalty accruing to Biorex under Section 7.1 or 7.2 above with respect to such Product 

[ fifty percent (50o/~ f the amount paid to such Third Party, up to ~ maximum of fifty percent 
(50%2ffthe royalties that would otherwise accrue to Biorex witli respect to such Product under 
Section 7. I or Section 7.2. · 

7.7 Nonexclusivity. In the event that Salix's licenses under this Agreement 
become nonexclusive under Section 5.3 or Section 7.3 .above, and Biorex grants another.license 

· .with respect to a Product within the Territory on royalty terms more favorable than those set 
forth herein, Salix shall have the right and option to substitute such royalty terms for the royalty 
terms provided herein. In the event Salix's licenses herein become nonexclusive, its obligations 
to pay minimum royalties shall thereupon terminate. 

Article 8. ROYALTY REPORTS AND ACCOUNTING 

8.1 R~orts. Exchanjle Rates. During the term of this Agreement, after the _ 
Commercial Introduction of a Product, Salix shall furnish to Biorex on a quarterly basis a written · 

.report covering Salix's fiscal quarters showing (i) the gross sales ofall Products sold by Salix jh llfi,"i1.ft~./J __ 
·tJ63.4 10 t, ,•. 

[ ] Confidential treatment requested. 

I 



and its sublicensees in the Territory during the reporting period and the calculation ofNet Sal~ ltltrl/-les L 
from such gross sales, (ii) the gross sales of all Products bearing the Trademark sold by Salix"and LV 
its sublicensees in the Territory during the reporting period and the calculation of Net Sales from 
such gross sales;; (iii) the sublicense royalties received by Salix during the reporting period; (iv) 
the royalties payable in ffS. dollars, which shall have accrued hereunder in respect of such sales 
and sub license royalties; ( v) withholding taxes, if any, required by law to be deducted in respect 
of such royalties, sales and sublicense royalties; and (vi) the dates of the Commercial 
Introductions of any Products in the Territory during the reporting period. Reports sh.all be due 
sixty (60) days following the close ofeach respective quarter. In case no royalty is due for any 
royalty period hereunder, Salix shall so report. Salix shall keep accurate records in sufficient 
detail to ·enable the royalties payable hereunder to be determined.' 

. ' 
~ . ' .... ... 8.2 Audits. 

8.2.1 Upon the written request ofBiorex, at Biorex's expense and not 
more than once each Salix fiscal year, Salix shall permit an independent public accountant 
selected by Biorex and reasonably acceptable to Salix to have access during normal business 

. hours to such of the records of Salix as may be reasonably necessary to verify the accuracy of the 
royalty reports hereunder made not more than thirty-six (36) months prior to the date of such. 
request. 

8.2.2 In the event such accountant concludes that additional royalties 
were owed during such period, the additional royalty shall be paid promptly. The fees charged 
by such accountant shall be paid by Biorex unless the audit establishes that the royalties payable 
by Salix for the audited period are more than one hundred five percent (105%) of the royalties 
actually paid for such period, in which case Salix shall pay the reasonable fees and expenses 
charged by the accountant. 

8.2.3' Upon the expiration of thirty-six (36) months following the date of 
any royalty report hereunder, the calculation of royalties payable with respect to the quarter 
covered by such report shall be binding and conclusive upon Biorex; and Salix shall be released 
from any liability or accountability with respect to royalties for such year. 

8.3 Confidential Financial Information. Biorex agrees that all information 
subject to review ooder this Article 8 is confidential and shall cause its accountant to retain all 

· such information jn confidence. 

Article 9. ROYALTY PAYMENTS 

9.1 Payment Tenns. Royalties shown to have accrued by each royalty report 
provided for under Article 8 of this Agreement shall be due and payable on the date such royalty 
report is due. Payment of royalties 1n whole or in part may be made in advance of such due date. 
Royalties determined to be owing, and any overpayments to be credited, with respect to any prior 

' ·~· .. quarter sha!l be added, together with interest thereon under Section 9.3 below from the date of 
the report for the quarter for which such amounts are owing, or credited, as the case may be, to 
the next quarterly payment hereunder. 
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•· 9.2 Exchange Control. Except as hereinafter provided in this Section 9.2, all 
royalties due shall be paid in U.S. cu,rrency. If at any time legal restrictions prevent the prompt 
remittance of part or all royalties with respect to any country of the Territory where the Product 
is sold, payment shall be made through such lawful means or methods as Biorex may designate. 

· 9:3 Late Payments. ·· Any payments thatare not paid on or before the date such 
payments are due under this Ag.reement shall bear interest to the extent permitted by applicable 
law at the prime rate of interest as reported by Bank ofAmerica NT&SA _in San Francisco, 
California from time to time, calculated ori the number ofdays such payment is delinquent. This 

· Section 9.3 shall in no way limit any other remedy available to either party. 
.! 

IAnkle to. INFRINGEMENT 
. i 

j 

10.l Infringement Rights . . The provisions of this Article 10 shall govern the · ! 
i 
lparties' rights and ob]igations, as between themselves, with respect to actions against and by I 

Third Parties for infringement ofpatents licensed under this Agreement or owned by such 1bird l 
. Parties. In the event that either party learns ofa significant infringement of the Patent Rights, or ' 'L 
corresponding patent rights outside of the Territory ("Foreign Patent Rights"), it sh~~ promptly l 

notify the other party. . 
I 
f 

I 
10.2 Enforcement ofPatent Riahts. 

'10.2.1 Salix shall have the exclusive right to bring, direct. and control° any I 
action to enforce the Patent Rights against infringers within the Temtory. · · · · 

10.2.2 Salix may deduct from royalties owing under A,rticle 7 above all 
.of its costs and expenses in~urred in, enforcing the Patent ~ghts,up io~ m~um;o~fifty 
percent (50%Jof the royalties accrumg hereunder. After retmbursement to Salix for its 
unreimbursei1expenses, all damages and other payments recovered from such infringing parties 
shall be retained by Salix and included in Net Sales for the quarter in which they are received. 
Biore'x shall cooperate with Salix, at Salix's expense, in connection with any such litigation, 
including without limitation by joining as a party ifnecessary or appropriate and executing such 
documents as Salix may reasonably request · 

. . . 

· 10.3 Third Party Claims. In the event that Salix is sued by an unaffiliated third 
party alleging that the manufacture, sale or use_?{a Product infringes patent rights.ofsuch third 
party, then _Salix may withhold up to~ ~ ~S?o/~ ofthe royal!ies parable here~der and apply 
such royalties to any damages, costs, hab1ht1es or expenses (mcludmg the reasonable fees of 
attorneys and: other -professionals) incurred as a result of such claim, up toE_maximum offifty 
( 50o/~ of such damages, costs, liabilities and expenses. - · _ _ _ _·.-

Article 11. CONFIDENTIAL.IIY 

11.1 GeneraL Except as expressly otherwise provided in this Agreement, each 
party shall hold in confidence and not use or disclose to any Third Party (other than-employees, 
consultants, advisors, permitted sublicensees and third parties with whom such party is · · 
considering entering into a business relationship who are similarly bound in Wl'!-ting) any · 
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• product, technical, manufacturing, process, marketing, financial, business or other infonnation, 
. ideas, cell lines or know-how identified in writing as confidential ("Proprietary Information") of 
or used by the other; provided, however, that Proprietary Information of a party shall not include: 

11.1.1 I terns which at the time of disclosure are published or otherwise 
generally available t,o the public; 

11.1.2 Items which, after disclosure by the other party, are published or 
become generalJy availa.ble to the piiblic through no breach of this Agreement by the otner or the 
other's employees or agents; or 

•', ! M) 

11.1.3 Items which the other can document were or are (i) in its 
·,possession at the time ofdisclosure and was not acquired directly or indirectly from such party, . i 

or (ii) independendy developed. ~ 

11.2 E_xce,ptions. A party may disclose Propdetary Information ofth.e other: 

11.2.1 In connection with the order of a court of law or in compliance 
with laws or regulations relating to registrations or sale of securities or product approval, or 

11.2.2 If such information is also rightfully acquired from a third party 
•who, to the best of such party's know!edge and belief, is entitled to rightfully make such 
disclosure, but only to the extent such party complies with any restrictions imposed by the third 
party. 

· :· I J.2.3 After five (5) years from the date such information is disclosed to 
it hereunder. 

113 Licensed Infom1at.j.Q11. Any Proprietary Information ofor used by Biorex 
which are or may be subject to an exclusive license to Salix hereunder shall not be disclosed by 

.... Biorex io any third party for use in the Territory except for purposes not inconsistent with such 
exclusive li~ense and only pursuant to confidentiality and non-use restrictions at least as 
restrictive as those provided herein. · 

. ,· 

11.4 ~.&111- Salb~ and Biorex agree not to disclose the 
financial terms or conditions ofthis Agreement to any Third Party without the prior written 
consent of the other party hereto, except as required by applicable law or to persons with whom 
Biorex or Salix has entered into or proposes to enter into a business relationship. 

Article 12. £..4,TENT PROSECUTION AND MAINTENANCE 

12.1 Control. Salix shall have the right to take such actions as are necessary or 
appropriate, 'with counsel of its choosing, to effect the patent applications within the Patent · 
Rights and to obtain patent protection with respect to the subject matter therein in any country 
within the Territory; In the event that Salix elects not to prosecute or maintain a patent 
application or patent within the Patent-Rights, Biorex shall ha:ve the right to do so at its o·vVO 
expense. 
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12.2 Expense&. The cost of Salix's preparing, filing, prosecuting and maintaining •·-. all patent applications and patents contemplatedby·this Agreement shall be borne by Salix. 

12.3 Cooperation. Salix shall provide Biorex with copies of all material 
documentation after receipt from or prior to submission to any governmental agency with 
jurisdiction to issue such patents, as appropriate, so that Biorex may be informed and apprised of 
the continuing prosecution. Salix shall consult with Biorex and its counsel concerning 
prosecution ofany patent application and adopt reasonable suggestions made with respect ' 
thereto, and shall use its best efforts tomnend any patent application to include claims 
reasonably requested by Biorex and required to protect the product contemplated to be sold 
under this Agreement. Biorex shali make available to Salix or its authorized attorneys, agents or 
representatives, Biorex;s employees, agents or consultants necessary or appropriate to enable 
Salix to file, prosecute and maintain patent· applications and resulting patents within the Patent 
Rights. Biorex shall sign or cause to have signed all documents relating to said patent 
applications or patents at no charge to Salix. 

Article 13. TERM; TERi\flNATION 

-
13. I Expiration. Unless terminated earlier pursuant to Section 13.2 or 13.3 

below, the provisions of this Agreement with respect to a Product shall expire on the expiration 
of the last Royalty Term applicable under this Agreement with respect to such Product. Upon 
expiration 0feach Royalty Term v.ith respect to each Product ih the Territory, Salix shall have 
the following irrevocable, royalty-free licenses (with right to sublicense): (a) a nonexclusive 
license (with right to grant sublicenses) under the PatentRights, Technical Information and 

. Manufacturing Technology to make, -have made, use, sell and have sold such Products in the 
Territory; and (b) the exclusive license to use the Trademarks in connection with the marketing 
and sale of such Products in the Territory, subject to Salix's payment to Biorex of the royalty 
stated in Section 6.3 for so long as Salix, its Affiliates and sublicensees shall continue to use the 
Trademarks, 

13 .2 Termination for Cause. Either party may terminate this Agreement 
following the material breach of any material provision of this Agreement by the other party if 
the breaching party has not commenced to cure such breach within ninety (90) days after written 
notice thereof by the other party and thereafter proceeded diligently to cure such breach within a 
reasonable time;· provided; that in no event shall such reasonable time to cure such breach exceed 
180 days from the date of such notice. In determining whether there has been. a material breach 
of a mate.rial-provision ofthis Agreement for purposes of this Section 13.2, all ofthe 
circwnstances of the breach shall be considered, including the breaching party's conduct, the 
hardship of termination, the extent to which the breaching party has performed its obligations, 
the extent to which the nonbreaching party will obtain the benefits it reasonably anticipated, and 
similar factorso 
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• 13.3 Termination by Salix. Salix shall have the rightto terminate this 
Agreement or the licenses granted herein, in whole or as to any specified Product, at any time, 
and from time to time, by giving notice in writing to Biorex. Such termination shall be effective 

J., L 

, . 
: I~ , ninety (90) days from the date Biorex receives such notice and all Salix's rights associated 

therewith shall cease as of that date; provided, however, that if Salix revokes in writing its notice. 
of termination before the end of such 90-day period, such notice of termination shall have no 
effect and the rights specified in such notice of termination shall not terminate. 

13.4 Effect of Termination. 

13.4.1 Upon a termination ofthis Agreement by Salix under Section 13.3 
above, or by reason ofa material breach by Salix, all licenses granted to Salix hereunder ( or, in 
the event of a partial termination under Section 13 .3, the licenses·to the Products to which such 
termination pertains) shall terminate, and· Salix shall promptly return to Bioi:ex all tangible 
materials provided by Biorex incorporating Technical Information and Manufacturing 
Technology pertaining to the terminated Product. In the event of such a termination, Salix shall 
assign to Biorex its filings with the FDA and all other regulatory authorities within the Territory 
that pertain to the terminated Products. 

13.4.2 Expiration or termination of this Agreement shall not relieve the 
parties of any obligation accruing prior to such expiration or termination. 

13.4.3 Upon termination of this Agreement by either party, Salix shall 
provide Biorex with a written inventory of aU Products in process ofmanufacture or in stock, 
and Salix (and its Affiliates and sublicensees) shall have the privilege ofdisposing ofsuch 
Products within a period ofone hundred eighty (180) days; provided. however, that Salix shall 
pay royalties on any Net Sales of such Products at the rate and at the time herein provided and 
shall render reports thereon in the manner herein provided 

13.4.4 Upon the expiration or termination of this Agreement for any 
reason, the parties rights and obligations under the following provisions shall survive: Sections 
8.2, 8.3, and 10.3 and Articles 9, 11, 13, 14 and 17; provided, that the indemnification provision 
of Article 14 shall survive only with respect to claims that are made prior to three (3) years after 
expiration or termination of this Agreement. In addition, . upon expiration of this Agreement 
under Section 13.1 above, the parties rights and obligations under Article 4 and.Sections 6.2 and 
6.3 shall survive. 

13.4.5 If the Biorex /Astra Agreement comes into force in accordance 
with Clause 2.1 thereof, then this Agreement shall terminate automatically forthwith and the 
provisions of Clause 13.4.1-13.4.4, inclusive, of this Agreement shall apply 'upon such 
termination. · 

·Article 14. INDEMNITY 

14.1 ~- Subject to Biorex's compliance with its obligations set forth in 
Section 14.3 below. Salix agrees to indemnify and hold Biorex, its Affiliates and their employees 
and agents hannless from and against any losses, claims. damages, liabilities or actions 
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• (including reasonable attorneys' fees and court and other expenses oflitigation) (collectively, the 
"Liabilities") suffered or incurred in connection with Third Party claims for personal injuries or 
any product recall to the extent caused by: (a) any failure to test for or provide adequate warnings 
of adverse side effects to the extent such failure arises out ofacts or omissions in connection 

. ' 
l •• 

,(t 

',, 

with the performance of Salix's preclinical or clinical testing obligations hereunder, (b) any 
manufacturing defect in any Product or other material manufactured by Salix or its sublicensee, 
or subcontractors, or (c) any other act or omission (without regard to culpable conduct) of Salix 
or its sublicensee, or subcontractors in connection with the activities contemplated under this 
Agreement, except to the extent such Liabilities resulted from negligence, recklessness or 
intentional misconduct of Biorex . 

14.2 Biorex. Subject to Salix's compliance with its obligations set forth in 
Section 14.3, Biorex agrees to indemnify and hold Salix, its Affiliates, and licensees and their 
employees and agents harmless from and against any Liabilities suffered or incurred in 
connection with third party claims for personal injuries or any product recall to the extent caused 
by: (a) any failure to test for or provide adequate warnings ofadverse side effects to the extent 
such failure arises out of acts or omissions in connection with Biorex's preclinical or clinical 
testing obligations hereunder, (b) any manufacturing defect in any Product or other material 
manufactured by Biorex or its sublicensees or subcontractors, or (c) any other act or omission 
(without regard to culpable conduct) ofBiorex or its sublicensees or subcontractors in 
connection with the activities contemplated under this Agreement, except to the extent such 
Liabilities resulted from negligence, recklessness or intentional misconduct of Salix. Notwith­
standing the foregoing, Biorex shall not be obligated to indemnify Salix with respect to 
Liabilities incurred in the course ofhwnan clinical trials conducted by Salix (itself or through 
subcontractors), or with respect to Liabilities resulting from the use ofProducts supplied by 
Biorex as clinical trials materials for use in such clinical trials. 

14.3 Procedure. A party (the "Indemnitee) that intends to claim indemnification 
under this Article 14 shall promptly notify the other party (the "Indemnitor") in writing ofany 
loss, claim, damage, liability or action in respect of which the Indemnitee or any of its Affiliates, 
employees or agents intend to claim such indemnification, and the lndemnitor shall have the 
right to participate in, and, to the extent the Indemnitor so desires, jointly with any other 
Indemnitor similarly noticed, to asswne the defense thereof with counsel mutually satisfactory to 
the parties; provided, however, that an Indemnitee shall have the right to retain its own counsel, 
with the fees and expenses to be paid by the Indemnitee, if representation of such indemnitee by 
the counsel retained by the Indemnitor would be inappropriate due to actual or potential differing 
interests between such Indemnitee and any other party represented by such counsel in such 
proceeding. The indemnity agreement in this Article 14 shall not apply to amounts paid in 
settlement of any loss, claim, damage, liability or action if such settlement is effected without 
the consent of the Indemnitor, which consent shall not be withheld unreasonably. The failure to 
deliver written notice to the Indemnitor within a reasonable time after the commencement of any 
such action, ifprejudicial to its ability to defend such action, shall relieve such Indemnitor ofany 
liability to the indemnitee under this Article 16, but the omission so to deliver written notice to 
the Indemnitor shall not relieve it of any liability that it may have to any Indemnitee otherwise 
than under this Article 14. · The Indemnitee under this Article 14, its employees and agents, shall 
cooperate fully with the Indemnitor and its legal representatives in the investigation ofany 
action, claim or liability covered by this indemnification. 
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• Article 15. FORCE MAJEURE 

Neither party shall be held liable or responsible to the other party nor be deemed 
to have defaulted under or breached this Agreement for failure or delay in fulfilling or 
performing any term of this Agreement when such failure or delay is caused by or results from 
causes beyond the reasonable control of the affected party or from fire, floods, embargoes, war, 
acts ofwar (whether war be declared or not), insurrections, riots, civil commotions, strikes, 
lockouts or other labor disturbances, acts of God or acts, omissions or delays in acting by any 
governmental authority or the other party. 

Article 16. ASSIGNMENT 

Tiris Agreement may not be assigned or otherwise transferred, nor, except as 
expressly provided hereunder, may any right or obligations hereunder be assigned or transferr~d, 
by either party without the written consent of the other party; provided, however, that either 
Biorex or Salix may, without such consent, assign this Agreement and its rights and obligations 
hereunder in connection with the transfer or sale of all or substantially all of its business, if such 
assets include substantially all ofthe assets relating to its performance of its respective 
obligations hereunder, or in the event of its merger or consolidation with another company at any i 
time during the term of this Agreement. Any purported assignment in violation of the preceding ! 
sentence shall be void. Any pennittt".d assignee shall assume all obligations of its assignor under 
this Agreement. No assignment shall relieve either party ofresponsibility for the performance ofe -. any accrued obligation which such party then has hereunder. I 

Article 17. MISCELLANEOUS 

17.1 Notices. Any notice or report required or permitted to be given or made 
under this Agreement by one of the parties hereto to the other shall be in writing, delivered 
personally or by facsimile (and promptly confirmed by personal delivery or courier) or courier, 
postage prepaid, addressed to such other party at its address indicated below, or to such other 
address as the addressee shall have last furnished in writing to the addressor and shall be 
effective upon receipt by the addressee. 

Salix Phannaceuticals, Inc. 
3600 W. Bayshore Road 
Palo Alto, CA 94303 
Attention: Randy W. Hamilton 

17.2 Am,licable Law; Arbitration. 

Biorex Laboratories Limited 
2 Crossfield Chambers 
Gladbeck Way 
Enfield, Middlesex EN2 7HT 
Attention: Miss L. Baxendale 

17.2.1 Ap_plicable Law. This Agreement shall be governed by and construed 
in accordance with the laws of the State of California, without regard to conflicts of laws 
provisions. 
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17.2.2 Arbitration. Any dispute arising between the parties relating to, 
arising out ofor in any way connected with this Agreement or any term or condition hereof, the 
performance by either party of its obligations hereunder, whether before or after termination of 
this Agreement, shall be finally resolved by binding arbitration. Whenever a party shall decide 
to institute arbitration proceedings, it shall give written notice to that effect to the other party. 
The pany giving such notice shall refrain from instituting the arbitration proceeding for a period 
of sixty (60) days following such notice. Any arbitration hereunder shall be conducted ooder the 
UNCITRAL Arbitration Rules. Each such arbitration shall be conducted in the English language 
by a panel of three arbitrators appointed in accordance with such rules. Any such arbitration 
initiated by Biorex shall be held in Santa Clara County California, in which case the appointing 
authority shall be the American Arbitration Association, and any such arbitration initiated by 

· Salix shall be in London, in which case the appointing authority shall be the London Court of 
International Arbitration. The arbitrators shall have the authority to grant specific performance, 
and to allocate between the parties the costs of arbitration in such equitable manner as they 
determine. Any monetary award shall bear interest at a rate fixed by the arbitrators from the date 
an arbitration proceeding is commenced to the date on which the award is paid in full. Judgment 
upon the award so rendered may be entered in any court having jurisdiction or application may 
be made to such court for judicial acceptance of any award and an order of enforcement, as the 
case may be. Neither Salix nor Biorex shall be entitled to exercise its respective remedies 
hereunder until the conclusion of any arbitration proceeding seeking such remedy; provided. that 
the party against whom the breach is asserted notifies the other party that it disputes the breach 
within the time provided to cure the asserted breach under the applicable Section. 

17.3 Export Laws. Biorex shall procure and maintain all export licenses required 
for it to transfer to Salix and its sublicensees all Technical Information, Patent Rights, 
Manufacturing Technology and other technical data, and shall comply with all other laws, 
regulations and governmental directives relating to the export of technical data, goods and 
services including, without limitation, those enforced by the United States Departments of 
Commerce and Defense. 

17.4 No Consequential Damages. EXCEPT AS PROVIDED IN SECTION 14, 
IN NO EVENT SHALL EITHER SALIX OR BIOREX OR THEIR AFFILIATES BE LIABLE 
FOR SPECIAL, INDIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES BASED ON 
CONTRACT, TORT OR ANY OTHER LEGAL THEORY. 

17.5 Entire Agreement. This Agreement contains the entire understanding of the 
parties with respect to the subject matter hereof. All express or implied agreements and 
understandings, either oral or written, heretofore made are expressly merged in and made a part 
of this Agreement This Agreement may be amended, or any term hereof modified, only by a 
written instrument duly executed by both parties hereto. 

17.6 Headings. The captions to the several Articles hereof are not a part of this 
Agreement, but are merely guides or labels to assist in locating and reading the several Articles 
hereof. 

17.7 Independent Contractors. It is expressly agreed that Salix and Biorex shall 
be independent contractors and that the relationship between the two parties shall not constitute a 
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partnership, joint venture or agency. Neither Salix nor Biorex shall have the authority to make 
any statements, representations or commitments ofany kind, or to .take any action, which shall 
be binding on the other, without the prior written authorization of the party to do so. 

·11.8 Waiver. The waiver by either party hereto ofany right hereunder or the 
failure to perform or of a breach by the other party shall not be deemed a waiver or any other 
right hereunder or ofany other breach or failure by said other party whether ofa similar nature or 
otherwise. 

17.9 Severability. In case any one or more ofthe provisions contained in this 
o) Agreement shall for any reason be held to be invalid, illegal or unenforceable in any respect, 
<. such invalidity, illegality or unenforceability shall not affect any other provisions hereof, but this 

Agreement shall be construed as if such invalid or illegai or unenforceable provisions had never 
been contained herejn. 

IN WITNESS WHEREOF, the parties have executed this Agreement as of the date first 
above written. 

SALIX PHARMACEUTICALS, INC. BIOREX LABORATORIES LIMITED 

By:){- _ A 
~ 

·1
; 

'rr: / • "ti : ,,,-
Title: PRESIDENT Title: (~ ~J..<:,,<../,trv 

I
I. 

., 
,, 
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