PUBLIC HEALTH SERVICE
PATENT LICENSE AGREEMENT--EXCLUSVE

COVER PAGE

For PHS internal use only:

Patent License Number:

Serial Numbers of Licensed Patents:

Licensee:

CRADA Number (if appliceble):

Additional Remarks:

This Patent License Agreement, hereinafter referred to asthe " Agreement,” consists of this Cover Page, an attached
Agreement, a Signature Page, Appendix A (List of Patent(s) or Patent Application(s)), Appendix B (Fields of Use
and Territory), Appendix C (Roydties), Appendix D (Modifications), Appendix E (Benchmaks), and Appendix F
(Commercial Development Plan). The Partiesto this Agreement are:

1) The National Institutes of Health ("NIH"), the Centersfor Disease Control and Prevention ("CDC"), or the
Food and Drug Administration ("FDA"), hereinafter singly or collectively referred to as"PHS," agencies
of the United States Public Health Service withi n the Department of Health and Human Services
("DHHS"); and

2) The person, corporaion, or institution identified above and/or on the Signature Page, having offices at the
address indicated on the Signature Page, hereinafter referred to as "Licensee.”

Mbdel PHS Patent License Agreenent--Excl usive
Form 121895 Page 1 of 21



PHS PATENT LICENSE AGREEMENT--EXCLUSIVE

PHS and Licensee agree as follows:

1 BACKGROUND

1.01

In the course of conducting bi omedical and behavi oral research, PHS investigators made
inventions that may have commercial applicability.

1.02 By assignment of rights from PHS employees and other i nventors, DHHS, on behalf of the United
States Government, owns intellectual property rights clamed in any United Statesand foreign
patent appli cations or patents correspondi ng to the assigned inventions. DHHS also owns any
tangible embodiments of these inventions actually reduced to practice by PHS.

1.03  TheAssistant Seaetary for Health of DHHS has delegated to PH S the authority toenter into this
Agreement for the licensi ng of rightsto these inventions under 35 U.S.C. 88§ 200-212, the Federal
Technology Transfe Act of 1986, 15 U.S.C. § 3710a, and/or the regulationsgoverning the
licensing of Government-owned inventions, 37 CFR Part 404.

1.04 PHS desires totransfer these invertions to the privae sector through commercializaion licenses to
facilitatethe commercial development of products and processes for publicuse and benefit.

1.05 Licensee desires to acquire commercidization rightsto certain of these inventionsin order to
devel op processes, methods, or marketable productsfor public useand benefit.

2. DEFINITIONS

201  "Benchmarks"' mean the performance mil estonesthat are set forth in Appendix E.

2.02 "Commercial Development Plan” means the written commercialization plan attached as
Appendix F.

2.03 "First Commercial Sale" meanstheinitial transfe by or on behalf of Licensee or its subli censees
of Licensed Productsor theinitial practice of a Licensed Processby or on behalf of Licensee or
its sublicensees in exchange for cashor some equivalent to which vdue can be assgned for the
purpose of determining Net Sales.

204  "Government" meansthe Government of the United States of America

205  "Licensed Fieldsof Use" meansthe fields of useidentified in Appendix B.

206  "Licensed Patent Rights' shall mean:

a) U.S. patent applicaions and patents listed in Appendix A, all divisions and continuations
of these applications, all patents issuing from such applications, divisions, and
continuations, and any reissues, reexaminations, and extensions of all such patents;
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2.07

2.08

2.09
210

211

2.12

b) to the extent that the following contain one or more claims direded to the invention or
inventions disclosed in a) above i) continuations-in-part of a) above; ii) al divisions and
continuati ons of these conti nuations-i n-part; iii) al patentsissuing from such
continuations-in-part, divisions, and continuations; and iv) any reissues, reexaminations,
and extensions of all such patents;

C) to the extent that the following contain one or more claims direded to the invention or
inventions disclosed in a) above all counterpart foreign applicaions and patents to a) and
b) above, including those listed in Appendix A.

Licensed Patent Rightsshall not include b) or c¢) above to theextent that they contain one or nore
claims directed to new matter which is not the subj ect matter disclosed in a) above.

" Licensed Process(es)" means processes which, in the course of being practiced would, in the
absence of this Agreement, infringe one or more claims of the Licensed Patent Rightsthat have
not been held invalid or unenforceable by an unappeded or unappeal able judgment of a court of
competent jurisdiction.

"Licensed Product(s)" means tangible materials which, in the course of manufacture, use, or sle
would, in the absence of this Agreement, infringe one or more claims of the Licensed Patent
Rightsthat have not been heldinvalid or unerforceableby an unappeal ed or ungopeal able
judgment of a court of competent jurisdiction.

"Licensed Territory" meansthegeographical areaidentified in Appendix B.

" Net Sales’ means the total grossreceipts for salesof Licensed Productsor practice of Licensed
Processesby or on behalf of Licensee or its sublicensees, and from leasing, renting, or otherwise
making Licensed Productsavailable to others without sale or other dispositions, whether invoi ced
or not, lessreturns and allowanaes actudly granted, packing costs, insurance costs freight out,
taxes or excise duties imposed on the transaction (if separately invoiced), and wholesaler and cash
discounts in anounts customary in thetrade. Nodeductions shall be made for commissions pad to
individuals, whether they be with indgpendent sales agencies or regularly employed by Licensee,
or sublicensees, and on its payroll, or for the cost of collections.

" Practical Application" meansto manufacture in the case of a compositi on or product, to practice
in the case of a process or method, or to oper ate in the case of a machine or sy stem; and in each
case, under such conditions asto establishthat the invention is being utilized and that its benefits
are to the extent permitted by law or Gover nment regulationsavailableto the public onreasongble
terms.

"Research License" means anontrangerable, nonexclusgve license to makeand to use the
Licensed Productsor Licensed Processes as defined by the Licensed Patent Rightsfor purposes
of research and not for purposes of commerci a manufacture or di stributi on or in lieu of purchase.

3. GRANT OF RIGHTS

3.01

3.02

PHS hereby grants and L icensee accepts, subject to the terms and conditions of this Agreement,
an exclusive license under the Licensed Patent Rightsin the Licensed Territory to make and
have made, to use and have used, and to sell and have s0ld any Licensed Productsin the Licensed
Fields of Use and to practice and have practiced any Licensed Processesin the Licensed Fieldsof
Use.

This Agreement confers no licenseor rights by implication, estoppel, or otherwise under any
patent applications or patentsof PHS other than Licensed Patent Rights regardless of whether
such patents aredominant or subordinate to Licensed Patent Rights.

4, SUBLICENSING

4.01

Upon written approval by PHS, which approval will not be unreasonably withheld, Licensee may
enter into sublicensing agreement s under the Licensed Patent Rights.
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4.02

4.03

4.04

Licensee agrees that any aublicenses granted by it shdl provide that the obligationsto PHS of
Paragraphs 5.01-5.04, 8.01, 10.01, 10.02, 12.05 and 13.07-13.09 of this Agreement shall be
binding upon the subli censee as if it were a party to this Agreement. Licensee further agreesto
attach copies of these Paragraphs to all sublicense agreements.

Any sublicenses granted by Licensee shall provide for the termination of thesublicense, or the
conversion to alicensedirectly between such sublicensees and PHS, at the option of the
sublicensee, upon termination of this Agreement under Article13. Such conversion is subject to
PHS approval and contingent upon acceptance by the sublicensee of the remaining provisions of
this Agreement.

Licensee agreesto forward toPHS a copy of each fully executed sublicense agr eement postmarked
within thirty (30) days of the execution of such agreement. To the extent permitted by law, PHS
agrees to maintain each such sublicense agreement in confidence.

5. STATUTORY AND PHS REQUIREMENTS AND RESERVED GOVERNM ENT RIGHTS

5.01

5.02

5.03

5.04

PHS reserves on behalf of the Gover nment an irrevocable, nonexclusive, nontransferable,
royalty-free license for the practice of all inventionslicensed under the Licensed Patent Rights
throughout the world by or on behalf of the Gover nment and on behalf of any foregn government
or international organization pursuant to any existing or future treaty or agreement to which the
Government isasignatory. Prior to the First Commaercial Sale Licensee agreesto provide PHS
reasonable quantities of Licensed Products or materials made thr ough the Licensed Processes for
PHS research use.

Licensee agrees that productsused or sold in the United Statesembodying Licensed Productsor
produced through use of Licensed Processesshall be manufactur ed substantial ly in the Uni ted
States, unless awritten waiver is obtained in advance from PHS.

L icensee acknowledges that PHS may enter into future Cooperaive Research and Devel opment
Agreements (CRADAS) under the Federal Technology Transfer Ad of 1986 that relate to the
subject matter of this Agreement. Licensee agrees not to unreasonably deny requests for a
Research License from such futurecollaborators with PHS when acquiring such rightsis necessary
in order to make a CRADA project feasible. Licensee may request an opportunity to join as a party
to the proposed CRADA.

In addition to the reserved | icense of Paragraph 5.01 above, PHS reserves the right to grant such
nonexclusive Resear ch Licenses directly or to require Licensee to grant nonexclusive Resear ch
Licenses on reasonable terms. The purpose of this Resear ch Licenseisto encourage basic
research, whether conducted at an academic or corporate facility. In order to sfeguard the
Licensed Patent Rights, however, PHS shall consult with Licensee before granting to commercial
entitiesa Resear ch Licenseor providing to them research samples of the materials.

6. ROYALTIES AND REMBURSEMENT

6.01

6.02

6.03
6.04
6.05

L icensee agrees to pay to PHS a noncredtable, nonrefundablelicense issue royalty &s set forth in
Appendix C within thi rty (30) days from the date that this Agreement becomes effective.

L icensee agrees to pay to PHS a nonrefundable minimum annual royalty as sa forth in Appendx
C. The minimum annud royalty is due and payableon January 1 of each calendar year and may be
credited against any earned roydties due for sales made in that year. The minimum annual royalty
due for the first calendar year of this Agreement may be prorated according to the fraction of the
calendar year remaining between the effective date of this Agreement and the next subsequent
January 1.

L icensee agrees to pay PHS earned royalties asset forth in Appendix C.
L icensee agrees to pay PHS benchmak royaltiesas set forth in Appendix C.

Licensee agrees to pay PHS sublicensing royalties as set forth in Appendix C.
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6.06

6.07

6.08

6.09

6.10

6.11

A claim of a patent or patent application licensed under this Agreement shall cesse to fall within
the Licensed Patent Rightsfor the purpose of computing the minimum annual royalty and earned
royalty paymentsin any given country on the earl iest of the datesthat @) the claim has been
abandoned but not continued, b) the patent expires or irrevocably lapses, or c) the claim has been
held to be invalid or unenforcezble by an unappeal ed or unappeal able dedsion of a court of
competent jurisdiction or administrative agency.

No multiple royalties shall be payable becauseany Licensed Productsor Licensed Processes are
covered by more than one of the Licensed Patent Rights.

On sales of Licensed Productshby Licensee to sublicensees or dfiliated paties or on sdes madein
other than an arm'’ s-length transaction, the val ue of the Net Sales attributed unde this Article6 to
such atransadion shall be that which would have been received in anarm's-length transaction,
based on sales of like quantity and quality products on or about the timeof such transaction.

With regard to expensesassociated with the preparation, filing, prosecution, and maintenance of
all patent appl ications and pat ents included within the Licensed Patent Rightsincurred by PHS
prior to the effective date of this Agreement, Licensee shall pay to PHS, as an additional royalty,
within sixty (60) days of PHS's submission of a statement and request for payment to Licensee, an
amount equivalent to such paent expenses previoudy incurred by PHS.

With regard to expensesassociated with the preparation, filing, prosecution, and maintenanceof
all patent appl ications and pat ents included within the Licensed Patent Rightsincurred by PHS
on or after the effective date of this Agreement, PHS, at its sole option, may require Licensee:

(a) to pay PHS on an annual basis, within sixty (60) days of PHS'ssubmission of a statement and
request for payment, aroyalty amount equivalent to dl such patent expenses incurred during the
previous calendar year(s); or

(b) to pay such expenses directly to the law firm employed by PHS to handle such functions.
However, in such event, PHS and not Licensee shall be the client of such law firm.

Under exceptional circumstances, Licensee may be given the right to assume responsibility for the
preparation, filing, progecution, or maintenance of any patent application or paent included with
the Licensed Patent Rights. In that event, Licensee shall diredly pay the atorneys or agents
engaged to prepare, file, prosecute or mantain such paent applicaions or patents and shdl
provide to PHS copies of each invoi ce associated with such services aswell as document ation that
such invoices have been paid.

L icensee may elect to surrender itsrightsin any country of the Licensed Territory under any
Licensed Patent Rightsupon sixty (60) days written notice to PHS and owe no payment
obligation under Article 6.10 for patent-rd ated expenses inaurred in that country after the efective
date of such written notice.

7. PATENT FILING, PROSECUTION, AND MAINTENANCE

7.01

7.02

Except as otherwise provided in this Article 7, PHS agreesto take regponsibility for, but to consult
with, the Licensee in the preparation, filing, prosecution, and maintenance of any and all patent
applications or patents incl uded in the Licensed Patent Rightsand shall furnish copies of rdevant
patent-related documents to Licensee.

Upon PH S swritten request, L icensee shall assume the responsibility for the preparation, filing,
prosecution, and maintenance of any and dl patent applications or patentsinduded in the
Licensed Patent Rightsand shall onan ongoing basis promptly furnish copiesof all
patent-related documentsto PHS. In such event, Licensee shall, subject to the prior gpproval of
PHS, select registared patent attorneys or patent agents to provide such srvices on behalf of
Licensee and PHS. PHS shall provideappropriatepowers of atorney and other documents
necessary to undertake such actionsto the patent attor neys or patent agents providi ng such
services. Licensee and its attorneys or agentsshall consult with PHS in all aspects of the
preparation, filing, prosecution and maintenance of patent appli cations and patent s included
within the Licensed Patent Rightsand shall provide PHS sufficient opportunity to comment on
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Model

7.03

7.04

any document that L icensee intendsto fi le or to cause to be filed with the relevant intel lectual
property or patent office.

At any time, PHS may provide Licensee with written notice that PHS wishes to assumecontrol of
the preparation, filing, prosecution, and mantenanceof any and dl patent applications or patents
included in the Licensed Patent Rights. If PHS electsto assume such responsihilities, Licensee
agrees to cooperae fully with PHS, its attorneys and agents in the preparation, filing, prosecution,
and maintenance of any and all patent applications or patentsincluded in the Licensed Patent
Rightsand to provi de PHS with complete copies of any and all documents or other materials that
PH S deems necessary to undertake such responsibi lities. Licensee shall be responsible for all
costs associated with transferring patent proseaution responsibilities to an attorney or agent of
PHS schoice.

Each party shall promptly inform the other asto all mattersthat come to its attention that may
affect the preparati on, filing, prosecution, or maintenance of the Licensed Patent Rightsand
permit each other to providecomments and suggestions with respect to the prepaation, filing, and
prosecution of Licensed Patent Rights, which commentsand suggestions shall be considered by
the other party.

RECORD KEEPING

8.01

8.02

L icensee agrees to keep accurate and correct records of Licensed Products made, used, or sold and
Licensed Processes practiced under this Agreement appropriate to deermine the amount of
royaltiesdue PHS. Such records shall beretained for at | east five (5) years following agiven
reporting period. They shdl be available during normal bugness hours for inspection at the
expense of PHS by an accountant or other designated auditor selected by PHS for the sole purpose
of verifying reports and payments hereunder. Theaccountant or auditor shdl only discloseto PHS
information relating to the accuracy of reports and payments made under this Agreement. If an
inspection shows an underregporting or underpayment in excess of five percent (5%) for any twelve
(12) month period, then Licensee shall reimburse PHS for the cost of theinspection at thetime

L icensee pays the unreported royalties including any late charges as required by Paragraph 9.08 of
this Agreement. All payments required under this Paragraph shdl be due within thirty (30) days
of the date PHS provides L icensee notice of the pay ment due.

L icensee agreesto conduct an independent audit of sdes and roydties at |esst every twoyearsiif
annual sales of the Licensed Product or Licensed Processes are over two (2) million dollars. The
audit shall address, & aminimum, the amount of gross sales by or on behalf of Licensee during the
audit period, the amount of funds owed to the Gover nment under this Agreement, and whether
the amount owed has been paid to the Government and is reflected in the records of the Licensee.
A report by the auditor shall be submitted promptly to PH S on completion. Licensee shall pay for
the entire cost of the audit.

REPORTS ON PROGRESS, BENCHMARKS, SALES, AND PAYMENTS

9.01

9.02

Prior to signing thi s Agreement, Licensee has provided to PHS the Commer cial Development
Plan at Appendix F, under which Licensee intends to bring the subj ect matter of the Licensed
Patent Rightsto the point of Practical Application. This Commercial Development Plan is
hereby incorporated by reference into this Agreement. B ased on this plan, performance
Benchmarks are determined as specifi ed in Appendix E.

Licensee shall providewritten annud reports on itsproduct devd opment progress or effortsto
commercialize under the Commer cial Development Plan for each of the Licensed Fields of Use
within sixty (60) days after December 31 of each calenda year. These progress reports shall
include, but not be limited to: progresson research and devel opment, status of applications for
regulatory approvals, manufacturing, sublicensing, marketing, and salesduring the preceding
calendar year, aswell as plansfor the present cal endar year. PHS also encourages these reportsto
include information on any of Licensee's public service acti vities that relate to the Licensed
Patent Rights If reported progress differs from that projected in the Commer cial Development
Plan and Benchmarks, Licensee shall explain the reasons for such differences. Inany such
annual report, Licensee may propose amendmentsto the Commer cial Development Plan,
acceptanceof which by PHS may not be denied unreasonably. L icensee agrees to provide any
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9.03

9.04

9.05

9.06

9.07

9.08

9.09

additional information reasonably required by PHS to evaluate Licensee's performance under this
Agreement. Licensee may amend the Benchmarksat any time upon written consent by PHS.
PHS shall not unreasonably withhold approvd of any request of Licensee to extend the time
periods of this schedule if such request is supported by a reasonabl e showing by L icensee of
diligencein its performance under the Commer cial Development Plan and toward bringing the
Licensed Productsto the point of practical application as defined in 37 CFR 404.3(d). Licensee
shall amend the Commer cial Development Plan and Benchmarks at the request of PHS to
address any Licensed Fields of Use not specifically addressed in the plan originally submitted.

Licensee shall report to PHS the date of the First Commercial Sale in each country in the
Licensed Territory within thirty (30) days of such occurrence.

L icensee shall submit to PHS within sixty (60) days after each calendar half-yea ending June 30
and December 31 aroyalty report setting forth for the preceding half-year period theamount of the
Licensed Productssold or Licensed Processes practiced by or on behdf of Licensee in each
country within the Licensed Territory, the Net Sales, and the amount of royalty accordi ngly due.
With each such royal ty report, Licensee shall submit payment of the earned royalties due. If no
earned royalties ae due to PHS for any reporting period, the written report shall so state. The
royalty report shall be certified as correct by an authorized officer of Licensee and shall include a
detailed listing of all deductions made under Paragraph 2.10 to determine Net Sales made under
Article 6 to determine royalties due.

Licensee agreesto forward semi-annually to PHS a copy of such reportsreceived by Licensee
from its sublicenseesduring the preceding half-year period as shdl be pertinent to aroyalty
accounting to PHS by L icensee for activiti es under the subli cense.

Royalties dueunder Article6 shall be padin U.S. ddlars. For conversionof foreign aurrency to
U.S. dollars, the conversion rate shall be theNew Y ork foreign exchange rate quoted in The Wall
Sreet Journal on the day that the payment isdue. All checksand bank drafts shall bedrawn on
United States banks and shall be payable, as appropriate, for FDA or NIH licenses to the National
Ingtitutes of Health, P.O. Box 360120, Pittsburgh, Pennsyl vania 15251-6 120 or for CDC licenses
to the Centers for Disease Control and Prevention, CDC Financial Management Office, 255 East
Paces Ferry Road, NE (MS-E12), Atlanta, Georgia 30305. Any lossof exchange, vdue, taxes, or
other expenses incurred in the transfer or convasion to U.S. dollars shall bepaid entirely by
Licensee. The royalty report required by Paragraph 9.04 of this Agreement shall accompany each
such payment and acopy of such report shall dso be mailed to PHS at its address for notices
indicated on the Signature Page of this Agreement.

Licensee shall be solely responsiblefor determining if any tax on royalty income is owed outside
the United Staes and shall pay any such tax and be responsible for dl filings with appropriate
agencies of foreign governments.

Late chargeswill be assessed by PHS as additional royalties on any overdue payments & arate of
one (1) percent per month compounded monthly. Thepayment of such latecharges shall not
prevent PHS from exercising any other rights it may have as aconsequence of the lateness of any
payment.

All plans and reports required by this Article 9 and marked "confidential" by Licensee shall, to the
extent permitted by law, betreated by PHS as commerdal and financial information obtained from
aperson and as privileged and confidential and any proposed disclosure of such records by the
PHS under the Freedom of Information Act, 5 U.S.C. § 552 shall be subject to the predisclosure
notification requirements of 45 CFR 8§ 565(d).
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10.

11.

Model

PERFORMANCE

10.01

10.02

Licensee shall use its reasonable best efforts to bring the License Products and Licensed Processes
to Practical Application. "Reasonable best efforts’ for the purposes of this provision shdl include
adherence to the Commer cial Development Plan at Appendix F and performance of the
Benchmarksat Appendix E. The dforts of a sublicenseeshall be considered theefforts of
Licensee.

Upon the First Commercial Sale until the expiration of this Agreement, Licensee shall useits
reasonable best effortsto make Licensed Productsand Licensed Processes reasonably accessible
to the United States public.

INFRINGEMENT AND PATENT ENFORCEMENT

11.01

11.02

11.03

PHS and Licensee agree to notify each other promptly of each infringement or possible
infringement of the Licensed Patent Rights, aswell as any facts which may affect the validity,
scope, or enforceabil ity of the Licensed Patent Rights of which either Party becomes aware.

Pursuant to this Agreement and the provisions of Chapter 29 of titl e 35, United States Code,
Licensee may &) bring suit in its own name at its own expense and on its own behalf for
infringement of presumably valid claimsinthe Licensed Patent Rights; b) in any such suit, enjoin
infringement and colled for its use, damages, profits, and awards of whatever naturerecoverable
for such infri ngement; and c) settle any claim or suit for infringement of the Licensed Patent
Rights provided, however, tha PHS and appropriate Gover nment authorities shall have the first
right to take such actions. If Licensee desiresto initiate asuit for patent infringement, Licensee
shall notify PHS in writing. |If PHS does not notify Licensee of itsintent to pursue legal action
within ni nety (90) days, Licensee will befreetoinitiate suit. PHS shall havea continuing right to
intervene in such suit. Licensee shall take no acti on to compel the Gover nment either to initide
or tojoin in any such suit for patent infringement. Licensee may request the Gover nment to
initiate or join in any such suit if necessary to avoid dismi ssal of the suit. Should the Gover nment
be made aparty to any such suit, Licensee shall reimburse the Gover nment for any costs,
expenses, or fees which the Gover nment incurs as areault of such motion or other action,
including any and all costsincurred by the Gover nment in opposing any such motion or other
action. Inall cases, Licensee agreesto keep PHS reasonably apprised of the status and progressof
any litigation. Before Licensee commences an infringement action, Licensee shall notify PHS and
give careful consideration to the views of PHS and to any potential effeds of the litigation on the
public healthin deciding whether to bringsuit.

In the event that a dedaratory judgment action alleging invdidity or non-infringement of any of
the Licensed Patent Rightsshall be brought against L icensee or raised by way of counterclaim or
affirmative defensein an infringement suit brought by Licensee under Paragraph 11.02, pursuant
to this Agreement and the provisions of Chapter 29 of Title 35, United States Code or other
statutes, Licensee may a) defend thesuit in its own name, at its ownexpense, and on itsown
behalf for presumably valid claimsin the Licensed Patent Rights; b) in any such suit, ultimaely
to enjoin infringement and to collect for its use, damages, profits, and awards of whatever nature
recoverable for such infringement; and c) settle any claim or suit for dedaratory judgment
involving the Licensed Patent Rights-provided, however, that PHS and appropriate Government
authorities shall have thefirst right to take such actions and shall have acontinuing right to
intervene in such suit. 1f PHS does not notify Licensee of itsintent to respond to the legal adion
within areasonabletime, Licensee will befreeto do so. Licensee shall take no acti on to compel
the Gover nment either to initiate or tojoin in any such declaratory judgment action. Licensee
may request the Gover nment to initiate or to join any such suit if necessary to avoid dismissal of
the suit. Should the Gover nment be made a party to any such suit by motion or any other action of
Licensee, Licensee shall reimburse the Gover nment for any costs, expenses, or feeswhich the
Government incurs as aredult of such motion or other action. If Licensee elects not to defend
againgt such declaratory judgment action, PHS, at its option, may do so & its own expense. In dl
cases, Licensee agrees to keep PH S reasonably apprised of the status and progressof any

litigati on. Before Licensee commences an infringement action, Licensee shall notify PHS and
give careful consideration to the views of PHS and to any potential effeds of the litigation on the
public healthin deciding whether to bring suit.
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12.

13.

Model

11.04

11.05

In any action under Paragraphs 11.02 or 11.03, the expensesincluding costs, fees, attorney fees,
and disbursements, shall be paid by Licensee. Up to fifty percent (50%) of such expenses may be
credited against the roydties payable to PHS under Paragraph 6.03 under the Licensed Patent
Rightsin the country in which such asuit isfiled. Inthe event that fifty percent (50%) of such
expenses exceed the amount of royalties payable by Licensee in any calendar year, the expensesin
excessmay be carried ove as a credit on the same basisinto succeeding calendar years. A credit
against litigation expenses, however, may not reduce the royalties due in any calendar year to less
than the minimum annual roydty. Any recovery made by Licensee, through court judgment or
settlement, first shall be appli ed to reimburse PHS for royalties withheld as a credit against

litigati on expenses and then to reimburse Licensee for its litigation expense. Any remaining
recoveries shdl be shared equally by Licensee and PHS.

PHS shall cooperate fully with Licensee in connection with any action unde Paragraphs 11.02 or
11.03. PHS agreespromptly to provideaccess to all necessary documents and to render reasonable
assistance in response to arequest by L icensee.

NEGATION OF WARRANTIES AND INDEMNIFICATION

12.01
12.02

12.03

12.04

12.05

PHS offers no warranties other than those specified in Artide 1.

PH S does not warrant the validity of the Licensed Patent Rights and makes no representations
whatsoever with regard to the scope of the Licensed Patent Rights, or that the Licensed Patent
Rights may be exploited without infringing other patents or other

intellectual property rights of third parties.

PHS MAKES NO WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE OF ANY SUBJECT MATTER DEFINED BY THE
CLAIMSOF THE LICENSED PATENT RIGHTS.

PHS does not represent that it will commence legd actions against third parties infringing the
Licensed Patent Rights.

Licensee shall indemnify and hold PHS, its employees, students, fdlows, agents, and consultants
harmless from andagainst all liability, demands damages, expenses, and losses, including but not
limited to death, personal injury, illness, or property damage in connection with or arisi ng out of a)
the use by or on behalf of Licenseg, its sublicensees directors, employees, or third parties of any
Licensed Patent Rights, or b) the design, manufacture, distribution, or use of any Licensed
Products Licensed Processes or materials by Licensee, or other products or processes devel oped
in connection with or arisi ng out of the Licensed Patent Rights. Licensee agreesto maintain a
liability insurance program consistent wi th sound business practice.

TERM, TERMINATION, AND MODIFICATION OF RIGHTS

13.01

13.02

13.03

13.04

13.05

This Agreement is effective when dgned by all parties and shadl extend to the expiration of the
last to expire of the Licensed Patent Rights unless sooner terminaed as provided in this Artide
13.

In the evert that Licensee isin defaultin the performance of any materid obligations unde this
Agreement, including but not limited to theobligations listed in Article 1305, and if thedefault
has not been remedied within ninety (90) days after the date of notice in writing of such default,
PHS may terminate this Agreement by written notice.

In the evert that Licensee becomesinsolvent, files a petition in bankruptcy, has such a petition
filed against it, determinesto file a pition in bankruptcy, or receives noticeof athird party's
intention to file an involuntary petition i n bankruptcy, Licensee shall immediately notify PHSin
writing.

Licensee shall have a unilateral right to terminate this Agreement and/or any licensesin any
country by giving PHS sixty (60) dayswritten noticeto that effect.

PH S shall specifically have the right to terminate or modify, at its option, this Agreement, if PHS
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13.06

13.07

13.08

13.09

determinesthat the Licensee: 1) is not executing the Commer cial Development Plan submitted
with itsrequest for alicense and the Licensee cannot otherwise demonstrate to PHS's satisfaction
that the Licensee has taken, or can be expeded to take within areasonable time effedive stepsto
achieve practical application of the Licensed Productsor Licensed Processes; 2) has not achieved
the Benchmarks as may be modified under Paragraph 9.02; 3) haswillfully made afalse
statement of, or willfully omitted, amaterial fad in the license application or in any report
reguired by the licenseagreement; 4) hascommitted a mateial breach of a covenant or agreement
contained in the license 5) is not keeping Licensed Productsor Licensed Processes reasonably
availableto the public &ter commercial use commences; 6) cannot reasonably satify unmet health
and safety needs or 7) cannot reasonably justify afailure to comply with the domedic production
requirement of Paragraph 5.02 unl ess waived. In making this determination, PHS will take into
account the normal course of such commercial development programs conducted with sound and
reasonabl e business practices and judgment and the annual reports submitted by L icensee under
Paragraph 9.02. Prior to invoking this ri ght, PHS shall give written notice to Licensee providing
L icensee specific notice of , and aninety (90) day opportunity to respond to, PHS's concems as to
the previousitems 1) to 7). If Licensee failsto alleviate PHS's concerns as to theprevious items 1)
to 7) or failsto initiate corrective action to PHS's satisfaction, PHS may terminate this
Agreement.

When the public health and ssfety so require, and after written notice to Licensee providing
Licensee asixty (60) day opportunity to respond, PHS shall have the ri ght to requi re Licensee to
grant sublicenses to responsible applicants, on reasonable terms, in any Licensed Fields of Use
under the Licensed Patent Rights, unless Licensee can reasonably demonstrate that the granting of
the sublicense would not maerially increase theavailability to the public of the subjedt matter of
the Licensed Patent Rights. PHSwill not require the granting of a sublicense unless the
responsible applicant hasfirst negotiated in good faith with Licensee.

PH S reserves the right according to 35 U.S.C. § 209(f)(4) to terminate or maodi fy this Agreement
if it is determined that such action is necessary to meet requirements for public use specified by
federal regulations issued after the date of the licenseand such requirements are not reasonally
satisfied by Licensee.

Within thirty (30) days of receipt of written noticeof PHS sunilateral decision to modify or
terminate thi s Agreement, L icensee may, consistent wi th the provi sions of 37 CFR 404.11, appeal
the decision by written submi ssion to the designated PHS off icial. The decision of the designated
PHS official shall be thefinal agency decision. Licensee may theregfter exercise any and all
administrati ve or judicial remedies that may be avail able.

Within ninety (90) days of termination of this Agreement under this Article 13 or expiration
under Paragraph 3.02, afinal report shall be submitted by Licensee. Any royalty payments,
including those related to patent expense, due to PHS shall become immediately due and payable
upon termination or expiration. If terminated unde this Article13, sublicensees may electto
convert their sublicensesto direct licenses with PHS pursuant to Paragraph 4.03.

14. GENERAL PROVISIONS

14.01

14.02

14.03

Neither Party may waive or release any of its rights or interestsin this Agreement except in
writing. The fai lure of the Gover nment to assert aright hereunder or to i nsist upon compliance
with any term or condition of this Agreement shall not constitute awaiver of that right by the
Government or excuse asimilar subsequent failure to peform any such term or condition by
Licensee.

This Agreement constitutes the entire agreement between the Parties relating to the subject matter
of the Licensed Patent Rights, and all prior negotiations, representations, agreements, and
understandings are merged into, extinguished by, and completely expressed by this Agreement.

The provisions of this Agreement are sevaable, and in the event that any provision of this
Agreement shall be determined to beinvali d or unenforceabl e under any controlling body of law
such determination shdl not in any way affect the vdidity or enforceability of the remaning
provisions of this Agreement.
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14.04 If either Party desires amodification to this Agreement, the Parties shall , upon reasonable notice
of the proposed modification by the Party desiring the change, confer in good faith to determine
the desirability of such modificeation. No modification will be effedive until awritten amendment
issigned by the signatories to this Agreement or their designees.

14.05 The construction, validity, performance, and effect of this Agreement shall be governed by
Federal law as applied by the Federal courtsin the District of Columbia.

14.06  All noticesrequired or permitted by thi s Agreement shall be given by prepaid, first class,
registered or certified mail properly addressed to theother Party at the address designated on the
following Signature Page, or to such other address as may be designated in writing by such other
Party, and shall be effective as of the dat e of the postmark of such notice.
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14.07

14.08

14.09

14.10

1411

14.12

14.13

This Agreement shall not be assigned by L icensee except @) with the prior written consent of
PHS, such consent not to bewithheld unreasonably; or b) as pat of asale or transfe of
substantially the entire businessof Licensee relating to operations which concernthis Agreement.
Licensee shall notify PHS within ten (10) days of any assgnment of this Agreement by L icensee.

Licensee agreesin its use of any PHS-supplied materials to comply with all appli cable statutes,
regulations, and guidelines, including Fublic Health Serviceand Nationd Institutes of Health
regulations and guidelines. Licensee agrees not to use the materials for research i nvolving human
subjects or clinical trialsin the United States without complying with 21 CFR Part 50 and 45 CFR
Part 46. Licensee agrees not to use the materials for research i nvolving human subjects or clinical
trials outside of the United Stateswithout notifying PHS, in writing, of such research or trials and
complying wi th the appli cable regulations of the appropriate national control authorities. Written
notification to PHS of research invol ving human subjects or clinical trials out side of the Uni ted
States shall be given no later than sixty (60) days prior to commencement of such research or trials.

L icensee acknowledges that it is subject to and agrees to abide by the United States laws and
regulations (including the Export Administraion Act of 1979 and Arms Export Control Act)
controlli ng the export of technical data, computer software, laboratory prototypes, biological
material, and other commodities. Thetransfer of such items may require alicense from the
cognizant Agency of the U.S. Gover nment or written assurances by Licensee that it shall not
export such itemsto certain forei gn countries wi thout pri or approval of such agency. PHS neither
represents that alicenseisor isnot required orthat, if required, it shall beissued.

L icensee agrees to mark the Licensed Productsor their padkaging sold in theUnited States with

all applicable U.S. patent numbers and similarly to indicete "Patert Pending" status. All Licensed
Productsmanufactured in, shi pped to, or sol d in other countries shall be mark ed in such a manner
asto preserve PHS patent rights in such countries.

By entering into this Agreement, PHS does not directly or indirectly endorse any product or
service provided, or to beprovided, by Licensee whether directly or indiredly related tothis
Agreement. Licensee shall not state or imply that this Agreement is an endorsement by the
Government, PHS, any other Gover nment organizational unit, or any Gover nment employee.
Additionally, Licensee shall not use the names of NIH, CDC, PHS, or DHHS or the Gover nment
or their employeesin any adverti sing, promotional, or sales li terature without the prior written
consent of PHS.

The Parties agreeto attempt to sttle amicably any controversy or daim arisingunder this
Agreement or a breach of this Agreement, except for appeds of modifications or termination
decisions provided for in Article 13. Licensee agrees first to appeal any such unsettled daims or
controversies to the desgnated PHS official, or designee, whose decision shall be considered the
final agency decision. Thereafter, Licensee may exercise any administrative or judicial remedies
that may be availabl e.

Nothing relating to the grant of alicense, nor the grant itself, hall be construed to confer upon any
person any immuni ty from or defenses under the antitrust laws or from a charge of patent misuse,
and the acquisition and useof rights pursuant to 37 CFR Part 404 shall not beimmunized from the
operation of date or Federal law by reason of the sourceof the grant.
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14.14 Paragraphs4.03, 8.01, 9.06-9.08, 12.01-12.05, 13.08, 13.09, and 14.12 of this Agreement shall
survive termination of this Agreement.

SIGNATURES BEGIN ON NEXT PAGE
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PHS PATENT LICENSE AGREEMENT--EXCLUSIVE

SIGNATURE PAGE
For PHS:
Signature of Authorized PHS Officid Date
Printed Name
Title

Mailing Address for Notices:

For Licensee (Upon, information and belief, the undersigned expressly certifies or affirmsthat the contents of any
statements of Licensee made or referred to in this document are truthful and accurate.):

by:

Signature of Authorized Officia Date

Printed Name

Title

Mailing Address for Notices:
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APPENDIX A--Patent(s) or Patent Application(s)

Patent(s) or Patent Application(s):
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APPENDIX B--Licensed Fields of Use and Territory

Licensed Fields of Use:

Licensed Teritory:
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APPENDIX C--Royalties

Royalties:
Licensee agreesto pay to PHS a noncredtable, nonrefundablelicense issue royalty in the amount

of

Licensee agrees to pay to PHS a nonrefundable minimum annual royalty in the amount

of

Licensee agreesto pay PHS earned royalties on Net Sales as follows:

Licensee agreesto pay PH S benchmark royalties as follows:

Licensee agrees to pay PHS sublicensing royalties as follows:
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APPENDIX D--Modifications

PHS and Licensee agree to the following modifications to the Articles and Paragraphs of this Agreement:
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APPENDIX E--Benchmarks and Performance

Licensee agrees to the following Benchmarksfor its performance under this Agreement and, within ten (10) days
of achieving a Benchmark, shall notify PHS that the Benchmark has been achieved.
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APPENDIX F--Commerci al Development Plan
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