
April 12, 2018 

Dear SEC FOIA Office: 

I am requesting a copy of 

Exhibit 10.1 Form 10-Qfiled by Targeted Genetics Corp /WA/ on 11/14/2002. 

I am willing to pay up to $61.00. 

Thank you, 

Diane Martin 

AUS Consultants Inc. 
155 Gaither Dr, Suite A 
Mt. Laurel 
NJ 08054 
856.234.9200 

RECEIVED 
APR 172018 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

STATION PLACE 
100 F STREET, NE 

WASHINGTON, DC 20549-2465 

Office of FOIA Services 
May 10, 2018 

Ms. Diane Martin 
AUS Consultants, Inc.
155 Gaither Dr., Suite A
Mt. Laurel, NJ 08054 

RE: Freedom of Information Act (FOIA), 5 U.S.C. § 552
Request No. 18-03987-E 

Dear Ms. Martin: 

This letter is in response to your request, dated April 12,
2018, and received in this office on April 17, 2018, for Exhibit
10.1 to the Form 10-Q filed by Targeted Genetics Corp. /WA/ on
November 14, 2002. 

Your request is granted in full. The 30-page exhibit is 
enclosed with this letter. Because this exhibit was released in 
response to a previous FOIA request, no processing fees have
been assessed. 

If you have any questions, please contact me at
Gbenoua@sec.gov or (202) 551-5327. You may also contact me at 
foiapa@sec.gov or (202) 551-7900. You also have the right to
seek assistance from Jeffery Ovall 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, 

Amy Gbenou 
Amy Gbenou
FOIA Research Specialist 

Enclosure 

mailto:Gbenoua@sec.gov
mailto:foiapa@sec.gov
https://www.archives.gov/ogis/mediation-program/request-assistance
mailto:ogis@nara.gov


RECENED p.'f CONFIDENTIAL TREATMENT
OFFICE OF fflE SECR£f" 

REQUESTED
NO~ \ 5 2002 

INDUSTRIAL COLLABORATION AGREE'MENT 

COLLABORATION AGREEMENT effective as of February 1, 2000 (the 
"Effective Date"), by and among INTERNATIONAL AIDS VACCINE INITIATIVE, a not-for­
profit corporation with it,;; principal offices at 810 Seventh Avenue, New York, New York 10019 
(hereinafter referred to as "IAVI"), CHILDREN'S RESEARCH INSTITUTE, a not-for-profit 
corporation with its principal offices at 700 Children's Drive, Columbus, Ohio 43205 
(hereinafter referred to as "Children's"), and TARGETED GENETICS CORPORATION, a 
Washington corporation wilh its principal offices at l lOO Olive Way, Suite 100, Seattle, WA 
98101 (hereinafter referred to as ''TGC"). 

WHEREAS, IAVI has, as one of its principal objectives, the acceleration of 
development of vaccines against HIV for use and distribution in Developing Countries (as 
defined below); and 

WHEREAS, Children's and its personnel have certain skills and own rights to 
certain technology, primarily relating to vaccine design, and TGC possesses certain skills and 
owns or has license rights to certain technology, primarily relating to vaccine development, 
which can aid IAVI in its objectives; and 

WHEREAS, the Research and Development Program (as defined below) 
contemplated by this Agreement is of mutual interest and benefit Lo Children's, TGC and IAVI, 
and will further the- objectives of lAVI in a manner consistent with its status as a not-for-profit, 
tax-exempt, institution; 

NOW, THEREFORE, for good and valuable consideration, the receipt and 
sufficiency of which is hereby acknowledged, the parties hereto agree as follows: 

1. DEFINITIONS. for purposes hereof, the following terms shall have the 
meanings :specified below: 

(a) "Affiliate" of a party means the,.entities that, directly or indirectly, own or 
control the voting of at least 50% of the voting capital interests of such party ("Parent"), or at 
least 50% of the voting capital interests (or equivalent control) of which are, directly or 
indirectly, owned, or the voting of which are controlled, by such party, its Parent, or an Affiliate 
of such party. 

(b) "Background Technology" shall mean: (i) the rights to make, use, sell, 
offer for sale, and import the TGC-Controlled Inventions;· (ii) all invemions (whether or not 
patented or patentable), know-how, techniques, cell lines, data, studies and results of studies and 
other proprietary infonnation in the possession or control of Children's at the Effecti vc Date and 
at any rime thereafter during the period in which Children's remains a direct participant in the 
Research and Development Program, to the extent bearing upon the Program Vaccines, the 
TGC-Control1ed Inventions, the Program Inventions, or any of them \.Viihin the Program Field 
(as and to the extent the Program held exists during the period of such direct participation by 
Children's); and (iii) knov,·-how and other proprietary information in the possession or control of 
TGC at the Effective Date and at any time thereafter during the period in which TGC remains a 
direct participant in the Research and Developmenl Program, to the extent useful for the practice 
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of the TGC-Controlled Inventions within the Program Field (as and to the extent the Program 
Field exists during the period of such direct participation by TGC). 

(c) "Collaboration Payments" shall mean the cash payments to be made 
(subject to Sections 6(b) and 6(e)(i)) by IAVI to Children's and by Children's to TGC unJer this 
Agreement as awards in support of the Research and Development Program. 

(d) "Developing Countries" shall mean those countries defined from time to 
time by the World Bank on a mutually-acceptable p'ublic listing as having "low-income 
economies" or "middle-income economies" (whether lower-middle or upper-middle) (or a 
mutually acceptable equivalent list of countries, if such World Bank country lists arc 
discontinued). A list of all such Developing Countries as of the Effective Date is set forth in 
Attachment A annexed hereto. Notwithstanding the foregoing, no country which is at the 
relevant time under a trade embargo imposed by U.S. law or regulation or any other applicable 
export restriction imposed by law or regulation affecting the Program Vaccines, any Background 
Technology or any Program Inventions will be considered part of the Developing Countries for 
purposes of the section(s) of this Agreement that would constitute, call for, or facilitate any 
violation of such embargo or restriction, unless and to the extent that LAVI establishes to TGC' s 
reasonable satisfaction in each instance that JAVI has at its own risk and expense received (for 
itself and for TGC, to the extent applicable to the transactions under this Agreement) an 
exemption, export license, or other governmental authorization removing all such embargoes and 
restrictions as to that country, as applicable to such section(s) hereof. lfIAVI so requests, 
Children's antl TGC will make available reasonable assistance to IAVI in support of its 
application for any such exemption, license or authorization. 

(c) ..Follow-On Project(s)" shall mean any project in whole or in part to be · 
conducted under the auspices of, or with funding from, IAVI or any of its affiliates or contractors 
to conduct further work on or \Vith respect to the Program Inventions (or any of them) or other 
results of the Research and Development Program, whether involving TGC (i.e., under a separate 
agreement) and/or any third party; provided, however, that those supplemental testing and 
subcontracting projects that are designated tu be conducted by or for IAVI under the Work Plan 
and Budget by contractors other than Children's and TGC shall not be considered Follow-On 
Projects. 

(f) "Marketing Approval Application·' shall mean an application to the 
relevant health regulatory agency in a country seeking fom1al approval for the marketing and 
sale of a product for use in humans for prophylactic or therapeutic purposes. As an example, the 
current term for a Marketing Approval Application made to the US Food and Drug 
Administration is "BLA" (Biological License Application), an<l the tenn shall be applied to 
similar sorts of applications in other nations. An initial application for clinical testing (called an 
IND in the US) would not be a 1Vlarketing Approval Application as the tenn is used herein. 

(g) .· '"Net Sales" shall mean thegr~1s'_~ai~f(Li}0grtjss}~vo1s.epric~ro(
i;~~t_ti~~~t~;2:t~:_Jgt~~~~~.t'.iI11tK{1}f:i~!\!{1f1:i;t1~yfi~ii~~:~1:jf~1~?ftijl -· 
sp:6Heq, dama"·ed,' outdafod.ar19- retu.rned,:fiogramN~i:.:cifte'iind 'for re_(I:b·activ~: price·redvctions;
(b}"theJtrtSunl::of ~ct,ilifW~cfe:~d·c~h4i~@ffoft~ij'·r~bate_~tµiql_ti4in-{M6'4ica}d~'f¥1tl ... ·~-
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(h) "Program Field" shall mean the manufacture ofone or more of the 
Program Vaccines through the use of the partic.ular combination of Program Inventions and 
Background Technology as implemented by Children's and TGC under this Agreement during 
and in the course of the Research and Development Program (as the same may be supplemented 
or improved by or for U.VI with other inventions or technology from sources other than 
Children's or TGC), solely for distribution in the Public Sector, and the use, sale, offer for sale, 
and import of such Program Vaccines so manufactured in and to the Public Sector. IAVT 
understands that Children's and/or TGC may also engage, outside the Research and 
Development Program but contemporaneously with it, in other activities, programs or 
collaborations using andfor improving upon the Background Technology or other technology 
that may be useful in connection with one or more vaccines, and that Children's and/or TGC 
may continue, after the end of the Research and Development Program, to improve the 
Background Technology and to make other inventions or to develop other know-how which may 
be useful in connection with one or more vaccines, including without limitation by improving 
concentration levels, purity, ~cale ofmanufacture, efficiency of manufacture, clinical 
effectivcnes:;, safety, and/or quality of the results. Unless otherwise agreed by Children's or 
TGC, in its discretion and as applicable to it respectively, under subsequent agreement(s), the 
Program Field will not include the use or exploitation of any such improvements, inventions or 
know-ho,v so developed or obtained by or for Children's or TGC outside or after the Research 
and Deve]opment Program. 

(i) "Program lnvrnlions" shall mean inventions, discoveries, and 
improvements, patentable or unpatentable, first conceived or reduced to practice by Children's, 
TGC, IA VI, or the subcontractors of any of them during and in the course of work under the 
Research and Development Program, inclusive of any cell lines or other materials first developed 
in the course of such work under the Research and Development Program. 

(j) "Program Vaccines" shall mean any AAV (adeno-associated virus) 
particle-based vector that contains an HIV-1 gene in the recombinant vector genome and that can 
act as a prophylactic vaccine against I II\l-1. 

(k) "Proprietary Technology" shall mean any Background Technology to the 
extent it has not previously been disclosed .in an issued patent or a published patent application. 

(1) "Public Sector" shall mean govemrnental health agencies of Developing 
Countries and shall also include IAVI, the World Health Organization, U}.f!CEF and other non-
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profit agencies, to the extent, as to each of the foregoing, that it purchases or manufactures 
Program Vaccines for delivery and/or sale solely on a non-profit basis for use within De,,cloping 
Countries. 

* 

(o) "Research and Development Program" shall mean the program described 
in the Work Plan and Budget, as conducted during the term of this Agreement and with the IA VJ 
funding prnvided under this Agreement. "Year l" of the Research and Development Program 
will start as of the Effecti vc Date and will end on January 31, 2001. "Year 2"' wi1l run from 
February 1, 2001 through January 31, 2002. "Year 3" will rurr from Febmary l, 2002 through 
January 31, 2003. Each year of the Research and Development Program will be divided into 
four quarters of three months each ("Program Quarter(s")). 

(p) 'TGC-Controlled Inventions" shall mean the inventions disclosed in the 
United States patents and foreign equivalents and United States and foreign patent applications 
listed in Attachment B and all divisions, continuations, continuations in part, reissues, or 
extensions thereof, any periods of marketing exclusivity relating thereto, and any.letters patent 
that issue thereon. It is understood that certain of the TGC -Controlled Inventions (the "Licensed 
Children's Rights") are owned by Children's and arc cuvered by one or more exclusive licenses 
or sublicenses to TGC, directly or indirectly. 

(q) "TGC Withdrawal Date" shall mean the effective date of a teimination of 
this Agreement pursuant to Section 6(a), Section 6(c)(ii), or Section 6(f)(i). 

(r) "Work Plan and Budget" shall mean the set of tasks, procedures, 
protocols, standards. budgets, and target time frnmes set forth in Attachment C hereto, as such 
Attachment may be amended or supplemented by mutual written agreement of the parties from 
time to time. 
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2. STATEMENT OF WORK. ( a) Each of Children's and TGC agrees to 
perform the work designated in the Work Plan and Budget to be performed by it, respectively, in 
the course of the Research and Development Program substantially within the time frames 
designated in the Work Plan and Budget. TGC will act as the primary Vaccine Developer under 
the Work Plan and Budget. Children's and TGC will be entitled to involve one or more 
subcontractors in the performance of such work, provided that each such subcontractor is 
approved in writing for such purpose by all parties to this Agreement, which approval shall not 
be unreasonably withheld or delayed. IA VI acknowledges that later steps and phases of work in 
the Research and Development Program, and the time frames therefor, will depend in part upon 
the results achieved in earlier steps and phases. The responsibility of Children's and TGC 
hereunder shall be satisfied by their devotion to the Research and Development Program of the 
efforts called for from them, respectively, in the Work Plan and Budget; neither ofChildren's 
nor TGC warrants or commits that it will achieve successful or timely results in the conduct of 
the Research and Development Program. 

(b) The initial Work Plan and Budget attached hereto as of the Effective Date 
describes Children's and TGC's respective work for year I of the Research and Development 
Program. On or before the end of the ninth month of year 1 of the Research and Development 
Program, Children's and TGC will jointly prepare and provide in draft form to IAVT a proposed 
amendment to the Work Plan and Budget, containing a statement of Children's and TGC's work 
for year 2 of the Research and Development Program, and of the amounts of Collaboration 
Payments to be made with respect to that period, and the parties will in good faith come to 
agreement on or before the end of the eleventh month of year 1, on the final form of such an 
amendment. Similarly, on or before the end of the ninth month of year 2, Children's and TGC 
will jointly prepare and provide in draft fonn to IAVI a proposed amendment to the Work Plan 
_and Budget, containing a statement of Children's and TGC's work for year 3 of the Research and 
Development Program, and of the amounts of Collaboration Payments to be made with respect to 
that period, and the parties will in good faith come to agreement on or before the end of the 
eleventh month of year 2, on the final form of such an amendment. The amounts of 
Collaboration Payments to be made with respect to year 2 and year 3 will be prepared and agreed 
upon on the basis of similar cosfprinciples used in the preparation and agreement upon the 
Collaboration Payments to be made with respect to year 1. Such amendments to the Work Plan 
and Budget wi11 be prepared and agreed upon in light of the progress made to that time in the 
course of the Research and Development Program, and no party will unreasonably withhold or 
delay its agreement to any such amendment. 

(c) Throughout the Research and Development Program, each of Children's 
and 'JGC agrees to consult with IAVI and its authorized representatives concerning its respective 
progress and developments in connection with the Research and Development Program. 
Children's and TGC acknowledge that IA VI may appoint one or more advisory committees \Vtth 
respect to this Agreement and the conduct of the Research and Development Program, including 
outside experts. LA. VI agrees to consult v,rith Children's and TGC and to take into reasonable 
account their views concerning the members of such committee(s), and, \Vhcre reasonably so 
instructed by Children's or TGC, to prevent the disclosure ofany confidential infonnation of 
Children's and/or TGC to specific members of such committec-(s). On a quarterly basis, 
Children's and TGC shall jointly provide IA VI with detailed written scientific reports concerning 
the progress· of research and development conducted by them as part of the Research and 
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Deve]opment Program. Such written reports shall be supplemented and updated by verbal 
reports provided by Children's and/or TGC to IAVI on at least a monthly basis. Children's and 
TGC shall jointly provide IA VI with a final written report concerning the Research and 
Development Program within three (3) months after the completion of the Research and 
Development Program. 

(d) In connection with the Research and Development Program, each of 
Children's and TGC agrees that it will comply with all laws, statutes, rules, regulations and 
guidelines promulgated by any governmental agency, instrumentality, authority or regulatory 
body having jurisdiction over any matters relating to its respective role in the Research and 
Development Program (including, without limitation, any laws, statutes, rules, regulations or 
guidelines concerning animal or human use or testing) and will give IA VI immediate written 
notice of any breach, violation or deviation (or threatened or alleged breach, violation or 
deviation) from any such laws, statutes, rules, regulations or guidelines or of the institution or 
threatened institution of any action, suit or proceeding related thereto. During the Research and 
Development Program, Children's and TGC will comply with all biohazard or other safeguards 
as may be required by any apphcable law, statute, rule, regulation or guideline. 

(e) A Project Management Committee shall be established within thirty (30) 
days after the Effective Date and shall be maintained throughout the period of the Research and 
Development Program and in accordance with the Work Plan and Budget. The Project 
Management Committee shall consist of three (3) members, one (1) appointed by each party 
hereto, and shall be chaired by the member appointed by JAVI. The Project Management 
Committee shall be responsible for regular coordination and monitoring of activities hereunder 
and shall only act through the unanimous consent of its members, either at a meeting in which all 
members are in attendance or by a signed written consent in lieu of a meeting. Meetings of the 
Project tvfanagement Committee will be held at the call of any member, upon at least five days 
prior notice to the others. Meetings may be held by conference telephone call in which all 
members can hear the others and be heard by them. 

3. VACCINE DESIGNER. All research conducted by Children's in 
connection \Vith the Research and Development Program will be supervised by Dr. Philip R. 
Johnson (hereinafter referred to as the ··vaccine Designer") \:vho shall have the duties and 
authority customarily associated \Vith heing the principal \nvestigator for such research and who, 
by his signature below, agrees to perfonn such services. If, for any reason, Dr. Johnson is unable 
or umviHing to continue to serve as Vaccine Designe-r for the Research an<l Development 
Program (of which Children's agrees to notify TGC and IAVI promptly), Children's will within 
thi11y (30) days nominate a successor Vaccine Designer at Children's, subject to the approval of 
TGC and JAVI, which approval shall not be unreasonably \'lithheld or delayed. If a successor 
Vaccine Designer at Children's and acceptable to TGC and Lt\VI cannot be determined by the 
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parties \Vithin ninety (90) days from the date Dr. Johnson ceases to serve as Vaccine Designer for 
the Research and Development Program: (i) IAVI may terminate this Agreement immediately 
upon written notice to Children's and TGC; or (ii) if IAVI does not so terminate this Agreement 
as of the end of such 90-day period, TGC and/or JAVI may terminate Children's direct 
involvement in the Research and Development Program, clause (i) of Section 6(b) shall apply, 
and TGC and IA VI shall detennine a replacement Vaccine Designer with approval from 
Children's as a continuing licensor of rights hereunder, which approval shall not be unreasonably 
withheld or delayed. The foregoing provisions shall apply to any replacement or successor 
Vaccine Designer selected by IAVI, Children's and TGC in accordance with the tenns of this 
Agreement. 

4. PERIOD OF PERFORMANCE. The Research and Deve]opment 
Program shall be conducted during the period from the Effective Date through the end of year 3 
of the Research and Development Program, and will be subject to renewal by mutual agreement 
(in writing) of the parties. 

5. PAYMENTS. (a) In consideration of the services to be provided and 
rights granted by Children's and TGC hereunder during year l of the Research and Development 
Program, IA VI agrees to pay the Collaboration Payments with respect to yfii~)jfftf.itJt;f~Ji
M,g_,_Q§y'.~~f?Pm§1:1J:J:i9gr1.ni, to. Children's, .as more fuHy described in the Work Plan and Budget. 

iil1tmtitfilii!f!t•~~r2;i1r~,
expedite the start-up costs associated with the program, and to enable Children's and TGC to 
immediately begin addressing project related tasks'. Thercafler, Collab_ornticm Paymentswill be 
made to Children· s with respect to eash0piSgr~i£:Qt1art~fon~otB~"to~ftfi~/rr{rnfv}~(i~Isti
f!.fgt~:iijj'.;iy~e,( ln the event of a significant delay or acceleration in the Work Plan and Budget 
for year 1, the payment schedule may be amended by mutual written agreement of the parties. * 

(b) Payments shall be made by IA VI on the condition that the funds \vill be 
~arlWtiist~f~ij-~yjcfuN_i~ii'E'~1{d.'.:IG}l in accordance with the terms and conditions of this 
Agreement, the Work Plan and Budget for the applicable year, and the Research and 
Development Program. Children's and TGC sha1l provide to IAVI summary quarterly reports no * 
less than thirty (30) days after the end of each Program Quarter for which funding hereunder was 
obtained from fA YI documenting. on a basis consistent with Children's or TGC's (as the case 
may be) internal, generally-applicable cost accounting methods, that all such funds were utilized 
for the Research and Development Program in accordance with the foregoing.· 

(C) Children's shalL within i~ff'O O)j:,ijsml~Ic¼Y_~ following its receipt of each 
and every Collaboration Payment hereunder, remit the entire amount of the Collaboration 
Payment to TGC, less the portion of the Collaboration Payments attributable under the Work 
Plan and Budget to Children's for the work of the Vaccine Designer in the Research and 
Development Pro61Tam (the ''Vaccine Designer's Portion"), and Children's reasonable overhead 
charges (as more fully described in the Work Plan and Budget) \Vith respect solely to the Vaccine 
Designer's Portion. Children's will not charge for or impose on its role or activities hereunder, 
nor deduct from the Collaboration Payments, any other overhead, processing, administrative or 
other fees of any sort. 
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(d) Other than the Collaboration Payments set forth above, all costs and 
expenses incurred by Children's in conne-ction with the rendition of its services hereunder shall 
be borne exclusively by Children's without further reimbursement or compensation directly or 
indirectly by IA.VI or TGC. Other than the Collaboration Payments set forth above, all costs and 
expenses incurred by TGC in connection with the rendition of its services hereunder shall be 
borne exclusively by TGC without further reimbursement or compensation directly or indirectly 
by iAVI or Children's. 

6. TERMINATTON, (a) TGC may terminate this Agreement at any time, 
without cause, by giving at least ninety (90) days' notice in writing to Children's and IAVI. 

(b) Children's may terminate its direct involvement in the Research and 
Development Program at any time, without cause, by giving at least ninety (90) days' notice in 
writing to TGC and IA VI. In that event: (i) IA VT and TGC will cooperate reasonably in the 
institution by them of alternative procedures whereby the Collaboration Payments (including the 
Vaccine Designer's Portion) will from that point focward be paid directly by IA VI to TGC; 
(ii) unless alternative arrangements reasonably satisfactory to TGC and IAVI are made for the 
continuation of Dr. Johnson as the Vaccine Designer after the termination ofChildren's 
involvement hereunder, a replacement Vaccine Designer acceptable to TGC and IA VI shall be 
substituted (with approval from Children's as a continuing licensor of rights hereunder, which 
approval shall not be unreasonably withheld or delayed), it being agreed that ifa substitute 
Vaccine Designer reasonably acceptable to IA VI cannot be agreed upon within ninety (90) days 
follo,ving the end of such involvement by Children's, then Lt\VI may tenninatc thls Agreement 
immediately upon written notice to TGC. 

(c) IAVI may terminate this Agreement without cause, effective at any time 
following the end of year l of the Research and Development Program, by giving at least ninety 
(90) days' notice in \\'Iiting to Children's and TGC. 

(d) If the parties fail to reach a mutual agreement on an amendment to the 
Work Plan and Budget for the coming year of the Research and Development Program, on or 
before the dates specified in Section 2(b) or such later date as they may mutually agree, this 
Agreement may be terminated by any party upon notice to the other patties effective ninety (90) 
days following such date (or such later date, as may be agreed upon in writing by the parties). 

(e) In addition to the foregoing: 

· ( i) m the event that Children's shall breach any of the terms, 
conditions and agreements contained in this Agreement to be kept, observed or 
performed by it, then either IAVI or TGC may at its option and without prejudice to any 
of its other lcga1 and equitable rights and remedies terminate the direct involvement of 
Children's in the Research and Development Program by giving Children's thirty (30) 
days' notice in writing, particularly specifying the breach, unless Children's within such 
thirty (30) day period shall have rectified the breach. If the involvement of Children's is 
so tcm1inated, JAVI and TGC will cooperate reasonably in the institution by them of 
alternative procedures \Vhereby the Collaboration Payments (including the Vaccine 
Designer's Portion) will from that point forward be paid directly by IAVI to TGC (unless 
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alternative arrangements are made with Dr. Johnson or a successor); and, unless 
alternative arrangements reasonably satisfactory to TGC and IA VI are made for the 
continuation of Dr. Johnson as the Vaccine Designer after the tem1ination of Children's 
involvement hereunder, a replacement Vaccine Designer acceptable to TGC and IAVI 
sha11 be substituted (without the need for approvaJ-from Children's, notwithstanding 
Children's role as a continuing licensor of rights hereunder), it being agreed that if a 
substitute Vaccine Designer reasonably acceptable to IAVI cannot be agreed upon within 
ninety (90) days, then IAVI may tenninate this Agreement immediately upon written 
notice to TGC; 

(ii) in the event that TGC shall breach any of the terms, conditions and 
agreements contained in this Agreement to be kept, observed or performed by it, then 
IAVI may at its option and without prejudice to any of its other legal and equitable rights 
and remedies tem1inatc this Agreement by giving TGC and Children's thirty (30) days' 
notice in writing, particularly specifying the breach, unless TGC within such thirty (30) 
day period shall have rectified the breach; and 

(iii) in the event that IAVI shall breach any of the terms, conditions and 
agreements contained in this Agreement to be kept, observed or performed by it, then 
TGC may at its option and without prejudice to any of its other legal and equitable rights 
and remedies terminate this Agreement by giving Children's and IA VI thirty (30) days' 
notice in writing, particularly specifying the breach, unless IA VI within such thirty (30) 
day period shall have rectified the breach. 

(I) In addition to the foregoing: 

(i) in the event TGC shall become insolvent or shall suspend its 
business or shall file a voluntary petition or an answer admitting the jurisdiction of the 
court in the material allegations of~ or shall consent to, an involuntary petition pursuant to 
any reorganization or insolvency law of any jurisdiction, or shall make an assignment for 
the benefit of creditors, or shall apply or consent to the appointment of a receiver or 
trustee of a substantial part of its property, then IA VT may thereafter immediately 
terminate thi,; Agreement by giving written notice of termination to TGC; and 

(ii) in the event Children's shall become insolvent or shall suspend its 
business or shall file a voluntary petition or an ans\ver admitting the jurisdiction of the 
court in the material allegations of: or shall consent to, an involuntary petition pursuant to 
any reorganization or insolvency law of any jurisdiction. or shall make an assignment for 
the benefit of creditors, or shall apply or consent to the appointment of a receiver or 
trustee of a substantial part of its property·, then either IA VI or TGC may thereafter 
immediately terminate Children's direct involvement in the Research and Development 
Program by giving \\Titten notice thereof to the other and tu Children's and the provisions 
of clauses (i) and (ii) of Section 6(b) shall apply. 

(g) Tf this Agreement is tenninated by TGC at its election pursuant to Section 
6(a) or due to an uncured breach by TGC as described in clause G(e)(ii), the unexpended and 
uncommitted balance of any Collaboration Payments made to Children's (including those 
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portions retained by it and those paid by it to TGC) shall be promptly returned to IAVI by 
Children's and by TGC, as appropriate. If this Agreement is terminated by IAVI at its election 
pursuant to clause (b) of this section, or due to a failure of the parties to reach agreement as 
descrihed in clause (c) of this section, or due to a failure lo agree upon a replacement Vaccine 
Designer as described in Sections 3 or 6(b) or clause 6(e)(i), all Collaboration Payments paid or 
payable to Children's and TGC prior tu the effective date of the termination shall be retained by 
Children's and TGC, respectively. 

(h) The provisions of Sections 6 through 24 of this Agreement shatl survive 
the termination or expiration of this Agreement; provided, hov ...·ever, that to the extent any such 
provision(s) would by their nature not be applicable to post-term periods, or where they state that 
they are applicable during the term of this Agreement or during the Research and Development 
Period, or for a stated period or under stated conditions thereafter, such provisions will not 
survive such termination or expiration, such stated period, or in the absence of such conditions, 
as applicable in each instance. 

7. PUBLICATIONS. TGC and/or Children's will be free to pubJish the 
results of research performed under this Agreement after providing 1AYI with a thirty (30) day 
period in which to review each puhlication for patent purposes and to identify and correct any 
inadvertent disclosure of IA VI's proprietary information or use of IAVl's name which IAVI, in 
its sole discretion, considers inappropriate. In any such publication, IAVI's funding 
collaboration shall be acknowledged by TGC and/or Children's, as sha11 the respective roles of 
TGC and Children's hereunder. TGC and Children's further agrees to promptly publish, at 
IAVI's request or to allow IAVI to publish, following sufficient time for filing of patent 
applications, those results of the Research and Development Program that, in TGC' s and 
Children's reasonable judgment, may be published without disclosing significant trade secrets of 
TGC or of Children's. 

8. PROPRIETARY INFORMATION. A party may disclose to one or more 
of the other parties its proprietary information which the disclosing party considers necessary to 
the performance or interpretation of the results of the Research and Development Program and to 
any subsequent development of the technology of the Research and Development Program. The 
disclosing party shall be obligated to identify the prop1ietary nature of the information promptly 
in v.·riting. The receiving party(ics) agree(s) to retain such information in confidence and use its 
(or their) best efforts to prevent its disclosure to third parties, other than to another party to this 
Agreement, which shall nor be considered a third party under this clause to the e.xtent any 
disclosures to it of information obtained from the disclosing party are made solely in support of 
the Research and Development Program. The receiving party shall be relieved of this obligation 
only when this infom1ation becomes publicly available through no fault of the receiving party or 
is independently developed without utilization of such proprietary information. 

9. RELEASE OF n,rFORMATION. Any press release, public statement or 
public release or disdosure of any infom1ation not previously disclosed publicly with respect to 
the Research and Development Prngram (including, without limitation, any release of 
information in connection with any scientific and medical conference) that is not mandated by 
law shall be subject to the mutual approval' of lAVI, Children's and TGC, which approval shall 
not be unreasonably withheld or delayed. In any such press release, public statement or public 
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release or disclosure of information, IAVI' s funding collaboration and the respective roles of 
Children's and TGC hereunder shall be aclrnowledged. Notice of any such press release, public 
statement or public release or disclosure which is mandated by law shall be furnished to the other 
parties as far in advance as is reasonably possible and their input shall be taken into account with 
respect thereto to the extent not inconsistent with such legal obligation, 

10, INTELLECTUAL PROPERTY. (a) Each of Children's and TGC shall 
disclose to each other and to IA VI in writing, at the earliest practical time, all Program 
Inventions, 1AVI and each of Ch1ldren's and TGC shall retain all such disclosures in confidence 
and use its best efforts to prevent their disclosure to other third parties, The party receiving such 
a disclosure shall be relieved of this obligation only when this information becomes publicly 
available through no fault of such party, or as published or othenvise publicly disdosed in 
accordance with the tenns of this Agreement. Each of TGC and Children's agrees to notify the 
other parties immediately of any decision to apply for letters patent with respect to any Program 
Invention. TGC and Children's shall provide the other parties with the opportunity to review and 
comment on all such patent applications prepared by it hereunder and it shall consider the other 
parties' comments seriously and in good faith. 

(b) Subject to the provisions of this Agreement, as among the parties to this 
Agreement: 

(i) TGC shall retain all of its rights and properties (whether as title 
holder, licensee or sublicensee) in and to the TGC-Controlled Inventions and the other ,,....·... 
Background Technology of TGC. TGC hereby grants to Children's and its Affiliates~ 

1~it~i~1fo1;r1,~!11~ro~:ii¥1~r~~~w~ s 
and the other Background Technology of TGC (tgJhe=extenfTCiC.}J~~'the:rigl}tto'.permit
Ihc_[se:~6f'.#j~~s~.fqt'~"ii$.Jf$1iwo~~(s)) solely durini";nd·~~ithi~-th~-;~~pe of arid' .. ---·-
directly in support of Children's activities and work under the Research and Development 
Program. Where TGC believes that there are restrictions on its right to permit the use of 
any Background Technology for purposes of such license, it shall promptly so inform 
Children's and IAVI and the parties·will consult as to the proper course of action under 
the circumstances, it being agreed that TGC wilt not unreasonably refuse to exert 
reasonable efforts to remove such restrictions where 1AVI and/or Children's bears all 
material costs, fees, and risks of such efforts and such removal; 

(ii) Children's shalJ retain all of its rights and properties (whether as 
title holder, licensee or sub licensee) in and to the Background Tedmology of Children's 
(inclusive of its title in the Licensed Children's Rights, subject to the apr:llcable licenses 

~¥1~.i~~;~:~~hi:::~:~1~~~~r.ffi1~i~1i>~~~iffi~~~~~e1, • 
'1p.d:vrip9.ri Program Vaccmes under the Background f echnology of Children's (t9,_th~ 

f:)(te,i1!··. 9h!lci§½::~J&~}~f#~fff}fp:fi}nHj~r«~ro(~~:s!€{~Jor:iii,~~[p,§2E~~)?;-\\!,1ether * 
~uq~ ~~~11g, _10.e, .s_aJ_~::;,',Qffe~§_; or 1mp()fta!!__onocy_!Jrsjll!J:!!lg Clr;~il.~r)l-1:~. t~rm:q!JJii§
Agree·ment; and specifically including without limitation within the scope of and in 
support of all grants ( contingent or othenvise) by TGC to IA VI hereunder and of any 
activities by or for TGC or its licensees or c-ontractors as described in clauses (i) and (ii) 
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of Section l l(e) or in Section I l(i). To the extent any such Background Technology of 
Children's is part of the Licensed ~hildren's Rights, such license under this clause shall 

J..be fimµ~~1@cij9y~ijS!?_e[rj#g as provided in those existing license and sublicense w· 
agreements. Othenvise, such license to TGC hereunder shall be ;:-a~ive'ia'ffQC 

* 

(iii) Title to any and all Program Inventions that arc invented solely by 
TGC personnel shall be and remain the property of TGC; 

(iv) Title to any and all Program Inventions that are invented jointly by 
TGC personnel and Children's personnel shall be and remain co-'owned by TGC and 
Children's; 

(v) TGC will control all patent matters with respect to all Program 
Inventions that arc invented either solely by TGC personnel or jointly by TGC personnel 
and Children's personnel and may file patents on any such Program Invention at its sole 
cost and expense; 

(vi) TGC hereby grants to Children's and its Affiliates an irrevo~abif: 

tllifJJ~~}jJ1!i1~fjl~~1l~1~~ff~~~!iuifiJ:~!~ij~~?J1Z~lifle
mia frfipGrt lu" p~~~an1-I~ventio11s oth~;--tha-n those that a;e i~~;e~ted solely by TGC ---- -, .. * 
personnel, provi<led that Children's shall not without the prior written consent ofTGC 
~1ffnnifr~Iil~'e;;;~fttenipt]<J_,~c~~ercializen~tPllrpiJEfo'~µthQTIZe"'"61;as_s.tif_~ftpjr'd';party
to:f~TTiniefci~Uz~, any of such Program Inventions for any purpose whatsoever; 

(vii) Title to any and all Program Tnventions that are invented solely by 
Children's personnel shall be and rema1n the property of Children's; 

(viii) Children's hereby grants to TGC and its Affiliates an irrevocable, 
worldw-ide right and license, with right to sublicense, to make, use, sell. offer for sale and 
import Program Vaccmes under all Program Inventions that are mventcd solely by 
Children's or jointly by Children's and TGC, whether such making, use, sales, offers, or 
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importation occurs during or after the term hereof, and specifically including without 
limitation within the scope ofand in support of all grants ( contingent or otherwise) by 
TGC to IA VI hereunder and ofany activities by or for TGC or its licensees or contractors 
as described in clauses (i) and (ii) of Section l l(e) or in Section 1 l(i). To the extent any 
such Program Inventions would be automatically included in the Licensed Children's 
Rights pursuant to the tenns of the existing license and subliccnse agreements with ~ 

~i~lta~~~::ti£~1i};~~·kd~;i;,~~llt~fl§,~tif~&1Ui$.1tcl~~t~;~1.illt\la * 
rg~:-~~-~fi~:·,.oi~-~~~s-;;;·~~~~lf~-~~~~ by cbildi-~~; ~ -t~-~ro~,h~~~~d~~·~ii~ff .--~ej{~lli_s~~; _,, 

* 
~g-~~e.WGfil!i;~~:.l~~~~~i~~1Ai~li~--!~¥~~~,;~l~l~If~~fgTG~
£esp~t;Th~~~t9;'j:116v~!J~1Qtq~~i~~. Children's will control all patent matters with respect 
to all Program Inventions that are invented solely by Children's personnel and may file 
patents on any such Program Invention at its sole cost and expense. Children's agrees to 
notify TGC and IAVI immediately of Children's decision to apply for letters patent with 
respect to any such Program Inventions. Children's shall provide TGC and IAVI with 
the opportunity to review and comment on all such patent applications prepared by 
Children's hereunder and Children's shall consider TGC's and IAVI's comments 
seriously and in good faith; and 

r.,�,;~tflltii!il~f: 
.,.. 

!fddj. Children's and TGC do not intend that the clauses hereofca.1ling"for'¥0::vhltielto
ill".';..:~:.: -::i:.;.·..._r.....::::!=';;-"M: ...... , ..... !l:i•.:;;',"'!'~:·.~;,~:;,,:1..- .. -~-·--:.;::..=..::-:.,...... ""t"'~-~---•'h~, ,°¾.!:""".;:<;_,q_~~~-~J:::; •• • ,- .• ~·-.-· --.".... :,:··-· -~ - .,

§h,fJ4.r~~;~ "'11U?.~0~pplie1:s:u¢tili!tJ1~~Jji. Accordingly, where ~nif~Y?~,~c(~·q~Jcl.J,~
pti§abhdo Cliildfcn~-~ under more than one clause hereof with respect to the same product 
or. ~~;~;i~e~ -the -clause: that provides for thi.,...liigiiet:ti]}iTgh~~aitj,Jfrt~ will be the only fl' 
clause that will be effective as to j&af;pf.o'd]~f~ri~~rri§~. ..... - ·-· .... . ti 

11. CERTAIN AGREEMENTS. (a) For IAVI to achieve its goal of 
accelerating the development of the most promising candidate vaccines for large-scale clinical 
trials in the developing world, it is likely that IA VI will need to conduct head to head 
comparative studies of different vaccines in early stage preclinical and clinical testing. Subject 
to IAVI's obligations under Section 8 hereof, each ofChildren's and TGC agrees to make ...,__ , 
available to JAVI ~iholitidJi:ti6na:Lcosl during the tenn of the Research and Development w 
Program sufficient quantities of the Program Vaccine(s), reagents and/or blood samples 
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associated with preclinical and clinical development of the Program Vaccine(s) solely for such 
comparative studies and independent analyses. IA Vi's rights to obtain quantities of the Program 
Vaccine(s), reagents and/or blood samples associated with preclinical and clinical development 

~:!7n~:~~:1e~;~~~~~s~i~~:u~~:e:~a~~I~ ~:~~~~ r&t~*~~,~~~i*ftqm fA, 
~~l~~~'~iiji'4f~fiiI9~]ffi;:~tf!lW(g~Qtil!~~~.;~Hit§§.~~s:rr;jpe~ff.~~:'CQf~f1pi~~!~~J~agt~
J'.!f_g,fii:f2r,.[G~I~lq1~fqetf@iu~g, and such right shall not survive for more than !hl'.~~i~-cii~ ft 
following such tennination or expiration. 

(b) TGC and Children's hereby acknowledge that IAVI may at any time 
conduct or start to conduct, or enter into any agreement to fund the conduct by any third party, of 
any supplemental or other research provided that the same either (i) is entered and perfom1ed 
pursuant to Section 1 l(c), 1l(d), or 1 l(e) or (ii) does not constitute a Follow-On Project and does 
not involve any use or exploitation of any Background Technology or Program Inventions 
( except as and to the extent licensed hereunder to IA VI). 

(c) IA VI shall not enter, nor commence or continue to negotiate or seek to 
enter, into any Follovv-On Projects not involving TGC prior to the earlier of the TGC Withdrawal 
Date or the expiration of 30 full calendar months starting on or after the Effective Date (the "30-
Month Point'} Tf, follo,.,·ing the TGC Withdrawal Date or such 30-Month Point, IA VI notifies 
TGC that IAVI desires to fund one or more Follow-On Projects that do not involve TGC as the 
principal vaccine developer, then the following shall apply: 

(i) IAVI shall first notify TGC of its intent to fund any such Follow-
On Project, including a description of the contemplated scope and goals likely to be 
involved; 

(ii) IA YI shall exert reasonable commercial efforts, through good faith 
negotiations over a period of at least J29~~qay~, to reach agreement with TGC whereby 
TGC would receive the funding for, and would conduct, such Follow-On Project as the 
principal vaccine developer, unless TGC ,vaives this section in writing or fails to 
negotiate in good faith; and 

(iii) to the extent that no agreement is reached pursuant to clause (ii) ~ 
above, IA VI must give TGC at least &o-\la}ss- prior \vritten notice of the tenns of any 

"3f. 

proposed agrccmcnl with any third party with respect to such Fo1low-On Project, if IAVJ 
is willing to extend to such third party any material terms that are in any respect more 
favorable for such llnrd party than the terms that LA.VI had offered to extend to TGC in 
the course of the negotiations under clause (ii), and afford TGC the opportunity during 
such notice period lo accept and agree to such agreement on such terms in lieu of such 
third party; 

_provided, however, that if LA.VI establishes (and notifies TGC in writing of the grounds therefor 
and the facts that so establish), following the notification by L4..VI under clause (i) as to any 
proposed Follow-On Project, that JQt)\:(par~i{ipatWn"in\;u§p F~lio\v;9n\pr&.fec:(i!i~hcI~'t_~
!~tec~~[2~iiit[J,J?fJi~I~:;(~\!~!~~t~ttiti~~j;11:!i;,:~JN1~i~~ftt~f1]~~,t~hnicil) 
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fl1Gtilii11!1111ft~~!!!~~•i 
foregoing, IAVI enters into such a Follow-On Project with another party as the principal vaccine 
developer (which shall be the "Other Developer" in that situation), it shall have, and TGC and 

Children's hereby.grant, a license permitting IA :fl f<[~~~~~~Jr~;iJ~gff~{tfq~~J~~ 
the Program Vaccmes under the Program lnvent10ns and the Background Technology 1to'µie!

B~a~lrl11Bi,Wl~l!!,:::
11 (f), such license \Vill be roy~l!yfg~f®t]qpJi~t1:f$'~ble,§fily.11?:i~~C:!'i]J,t!i~i,'.Q~cl,c>Q~!- fl 

(d) If, following the earlier of the TGC Withdrawal Date or the last to occur 
of: 

(i) 
Effective Date; 

(ii) !~~lri:t§~flili after the end of the last-to-expire of all Research and ff 
Development Programs under this Agreement and under any Follmv-On Project(s) 
involving TGC; or 

(iii) (A) with respect to any Program Vaccine for ,:iihich TGC or any of 
its licensees is then conducting a Commercially Reasonable Program utilizing Program 
Inventions, ~1Qqri:ftffi after the filing by TGC in the United States or any country in -fl 
the European Union of the first Marketing Approval Application with respect to such 
Program Vaccine utilizing any Program Invention(s); or 

(B) \Vith respect to any Program Vaccine for which none of 
TGC or its licensees is then conducting a Commercially Reasonable Program 
utilizing Program fnventions, this clause (iii) shall not be applicable; 

(C) as used in this clause (iii), a "Commercially Reasonable 
Program" means a substantially continuous program of development and clinical 
testing involving efforts as would normally be devoted to such a program by 
commercial parties with similar resources to those ofthe applicable entity (where 
such resources of the applicable entity are for such purpose deemed to be no less 
than those available to it as of the Effective Date), where such parties are highly 
motivated to achieve the milestone of submitting aMarketing Approval 
Application in at least one of the United States or any of the countries in the 
European Union. The conduct of a Commercially Reasonable Program will not 
require that the entity devote thereto efforts or resources beyond those that a 
prudent commercial enterprise would devote, even though remaining motivated to 
do so as described above, 

TGC or its licensees have not filed any Marketing Approval Application in a particular 
Developing Country, and TAVI notifies TGC that one or more Oiher Developers (who shall be 
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named by IAVI in such notice) desires to pursue an active program or application to seek such 
regulatory approval for the sale of such Program Vaccine to the Public Sector in that Developing 
Country, then IAVI shall e;<ert reasonable commercial efforts, through good faith negotiations 
over a period of al least tj9:1lliy~, to re-ach agreement with TGC whereby TGC will agree to 
pursue such an active program and to make such an application in such Developing Country. To 
the extent that no such agreement is reached in that time frame, IAVI must give TGC at least 
~Q_)µys} prior ,vrittcn notice of the terms of any proposed agreement with such Other Developer 
if IAVI is willing to extend to such Other Developer any material terms that are in any respect 
more favorable for such Other Developer than the terms that IA VI had offered to extend to TGC * 
in the course of the negotiations during such Ji'.Q~ay period, and afford TGC the opportunity 
during such notice period to accept and agree to such agreement on such terms in lieu of such 
Other Developer. Otherwise, IA VI will he entitled to enter such agreement with such Other ,£-
Developer and TGC and Children's hereby grant a license pennitting JAVI to 'i[aj,te';fctse/§ell} W'{ _ 

pf(er~fui)@~Iu:mlllnPPrt the Program Vaccines and otherwise to practice the Pr~gram Inventions * 
~;t!~~~~~?~r~.~.I~i~.fL~F-?J!2~~8f~~&~~!~~]AW2tit§fr~Jffiiifiiis~b,i~IhWi~+•-,. fr 
nght:,!<fJf~;! t~~;l!~PfJh~i~~}lJ~:fSl.fiS.ll,C:.~JRH!P.9~~;~)kother than Propnetary Technology !}.Qt -· 
Bejwng~9p\:cHni~-#,te~t~.\'ct;t~Faaili, only within the Program Field and only as necessary to 
seek such regulatory approval within such Developing Country. Such license will not entitle 
IAVI or the Other Developer to manufacture the Program Vaccine for purposes of commerc1al 
sale, it being understood that commercial sale rights shal1 be governed by Section 11 (c) below. 
Subject to Section 11 (f), such license will_:b_~foy~Jtii~free ai1d0~4~!i£iHsa~i~',qnl-y>t6i~~h'J5tn~rD~'y~Iop'~t. ----- - . . . -. 

(e) Following the grant of all regulatory approvals for the sale of a Program 
Vaccine for use in humans pursuant to a Marketing Approval Application in a particular 
Developing Country, either TGC shall manufacture and supply such Program Vaccine for 
commercial sale in the Public Sector in such Developing Country or IA VI or the Other 
Developer (if any) shall have the right to do so, to be determined as follows: 

(i) If no more than flye_f~~nths have passed since the grant of such _.. 
regulatory approval, or, thereafter, if TGC or its licensees or distributors are making such 
Program Vaccine regularly available to the Public Sector in such Developing Country in 
quantities reasonably proportionate to.the needs in the Public Sector of such Developing 

lltt,lliiiiiliiiil*;i~~ • 
R,~asofili!?J~i,PH:blic, ~~cfor:~rofit, then the provisions of clauses (ii), (iii), and (iv) of this 
Section I l(e) will not be applicable to that Developing Country; 

(ii) Subject to clause (i) above, IA VI may solicit good faith bids from 
Qualified Bidders with respect to the Developing Country no more than once per year. 
Upon it being demonstrated to TGC that each such listed entity is a bona fide Qualified 
Bidder, TGC shall provide each such Qualified Bidder \Vith leifi;'fWs'ure~-0{U%1t fl 
if[1%t~tU!r~~~ri~!1~~~}~!Il~t~i~-ti~tlr;~ill~:if~~~i~1I~1,t'ii 
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ltli~~f<iri 
suchT •ufilifi 

(iii) If a Qualified Bidder submits a bid whereby such Qualified Bidder 
would manufacture and sell Program Vaccines in the Public Sector ofthe Developing 

B'Country ll.-~~i6~~tl'-tijil~~JJ~~~[~~ac1t1~Jr:i]iiT\I.i!'tf:t{eiifigh~'g~~YdIQQ, then 
.&­

IA VI may require that TGC (at TGC's option among such alternatives) either accept the 
result described in clause (iv) below or that TGC do either or both of the following: ~,~z1W&z11rma1,
:ar•,-i~~ Jfg~j~yite,QI as may be mutually agreed by IA VI and TGC in recognition of * 
-QQ__ . _____d~miqof§ tiiai may make TGC the more desirable manufacturer; or (B) that TGC 
will engage that Qualified Bidder to produce the Program Vaccines for distribution in the 
Public Sector ofsuch Developing Country such that the Program Vaccines will be made 
available in the Public Sector of the Developing Country ~l(ptj~ that satisfies the ft 
criteria stated in subclause (A) of this clause (iii); and --

(iv) If TGC does not take either or both of the alternatives in 
subclauses (A) and (B) of clause (iii) within a reasonable time, TGC and Children's 
hereby grant a license permitting such Qualified Bidder to make, use, sell, offer for sale 
and import the Program Vaccines and otherwise to pmctice the Program Inventions and 

.!fffifsi!@l::!911~1~ It'-
·~-

' 

-Pro·_ rie:t.ai')(J:ecti'fi:ollf, ; ,gi :aiscltiied b·;TOOtcfs'1clfQ~lifie:0.]:3idMr, so lei within the - p - -· ,. ___ -----' --- -gy__ . ----------------------- _J_,..__ -- """" - --·--~, -. ---- . - ,________ --.- ,_ -•---•·--· -- ·- ---- ---------..~- .,•••• )_'.__ -----~--.. 
scope ofthe license under this Section 1 I (e). Jf;suGh,Jicensc:Qii4~fU.iJ;i chi.use-'(iv)'is 

iiif~fEiiiiiliif:-not warr.aa.t..thlitsuclfdisclosure"or ,imonriatiorrv.,ill:.oc:: ,. , '\:ruiaerstood•ofiisefuIJo siich 

17 *confidential Treatment 
DOCSPNWl : 26105 3 Requested
J.)200 l.22 

http:v.,ill:.oc


(t) 

(i) All licenses to Background Technology under this Section 11 shall 
be subj cct to any pre-existing obligations TGC has made to third parties, inclusive of any 
royalty obligations and other amounts payable by TGC to its licensors, sublicensors, or 
suppliers with respect to such licensing or use of the Background Technology and any 
audit rights and other terms and conditions required to be imposed on sub licensees; and 

(ii) ·... Where either of TGC or ~hildren's believes that ~~re'~t_. . 

(g) Neither Children's nor TGC grants, or shall grant, to IAVI any implied 
licenses or other rights to use any other rights, know-how, or technologies (whether or not 
available to Children's or TGC) other than the Program Inventions and the Background 
Technology as stated in this Sect1on, nor in any way outside of the Pro5'Tam Field. 

(h) IAVI shall not be entitled to any license under this Section 11 if the 
Research and Development Program is not fully funded by IAVI (at an. aggregate kvel, for the 

i:z1~ffi[1l~~~~r~~11;~1fii~;:i:t;~t[~itili·~~i1~;!r~~:~r:,~t~:t~1t1~~ 
Agreement is tenninated prior to that time at TGC's dection, TGC's insolvency as described in 
Section 6(f), or due to the uncured breach ofTGC). 

' . (i) TGC agrees that it shall pay to IAVI an aggregate royalty of9µ_fpMceni
(iIQ%) ofthe Net Sales by TGC or any of its sublicensees of any Program Vaccine toJfugi_j#~
!IieE_ilbfi§Jf?ctof which falls under an issued patent on a Program Invention in the country in 
which the Program V..lccine is manufactured or sold. TGC agrees that it shall pay to IAVI an 

aggr~gate royal.ty of2ift£~),lai(9~{~~~~~[9_1~~€l()!~~~~~-§;!,1~,,bY TGC or any of its 
subliccnsccs of any Program Vaccine !9})m°~Lw~:1t~tf!.!~l~:.~~~!<;ir; when such Program 
Vaccine does not fall under the preceding sentence, but was nonetheless developed in whole or 
in material part under the Research and Development Program and is sold prior to the tenth 
anniversary of the first approval for commercial sale of such Program Vaccine pursuant to a 
Marketing Approval Application in thatjurisdiction. 

~,(i) On or before the '.6_QJ[~&Y afler the end of each calendar quarter following \~ 

the first approval for commercial sale of a Program Vaccine pursuant to a Marketing Approval 
Application, TGC shall furnish to LA..Vl, on such fonn as is reasonably acceptable to 1'\VI, 
accurate statements showing the number, description, gross sales price, itemized deductions from 
gross sales price and Net Sales price, specified by product and customer (including the full name 
and address of each customer), together \vith any returns made, and simultaneously therewith 
shall make all payments to IAVI required by such slatem~nt,- ~~c]~y_a~-~-~~~!!~s shall be furnished 
to U VI whether or not they reflect any sales. further, w1th111 ~IX!Y.c.(60) .~~~Y~ after the 
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completion ofTGC's annual financial reports, it will furnish IA Vf ,vith a statement from an 
officer, certified as correct thereby, that all royalty payments made during the annual period 
conform to this Agreement. lfTGC regularly engages a certified public accountant for its own 
or other purposes to prepare such infonnation, then such statement shall be certified as correct by 
such accountant. All information so furnished shall be treated as confidential by IA VI. Receipt 
or acceptance by IAVI of any of the statements furnished pursuant to this Agreement or of any 
sums paid hereunder shall not preclude IAVI from questioning the correctness thereof. 

(k) TGC agrees to keep accurate books of account and records covering all 
sales referred to in Paragraph 11 (i) and lA VI and its duly authorized representatives shall have 
the right at reasonable times {but not more than once per year, and not more than once as to any 
accounting period) during regular business hours on reasonable notice to examine such books of 
account and records and all other documents and material in their possession or under its control 
with respect to the subject matter and terms ofthis Agreement, and shall have free and full 
access for such purposes and for the purpose of making extracts therefrom. [n the event of an 
underpayment in excess of five percent (5%) of the royalties actually due, TGC shall promptly 
pay to lAVI the reasonable cost of the audit. TGC shall maintain the books and records in 
connection until the later of three (3) years after the end of the calendar year in which the 
revenues or expenses therein were recci ved or incurred or the resolution of any question raised 
with respect thereto. TGC further agree to take such steps as are reasonably appropriate in order 
to facilitate inspection by U VI or its nominee of its books and records with respect to amounts 
due IA VI and that all billings by TGC to its customers shall be kept by it for inspection as 
provided hereunder. 

12. INDErvINIFICATION. (a) TGC agrees to indemnify and hold Children's, 
IAVI and their respective affiliates, officers, directors, employees, agents, licensees and 
subliccnsees (collectively, the "lndemnitces'" under this subsection) harmless from and against 
any and all losses, claims, demands. suits, damages, liabilities and related costs and expenses 
(including reasonable attorneys' fees) incurred by or asserted against any Indemnitee which may 
arise as a result ofthc activities ofTGC (or any of its affiliates, officers. directors, employees 
and agents) in connection with this Agreement unless such losses, claims, demands, suits, 
damages, liabilities and related costs and expenses (including reasonable attorneys' fees) shall be 
due to the gross negligence or willful misconduct of any Indemnitee. 

(b) Children's agrees to indemnify and hold TGC, LA..VI and their respective 
affiliates, officers, directors, employees, agents, licensees and sublicensees (collectively, the 
"lndcmnitees" under this subsection) harmless from and against any and all losses, claims, 
demands, smts, damages, liabilities and related costs and expenses {including reasonable 
attorneys' fees) incurred by or asserted against any Indemn1tee which may arise as a result of the 
activities of Children's (or any of its affiliates, officers, directors, employees and agents) in 
connection with this Agreement unless such losses, claims, demands, suits, damages, liabilities 
and related costs and expenses (including reasonable attorneys' fees) shall be due to the gross 
negligence or willful misconduct of any Indemnitee. -

13. INSURANCE. TGC shall maintain general liability or similar insurance 
c.onccming TGC's activities in connection with the Research and Development Program \vith ~ 

general aggregate limits of at least ~1,999;po9 during the Research and Development Program r:q· 
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~~:~~r::~;;::~i;~:~=t~lm!~iTroit::::; :;oc:::;~~;~!:~;o::~::hp:yable to ti'' 
Program Vaccine, and during the period such Program Vaccine remains on the market and 
subject to a royalty obligation hereunder. Children's shall maintain general liability or similar 

~:u;;:~e;i~~~~:~~g0f!i~~::~i1i~&~~~i~~:::::~:){ili~lio]e;:;:g:~~~=:~;~:ent 1,, 
Research and Development Program and following any commercial launch ofa Program 
Vaccine, during the period such Program Vaccine remains on the market and subject to a royalty 
obligation hereunder. Each ofChildren's and TGC shall provide the other, and IAVI, with a 
certificate of insurance evidencing such coverage and such certificate of insurance shall provide 
that the insurance coverage may not be terminated or amended without at least thirty (30) days' 
prior written notice to such other, and to IAVI. 

14. REPRESENTATIONS AND WARRM'TIES. Each of the parties 
warrants and represents to each of the others that: (i) it has the power and authority to enter into 
this Agreement and perform its responsibilities and obligations herein and the execution and 
delivery of this Agreement has been duly authorized; (ii) it hrui the power to carry out its 
obligations under this Agreement; and (iii) nothing in this Agreement or in the execution or 
perforµiance thereof shall constitute a breach, violation or default of any provision contained in 
such party's certificate or articles of incorporation or other organizing instruments nor violate 
any contract or other commitment made by such party. 

15. NO AGENCY OR JOINT VENTlJRE. Nothing in this Agreement shall 
be deemed to create an agency relationship or joint venture among the parties. Each party shall 
be responsible for all taxes, benefits, withholding, worker's compensation, unemployment 
insurance and similar requirements of its own employees and no party's employees shall be 
deemed agents or employees ofany other party. 

16. BOOKS AND RECORDS. Children's and TGC shall each keep complete 
and accurate records pertaining to the Research and Development Program and its respective 
expenditures in connection therewith. Subject to the confidentiality provisions hereof, such. 
books and records shall be available to each of the parties to this Agreement for inspection on 
reasonable prior notice at mutually convenient times, such inspections to occur no more often 
than twice a year, no more than once as to any period, and no more than three years after the end 
of the period to which the respective records apply. 

17. USE OF NA.tv1.ES. No party wi1l use the name of any other party in any 
advertising or other form of publicity without the written pennission ofsuch other party. 

. 18. NOTICES. Any notices required to be given or which shall be given 
under this Agreement shall be in writing delivered by first class mail (air mail if not domestic), 
certified or registered mail, or facsimile in which an electronic confimrntion of receipt is 
transmitted, addressed to the parties as shown below and shall be deemed to have been given or 
made as of the date received: 

20 *Contidentia1 Treatment 
DOC:SPNW l :26! 0.U ·--~ Reques1ed 
1-32001.22 

http:1-32001.22
http:NA.tv1.ES


TARGETED GENETICS CORPORATION with a copy to: 
1100 Olive Way, Suite 100 Perkins Coie LLP .. 
Seattle, WA 98101 411-108th Avenue NE 
Attention: Chief Executive Officer Bellevue, WA 98004 
FAX: 206-623-7064 Attention: Roger M. Tolbert 

FAX: 425-453-7350 

INTERNATIONAL AIDS VACCINE with a copy to: 
INITIATIVE Gilbert, Segall and Young LLP 
810 Seventh Avenue, 31st Floor 430 Park Avenue 
New York, New York 10019 New York, New York t0022 
Attention: Wayne Koff Attention: Neal N. Beaton 
FAX: 212-843-0480 FAX: 212-644-4051 

CHILDREN'S RESEARCH INSTITUTE with a copy to: 
700 Children's Drive Director of Legal Services 
Columbus, Ohio 43205 Children's Hospital 
Attention: Philip Johnson, M.D. 700 Children's Drive 

CEO, Children's Research Columbus, Ohio 43205 
Institute Attn: Martha Johnson 

FAX: 614-722-3273 FAX: 614-722-3945 

19. ASSIGNMENT. This Agreement shall be binding upon and inure to the 
benefit of the parties hereto and their respective successors and permitted assigns. Except for 
one or more assignments ofall ofa party's rights and obligations hereunder in connection with a 
corporate reorganization, a merger, consolidation or exchange, or an acquisition in which 
substantially all of the assets of such party that relate to this Agreement and the performance 
hereof by such party arc also assigned, this Agreement shall not be assignable by any party 
without the prior written consent of each of the other parties. Any attempted assignment in 
contravention of the foregoing shall be void and ofno force or effect. 

20. GOVERNING LAW. The validity and interpretation of this Agreement 
and the legal relationship of the parties to it shall be governed by the laws of the State of New 
York and the United States. 

21. ARBJTRATION. In the event of any dispute, controversy or 
misunderstanding between or among the parties or any of them arising out of or related to this 
Agreement or any breach thereof, such dispute, controversy or misunderstanding shall be 
submitted to binding arbitration conducted by the American Arbitration Assoc-iation ("AAA") in 
Ne\v York, New York in accordance with then applicable AAA rules. Any award or judgment 
rendered by such arbitrator(s) may be entered by either party in any court having jurisdiction 
thereof. Each party hereby consents to the personal jurisdiction of the state and federal courts of 
New York. 

22. GOVERNING LANGUAGE. In the event that a translation of this 
Agreement is prepared and signed by the parties for the convenience of LAVI, this English 

21 
DOCSPNWU6105.3 
1-3200 L22 



language version shall be the official version and shall govern iftherc is a conflict between the 
two. 

23. FORCE MAJEURE. Neither.Children's nor TGC shall be responsible to 
the other or to IAVI for failure to perform any of the obligations imposed by this Agreement, 
provided such failure shall be occasioned by fire, flood, explosion, lightning, windstorm, 
earthquake, subsidence of soil, failure or destruction, in whole or in part, ofmachinery or 
equipment or failure of supply of materials, discontinuity in the supply ofpower, governmental 
interference, civil commotion, riot, war, strikes, labor disturbance, transportation difficulties, 
labor shortage or any cause, whether similar or dissimilar to the foregoing, beyond the 
reasonable control of Children's or TGC, respectively. 

24. ENTIRE AGREEMENT. This Agreement embodies the entire 
understanding and agreement among Children's, TGC and IAVI with respect to the subject 
matter contained herein, and any prior or contemporaneous representations, either oral or written, 
are _hereby superseded. No amendments or changes to this Agreement shall be effective unless 
made in writing and signed and delivered by authorized representatives of all of the parties. 

***** 
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TARGETED GENETICS CORPORATION 

By: Isl H. Stewart Parker 
Name: H. Stewart Parker 
Title: Pres. & CEO 

CHILDREN'S RESEARCH INSTITUTE 

By: [signature illegible] 
Name: 
Title: 

Acknowledged with respect to 
The first sentence ofSection 3 

Isl Philip R. Johnson 
Dr. Philip R. Johnson 

INTERNATIONAL AIDS VACCINE 
INITIATIVE 

By: Is/ Seth Berkley 
Name: Dr. Seth Berkley 
Title: President 

?..._j 
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ATTACHMENT A 
DEVELOPING COUNTRIES AS OF THE EFFECTIVE DATE 

(Subject to the penultimate sentence of the definition in Section l(d)) 
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ATTACHMENT B 
TGC-CONTROLl,ED INVENTIONS 
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ATTACHMENT C 
WORK PLAN AND BUDGET 

Workplan for the Development and Testing of a 
Adena-associated Virus Vector Prophylactic Vaccine against HIV-I 

YEARl 
Jointly authored and agreed to by: 

Children's Re.search Inslitute and Targeted Genetics Corporation, January 26, 2000 * 
A. Definition of Vaccine Antigens. 

Vaccine antigens will be defined as soon as possible with direct input from IA VI 
personnel. It is anticipated that the first antigens to be incorporated will be gag genes from HIV-
1 cladcs A and C. Antigen definition must be completed within 30 days of initiation of projecl. 
Any delays will impact all downstream activities. 

B. Generation of producer cell lines. 

Two producer cell lines, each containing an AA V-HIV (X) vector by no later than end of 
ProgramQ3. 

B.1. Molecular construction of two plasmids each containing a specific HIV sequence 
pAA V-HIV(X); sequences to be t,ynthetically derived and codon optimized 

B.2. Restriction map and sequence verification for the two pAAV-HIV(X) plasmids 

B.3. Verification of expression from both pAA V-HIV(X) plasmids 

B.4. Generation and analysis of clones capable of producing rAAV-HIV(X) vectors 

B.5. Selection of at least one candidate prod~cer clone for each rAAV-HIV(X) vector 
based on specific productivity, vector integrity, vector copy number, vector infectivity and 
absence of rcAA V production 

C. Biodistribution Study. 

A biodistribution study in rabbits and non-human primates initiated no later than Program 
Q3 and completed by Program Q4-Q5. 

The in-life portion of the rabbit study to be conducted at Children's. The in-life portion 
requires 6 months to complete. The non-human primate study will have three primates injected * 
with the highest dose and data will be acquired at one time-point to evaluate S 1 site 
rearrangement, to be also done at Children's. 

C.1. Provide 5xl014 DRPs ofrAAV-HIV(X) to Children's. This lot ofrAAV-HIV(X) 
will be used for approximately 60 rabbils and 3 non-human primate study. For the rabbit study 
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there are four proposed doses~ 2x1010 DRPs /animal; 2x101 l DRPs/animal; 2xl012 
DRPs/animal and possibly 2xl013 DRPs/animal. Each group will have 4 animals (two from 
each gender) and animals will be sacrificed at three time-points 5 weeks, 90 days & 180 days. 
Control rabbits will be included. The study will soon be finalized pending call with the FDA on 
February 10, 2000_ 

aL, 
l'II' 

C.2. Develop an assay to measure integration of rAAV in host genome 

C.3. Develop a quantitative PCR assay for measuring rAAVin distal sites 

C.4. Test tissues by PCR and integration assay from rabbit biodistribution study 

D. Process Development. 

Process development for at least one rAAV-HIV(X) producer cell line complete no later 
than Program Q4-Q5. 

D.1. Test lot at small scale 

D.2. 

D.3. 

Test runs at medium scale 

Scale-up, purification development *D.4. Testing of scale up lots 

E. Analytical Development. 

Analytical development complele by early Program Q4. 

E. l. Vector specific assays for process and product characterization, 

E.2. Generation of vector specific reference standards and controls 

E.3. Assay(s) for determining expression of HIV(X) sequence 

E.4. Verification analysis of standard battery of assays in the context of specific 
rAAV-HIV(X) product 

E.5. Assays to test product change over in cGMP suite 

E.6. Documentation 

F. Master and Working CeU Banks. 

Master and working cell banks for the two producer cell lines complete no later than 
Program Q4•Q5 . 

.... 
~ 

F.1. Testing of pre-banks for each candidate producer clone 
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F.2. Batch records ,,.
F.3. Cell Banking 

F.4. Testing of cell banks 

G. Induction Study. 

Induction of the cell banks (FDA request) to be performed by outside vendor. This study 

to be finalized pending call with the FDA. 

H. Development Lots. 

DQevelopment lots for at least one vector done at scale, tested and released no later than • 
Program 4-QS. 

H. l. Technology transfer from Process development group, training for Manufacturing 

and Batch record generation 

H.2. Development lots done in Manufacturing suites 

H.3. Process and product characterization of development lots 

GMP set-up includes product changeover complete no later than Program Q4. 

I.1. Execution \IP-i .• 
1.2. Analysis 

*Luntidential Treatmem 
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YEAR 1 BUDGET IS ON THE FOLLOWING SPREADSHEET 

Tnrgeted Genetics 

[AVl Budgeting 
Summary of Deli l'erables - Cosl Breukdown (in thousands) 

As orJanuury 25, 2000 

Q4 Ta1.al Pri!.,
Qt Q2 Q}

Deliverable 

!-,abor Components 265
44 115 106 

Two Ptoducei: Cell Lines 
86 221135

PD for Producer Cell Lines 10525t!O 
Analytical Development 

71 10029 
Ma~ter and Working Cell Bariks 

7 303 JIO 
De\'CIO!Jme-111 Lots 

104 153 26 373
90Siodistribution 2815 13 

GMP Change Over ---- 1,402525 524135 219
Labor Component• Subtollll 

Non-I.abor Components 

Raw Materials. Outside Sel'\/ices, 
253Travel, License Costs 49 17121 12 

1,655 
TGC Subsubtotal 150 ft
lnduc1i2n studl by out~ide veui!Qr 1.805 
TGC Subtotal 

Children's Research Institute 

10426 26 2626Personnel 50
50Gene oonSU"Uction 25
25Rabbit cages 4

4
Rabbit rurchase 3913 13 13 
Rabilt per diem lO10
Macaq11e cage 1616
Macaque pu~hase 

3 3 3 9 
Mac:aquc per diem 205 55 5
Biological reagents 422 
Travel 

10 10 40 
10 10

Admin fee 32159116 89 5? 
CRl subtotal 

"154 1.976 
271 319 631

Quarterly 1·ocals 150150 
Induction ,mdy contracted by TGC, earliest Q4 

1,805 
TGC subtot;tl l2l 
CRl subtm~l 

2,126 
Pnije<:t To1al 
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