


 

 

 

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 8-K
CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

Date of Report (date of earliest event reported): January 9, 2006.

BioTime, Inc.
(Exact name of registrant as specified in its charter)

     
California  1-12830  94-3127919

(State or other jurisdiction  (Commission File Number)  (IRS Employer
of incorporation)    Identification No.)

6121 Hollis Street
Emeryville, California 94608

(Address of principal executive offices)

(510) 350-2940
(Registrant’s telephone number, including area code)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following
provisions:
   
o  Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 
o  Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 
o  Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 
o  Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 

 

 



 

Statements made in this Report that are not historical facts may constitute forward-looking statements that are subject to risks and uncertainties that could
cause actual results to differ materially from those discussed. Such risks and uncertainties include but are not limited to those discussed in this report and in
BioTime’s Annual Report on Form 10-K filed with the Securities and Exchange Commission. Words such as “expects,” “may,” “will,” “anticipates,”
“intends,” “plans,” “believes,” “seeks,” “estimates,” and similar expressions identify forward-looking statements.

Section 1-Registrant’s Business Operations

Item 1.01 Entry Into a Material Definitive Agreement

     On January 9, 2006, BioTime, Inc. and Hospira, Inc. entered into an amendment to their Exclusive License Agreement adding Australia, Mexico and the
countries of Central America and South America to Hospira’s marketing territory. Hospira will be responsible for obtaining all government regulatory
approvals required for the sale and use of Hextend in those countries. All sales in the new territory will be added to U.S. and Canadian sales for the purpose of
determining the royalties payable to BioTime. Hextend is BioTime’s proprietary physiologically balanced blood plasma volume expander and is presently
distributed by Hospira in the United States and Canada.

     The preceding discussion of the amendment to the Exclusive License Agreement between BioTime and Hospira is a summary only, does not purport to
describe in full all provisions of the addendum or the agreement as a whole, and is qualified in all respects by the full text of the addendum, a copy of which
has been filed as an exhibit to this report and which is incorporated by reference herein.

     Hextend® and PentaLyte® are registered trademarks of BioTime, Inc.

Section 9-Financial Statements and Exhibits

Item 9.01 Financial Statements and Exhibits.
   
Exhibit Number Description
99.1  Amendment to Exclusive License Agreement Between BioTime Inc. and Hospira, Inc.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned
hereunto duly authorized.
     
 BIOTIME, INC.

  

Date: January 13, 2006 By    /s/ Steven Seinberg   
  Steven Seinberg, Chief Financial Officer  
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AMENDMENT TO EXCLUSIVE LICENSE AGREEMENT

     THIS AMENDMENT (the “Amendment”) effective as of the 9th day of January 2006, hereby amends that certain Exclusive License Agreement made as
of April 23, 1997 (the “Agreement”), as amended, by and between Hospira, Inc., as assignee of Abbott Laboratories, with its principal office at 275 North
Field Drive, Lake Forest, Illinois 60045 (“Hospira”), and BioTime, Inc., with its principal office at 6121 Hollis Street, Emeryville, CA 94608 (“BioTime”).

R E C I T A L S

     A. Pursuant to the Agreement, Hospira licenses from BioTime certain intellectual property rights for the manufacture and sale of the Product (as defined in
the Agreement) in the Territory (as defined in the Agreement).

     B. Hospira and BioTime desire to expand the Territory to include Mexico and all countries of Central America and South America and Australia to extend
the benefits of the Agreement to such additional countries, and to modify certain terms of the Agreement.

A G R E E M E N T S

     NOW, THEREFORE, in consideration of the mutual promises, covenants and conditions contained herein and in the Agreement, the parties agree to
amend the Agreement as follows:

ARTICLE 1. AMENDMENTS

     The following terms and provisions of the Agreement are hereby being amended and supplemented as follows:

     1.1 Section 1(e) of the Agreement is hereby amended by adding the following sentences to the end of the existing provision:

With respect to references in the Agreement to “FDA”, for purposes of the portion of the Territory that is the United States, its territories and
possessions (including Puerto Rico), such references shall mean the United States Food and Drug Administration and any successor entity thereto. For
purposes of every other country, references in the Agreement to “FDA” shall mean the applicable governmental authority or agency charged with
authorizing the marketing, promotion and placing on the market of pharmaceutical products in such country of the Territory.

     1.2 Section 1(j) of the Agreement is hereby amended by adding the following as the last sentence:
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“The definition of Licensed Patents shall also include all counterparts of any patents identified in (i) through (v) above pertaining to Normothermic
Use of the Product.”

     1.3 Section 1(r) of the Agreement is hereby amended to read as follows:

“Territory” means the United States, its territories and possessions (including Puerto Rico), Canada, Mexico and all countries of Central America,
South America, and Australia.”

     1.4 Section 1(v) is hereby added to the Agreement as follows:

“Non-U.S./Canada Territory” means Mexico and all countries of Central America, South America, and Australia.

     1.5 Section (2)(a) of the Agreement is hereby amended by adding the following as the second-to-last sentence:

“Licensor hereby acknowledges that Hospira is permitted to sell Product through Third Persons acting as Hospira’s distributor in various countries of
the Non-US/Canada Territory.”

     1.6 For purposes of clarification, no milestone payments shall be due and payable under Section 3(a) and Exhibit C with respect to any approval, sale or
other event regarding a country in the Non-U.S./Canada Territory.

     1.7 Notwithstanding any provision to the contrary in the Agreement, including Sections 1(m) and 5(f), in countries of the Non-US/Canada Territory where
Hospira does not sell direct but rather through a distributor that is not an Affiliate of Hospira, the Net Sales used to calculate License Fees and Royalties shall
be based on Hospira’s transfer price to the distributor and not on the distributor’s resale price to the end customer.

     1.8 The parties agree that Sections 8(b), (c) and (d) of the Agreement shall apply on a country-by-country basis such that Hospira’s decision not to market
shall be made on a country-by-country basis prior to the first sale of the Product in a country of the Territory, or thirty (30) days after approval by the
applicable governmental authority or agency of such country, whichever comes first, and that the termination of the Exclusive License and reversion back to
Licensor, as well as Hospira’s obligation to sell Product to Licensor under a Product Standby Contract Manufacturing Agreement, shall apply on a country-
by-country basis.

     1.9 Section 9(b) of the Agreement is hereby amended by adding the following as the last sentence:

“Hospira shall use appropriate symbols or indications of trademark registration or non-registration in the Non-U.S./Canada Territory.”
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     1.10 Sections 11(b) and 11(c) of the Agreement are hereby amended generally such that Hospira shall be the responsible party for defining a program to
obtain regulatory approvals of New Products in the Non-U.S./Canada Territory and for obtaining such regulatory approvals, including management of the
regulatory process for such New Products.

     1.11 Section 12(e) of the Agreement is hereby amended by updating Hospira’s address as follows:

Hospira, Inc.
275 North Field Drive
Dept. 9754; Bldg. H-1
Lake Forest, Illinois 60045
Attention: Risk Management

     1.12 Notwithstanding anything to the contrary contained in the Agreement, including, but not limited to, Section 12(c)(i), Hospira shall be solely
responsible for preparing, filing and obtaining approval of all applications in countries of the Non-U.S./Canada Territory that are of the same nature as FDA
Applications.

     1.13 Section 17 of the Agreement is hereby amended by updating Hospira’s address as follows:

Hospira, Inc.
275 North Field Drive
Dept. NLEG, Bldg. H-1
Lake Forest, Illinois 60045
Attn: Senior Vice President, Secretary and General Counsel

With a copy to: Senior Vice President, Commercial Operations
Dept. 096J, Bldg. H-1

     1.14 Notwithstanding anything to the contrary contained in the Agreement, including, but not limited to, Section 7(d) and Section 12(c)(i), Hospira, at its
sole cost and expense, shall be responsible for obtaining all regulatory approvals required to make, have made, use, sell, offer to sell and import the Product in
packaging containing two liters of Product (net contents) or less in countries of the Non-U.S./Canada Territory for Normothermic Use other than Total Body
Washout. All regulatory approvals in the Non-U.S./Canada Territory, including any modifications of such approvals, will be in the name of and owned by
Hospira. In the Non-U.S./Canada Territory, Hospira shall (i) conduct all laboratory studies and tests, (ii) conduct all clinical studies and tests, (iii) prepare and
file all applications, reports, and documents, and (iv) take such other actions, and pay all fees, taxes, and assessments necessary to obtain and maintain in
effect all such regulatory approvals. Hospira will keep Licensor informed on the status of the submitted regulatory applications and regulatory approvals.
Hospira shall provide BioTime, at BioTime’s request, with copies of all clinical trial data and safety data relating to the Product. If Hospira becomes aware of
the occurrence of any adverse event relating to the Product, Hospira will give BioTime prompt notice of the occurrence of the adverse event, including all
relevant

-3-



 

clinical information available to Hospira. Licensor shall have the right at any time after December 31, 2007, upon notice to Hospira, to delete from that part of
the Non-U.S./Canada Territory any or all countries in which Hospira has not taken the actions described in clauses (iii) and (iv) above.

ARTICLE 2. MISCELLANEOUS

     2.1 Counterparts. This Amendment may be executed in counterparts, each of which shall be deemed to be an original and all of which, when taken
together, shall constitute one instrument.

     2.2 Entire Agreement. The Agreement, as amended by this Amendment, constitutes the entire agreement between the parties with respect to the subject
matter hereof.

     2.3 Binding Effect. This Amendment shall be binding upon and inure to the benefit of the parties hereto, their heirs, representatives, successors and
permitted assigns.

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

  

 By:    
    
    
 
     
 BIOTIME, INC.

  

 By:    
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