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National institutes of Health
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September 15, 1997

viarry E, Pherson
Director
Contract and Grant Business Affairg
Purdue Research Foundation
1063 Hovde Hall
West Lafayette, IN 47907-1063

Michael D. Devine

Vice Chancellor for Research
Office of Research

The University of Tennessee
404 Andy Holt Tower
Knoxville, TN 37996-0140

Subject:

National Cshcer Institute

QEM, RCB, TGS

Exacutive Plaza South, Roam 603
£120 EXECUTIVE BLVD MSC 7220

BETHESDA MD 20892.7220
Kim Moreland
Director :
Research Support and Grants Administtation
The University of Kapsas
221 Strong Hall

Lawrence, K8 66045-2904

Janis L. Goddard

Contracting Officer

Office of Contract Administration
Program Initiation Division

Georgia [nstitute of Technology
Georgia Tech Research Corporation
Atlanta, GA 30332-0420

Synthesis of Congeners and Prodrugs Contracts

Purdue (NO1-CM-67260); Kansas (NO1-CM-67259);
Tennessee (NO1-CM-67261); Georgia Tech (NO1.CH-67246)
Proposed Contract Language and Guidelines concerning

Greater Rights Determingtions, Publication Rights and Royalties

Dezr Mr, Pherson, Ms. Mareland, Mr, Devine and Ms. Goddard:

 As a result of discussions at our July 25, 1997 meeting, NCI and NIH program, intellectual property.,

lega] and acquizition staff have developed the enclosed proposed coniract Janguage and proposed
Guidelines for greater rights determinations, publication rights and royalties.

It is proposed to include the [anguage in Attachmeut 1 as an Advance Understanding in ARTICLE
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Mr. Pherson, Ms, Moreland, 5>, Devine and Ms. Goddard - Page 2

B.4. of your conwracts. Attachment Z is the proposed Guidelines for Greater Rights Determinations,
Publication Rights and Royalties. Please review the materials and provide amy written questions or
comments by October 17, 1897, Piease call me or send an e-mail message if you bave any
questions.

Sincerely,

aroiyn 4.. Swift
Contracting Officer
Treatment Contracts Section
Research Contracts Branch
Nationai Cancer Institute

Attachments: 1 - Proposed Advance Understanding for Contracts
2 - Proposed (Fuidelines for Greater Rights Determinations, Publication Rights

and Royaities
ce: - Mark Cushman, Ph.D, Gunda I. Georg, Ph.D.
" . Purdue Unijversity The Um‘a’ﬁf&ii} of Kansas
* David C. Baker, Fh.D. Leon H. Zalkpw, Ph.D,

The University of Tennessee Georgia Instinute of Technology
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ATTACHMENT 1

Proposed Advance Understanding (ARTICLE B.4.) Concerning
Greater Rights Determminations; Publicstions Rights and Royalties

The cobtractor is encouraged io requsst greater rights in inventions it makes under this contract and
such rights will be granted to the exient it does not impair NCI's ability to: (1) obtain proprietary
compositions and processes from third party providers for evaluation under the contract; and (2)
develop congener/prodrug compositions to the point of commercialization.

Unless a third party provider abicats, the contractor will be given the name of the provider and an
opportubity to negatiate an approprisie disposition of rights in any inventions the contractor may
make felated to the provider's compositions or processes.

In the case of ipventions relating 1o compositions not propristary to a third party provider, requests
for greater rights will be granied cxcept wo the exear that the nvention relates to NCI's missiorn in
the development of congensrs/grodrugs. Nonetheless, NCI may grant greater rights where the
invéntion relates 10 NCI's mission if the contractor submits a Sevelopment and comumercialization
plan which is approved by NI

NCI encourages publication of scientific papers describing ressarch results. However, in certain
limited situations (e.g., in the case of proprietary compounds) whers the data are related to a
provider's proprietary composition or process or will be part of a patznt application or will be
necessary for regulatory filing, the contractor shall obtain appraval of the NCI Projest Officer and
Contracting QOfficer prior to publishing the data, Publication will normally not be delayed more than
90 days except for data needed for a regulatory filing or data related 1o a provider's proprieary

composition or process.

Attachment 1
Page L of 1
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ATTACHMENT 2

Proposed Guidelines for Greater Bights Determinations,

Publications Rights and Royalties

[® NCI identifies Contractor for compound

2. NCI contacts Frovider, to dstermine if Provider will epter into negotiations with
Contractor, to license Contrastor intellzctual property rights in advance

3. If Provider agrees, a 30 day negotiation periad begins
4, At the 2ad of the nagotiation period:

2. if there is agresment between Frovider apd Contractor, NCI will submit
the compound to the Contractor for congener/pro-drug development, with
greater rights to be gramted to the Comiractor upon request 3t the time of
invention,

b. If there is no agreement between Provider and Contractor, NCI will

submit the compound to the Contractor for congener/pro-drug
development, with o comimitment with regard to the granting of greater
rights to the Contractor upon requast =7 the time of invention.

1. If & license has been pre-negotiated with the Provider, greater rights will be
granted to the Contrector upon request.

2. If a license has not heen pre-pegotiated with the Provider, greater rights generally
will not be granted to Contractor upon reguest.

3.

The Government may require the Contractor to assign rights to the
Provider or to the Government

(Greater rights may be granted to the Contractor, with the requirement that

the Contractor license exclusively to the Provider or to the Government,

with a Government right to sublicense

Attachment 2
Pagelof 7
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C.  Ratentfilipg*
L. Disclosure will be delayed up to 97 days by all parties, to enable the filing of
petent applications.
2. Filing
a. Contractor shall have first aption to prepare and file patent applications on

which Contractor employees are sole or joint inventors

b. I Coptracter elects not to Ble, fivensee/Provider (in the case of greater
rights grantad to Contracter and licensed 1o Provider) or NCI (in the cage
of rights retained by NCT) shall have the right to file

3. Expenses
a ¥ Contractor files, filing costs wili he bome by the Contractor
-3 I licensee/Provider files, fling costs will be allocated according to
Centractor/Provider agreement
c. I'NCI files, filing casts may be rscoverad in share of royalties
4. Patent prosecution

A
s

a. If Contractor files, and inveation licensed in advance to Provider,
 authorities will be determined by Cuntracior/Provider agreement

b. If Contractor files whils NCI retalns rigits under the DEC, NCI shall have
an associate power of attomey

D.  Publigation rights
1. Non-regulatory data
a. NCI will have a minimurm of 30 days (2ud up to 90 in the case of those
disclosures related to a patent applivation filing) to review all praposed
publications, to ensure, in consultation with Provider, that no data

necessary to a future regulatory filing is disclosed

b. Non-regulatary data constituting a disclosure shall be delayed until patént
filing

2 Regulatory data shall not be published without the approval of the Provider

Attachment 2
Page 2 of 7
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1.

2.

Sole Contractor inventions

a. For thoss inventions licenssd directly to Provider by Contractor, royalties
will flow to Contracior

b, For those inventions licensed by NCI to Provider, royalties will be shared
based oo relative contibutions to invention, and ta administration of the
patet application and license

Joint Contractoe/NCI inventions

a. Por 3‘1 ose inventions licensed directly to Frovider by Contractor, royalties
will be shared based on reletive centributions 1o invention

b Far those inventions licensed by MNET to Pravider, royalties will be shared
mased on relative contributicns to invention, and to administration of the
patent application and license

L LEAD COMPOUNT IS NOT PROPRIETARY T 4 FROVIDER, BUT IS WITHIN
THE MISSION GF THE NCI

A Requests for grester rghts at the time of investion

i

Requests for greater rights to aspests of inventions that are not related to the

mission of the NCY will generally be grantad

Requests for preater rights to aspects of inventions that are related to the migsion

of the NCI (that ate under contimred devu prvent by the NCIT) will geperally not
be granted

the Contractor submits a development plar which is approved by the NCI for the
continued development of the congener/pro-drug

the Contractor enters into a licensing agreement, approved by the NCI, witha
third party for the continued development of the congener/pro-drug

i i i e ro-

Attachment 2
Page 3 of 7
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Patent filing*
1. Disclosures will be delaved up to 30 days by all parties, to enable the filing of
patent applicaticns
2. Filing
i Contractor will have the first option to prepare and file patent applications
on which Coptractor empioyess are sole or joint lnventors
b. If Contractor elects aot to file, MNCT shall have the nght to fle
3. Expenses
a I Contractor files, filing costs will be borne by the Contrector
b. WO fles, ﬁliﬁg costs may he recoversd io gpare of royalties
4. IfContrastor elects to fle while NTT e u.éa:ie.r the DEC, NCI shall

have an associate pawer of attorney for patent prosacution

Bublication nights
1. The publicetion of nop-mission-related te delayed umil patent
application filing
2 Mission-related data
8, NCT shall have a minimue of 30 da; 4 up ta 90 days) to review all
proposad publications, 0 ensure that no dats necessary to a fiiture
regulatory filing is disclosed
b. Non-regulatary data constituting = <isciosure shall be delayed until patent
application filing

c Regulatory data shall not be published without the approval of the NCI, or
the third party licensee (if any) |

Rovalties*
1, Sole Contractor inventions

a, For those inventions licensed directly to third party by Contractor,
royaities will flow to Contractor

Attachment 2
Page 4 of 7
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b. For those inventjons loenged |
shared based an relative yEd
of the patent apphcanosx and izens

- * »
aambnistration

2. Tolpt Contractor/™CT inventions
a, For those ipventions licensed dirs suy 1o third party by Contractor,
ravaities will be sharea hased on relgtive contnibutions to invention

b. For those inventions licensed by NUI to third party, royalties will be
shared based on relative contripurings 1o invention, and to administration
of the patent application and loense

{through the NIH O .
nztent fling and prosecutioy,

* N.B. Interinstitntional agre
' to accomplish coopars:

Attachment 2
Page Sof 7
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Lead Compound Not Proprietary To A Provider

i Lead Compoting {
: Wilkin The Mission ©f The NI
{ Submitted Under DEC
S m_m-,__r___.
! ﬁcntmcinr Files i
: : - Paiant Application 5

‘Contmi:tur Fre.e Ta Pubhsh - o |
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