United States Department of Agriculture
Research, Education, and Economics

ARSI CSREESIAERS[LINASS

Policies and Procedures

Title: Technology Transfer in ARS
Number: 141.2 - ARS

Date: September 11, 2000

Originating Office: Office of Administrator

This Replaces: Directives 140.1 and 141.1
Distribution: Headquarters, Areas, and Locations

This P& P describes policies, procedures, and

responsibilities for technology trandfer.




Table of Contents

SUMMANY . . .o e e e e e e e e e 4
AUthortiesSand FOIMS . . . ..o 4
Invention Reports and Intellectua Property Protection. . ...t 5
POl Y .ot 5
PrOCEaUIES . . . 7
Reporting INVENtionS . . ... ..ot 7
Patent Review Committee . ... ... . 7
P et S . . . 8
DISTIOSUIE . .. 9
Inventorshipand OWnNership . .. ...t e e 9
Plant Variety Protection Certificates(PVPCS) . .. ..o oo 10
PNt LICENSINg . . . oottt e 10
POl Y o 10
ProCEaUIES . . . . 11
LICENSE INCOME . . . 12
POl Y o 12
ProCEaUIES . . . . 13
Partnering with Outdde OrganizationS . . . .. .. ..ot e 13
Cooperative Research and Development Agreement (CRADA) . ...t 13
POl Y .o 14
Procedures . ... ... 15
Deveopment of aCRADA .. ... i 15
AWard DOCUMENT . . . .o e 15
Amendmentsor REVISONS . ... ..ot 16
AMINIraioN . ... e 16
ClOSE0UL . .o 17
Ealy Review Of CRADAS . . ..ot e e e e 17
Other Types of Cooperative Agreements .. .....ovi it et e ee e 18



Trust and Reimbursable Cooperative Research Agreements . ... ... ..ottt 18

Memorandum of Underdanding (MOU) ... ...t e 18

Materid Transfer AgreementS (MTAS) . ..ot e 18

Confidentiaity AgreementS (CAS) . . ..o it e e 19

0. Summary of Respongbiliies . . ... ... 19

Authorized Departmental Officer (ADO) . ... oo oo 19

Authorized Departmenta Officer, OTT (ADO/OTT) .. ..ot 19

Authorized Departmental Officer’s Desgnated Representative (ADODR) .............. 19
Deputy Assistant General Counsel for Patents (DAGCP), Office of General Counsd (OGC),

USD A 20

Financid Management DIVISION . . . .. ...t et 20

Information Staff . .. ... 21

LineManagers (RLS, CD, LD, ID, ADS) .. ..ottt e 21

Officeof Technology Transfer . ... ... i e e 21

Palent AQVISOIS . . oottt et e e 23

Patent Review Committee . . ... ..o e 24

HUMaN RESOUICES DIVISION . . . . . ot ettt ettt e e e 24

SOENtiAS (INVENTOIS) .. .o e 24

Technology Transfer Coordinators . . . .......co ittt e 25

10, GlOSSAY ..ottt 26

EXHIBIT L .o 30



1. Summary

Successful technology transfer (TT) helps ensure that society benefits from Agricultural Research
Service (ARS) program. It responds to the public’s right to know how tax-supported ARS research
improves their hedth, the environment, and their qudity of life. 1t meets the requirements of laws that
mandate that ARS be proactive in transferring its technology to the private sector, including small
businesses. Research is only successful if the information and technologies developed are transferred to
those who need it.

ARS has been delegated authority by the Secretary to administer the patent and license programs for
USDA. The ARS Office of Technology Trandfer (OTT) is assigned the responsibility for protecting
intellectua property, developing strategic partnerships with outside indtitutions, and performing other
gppropriate functions that enhance the effective transfer of ARS technologies to users. To accomplish
this, OTT is organized around broad functional areas. The Adminigirativel Headquarters Section
conducts the day-to-day operations, coordinates the development of TT policy, and signs licenses and
Cooperative Research and Development Agreements (CRADAS). The patent advisors (PAS) and the
Patent Section assist the scientist in protecting intellectua property (IP), coordinate Invention Reports
(IRs), prepare and prosecute patent applications, and oversee any patent applications prepared by
contract law firms. The Licenang Section coordinates targeted marketing for sdected ARS
technologies and negotiates licenses for ARS IP. The Marketing Section coordinates the dissemination
of information on ARS technologies that are available for cooperative work or licensing, provides
answers to stakeholder questionson TT in ARS, and ensures that information about the commercia
successes of ARS research is made available to the public. These objectives are accomplished via
written information, reports to stakeholders, trade shows, the Information Staff (1S), the National
Agriculturd Library, and dectronic media. Technology Transfer Coordinators (TTCs) are located in
the field and have overdl responsibility to assst in any way possible to facilitate and effectively transfer
ARS technologies. They serve asliaison with scientigts, line and program managers in ARS, university
partners, users, and the private sector, they adso negotiate CRADAS, other TT agreements and some
licenses.

This Policies and Procedures pertains to: (1) reporting inventions, (2) patents, (3) Plant Variety
Protection Certificates (PVPC), (4) licenang, (5) didtribution of license income (including awards to
inventors), (6) CRADAS, and (7) other agreementsused in TT. It setsforth ARS policies, procedures
and responghilitiesfor TT, and includes guiddines for inventors.

2. Authorities and Forms

. AD-416, Research Work Description-Research Resume

. AD-417, Research Work/Project Description, Classification of Research

. AD-421, Research Work Unit/Project Description, Progress Report

. ARS-425, Authorization to Apply for and Use Funds from Outside Sources
. ARS-451, Research Agreement Fact Sheet (Loca reproduction)
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. Departmenta Regulation 5700.01, Patents
. Executive Order 12591, Facilitating Access to Science and Technology

. Presdentia Memorandum to the Heads of Executive Departments and Agencies on
Government Patent Policy, February 18, 1983
. 7 CFR, 1999 edition, section 2.65(a), Delegations of Authority to the Administrator, ARS,

subparagraphs (11), (22), and (58)

. 37 CFR, part 404, Licensing of Government Owned Inventions

. 37 CFR, part 501, Uniform Patent Policy for Rightsin Inventions Made by Government
Employees.

. 7 USC 450(a), Cooperative Research Projects; Agreements with, and Receipt of Funds From
State and Other Agencies

. 7 USC 2321 et seq., Plant Variety Protection Act

. The following parts of the Federd Technology Transfer Act of 1986 (FTTA):
. 15 USC 3710a, Cooperative Research and Development Agreements (CRADAYS)
. 15 USC 3710c, Didtribution of Royaties Recaived by Federal Agencies
. 15 USC 3710d, Employee Activities

. 35 USC 200-209, Bayh-Dole Act, Patent Rights in Inventions Made with Federd Assstance

3. Invention Reports and Intellectual Property Protection

In many cases involving ARS research, some form of | P protection is required to jugtify the cost of
commercia development of ARS research by alicensee. Most protection of intellectud property in the
Federa Government is done through patents. Utility Patents protect a newly invented product,

process, machine, or composition of matter. Plant Patents protect a unique plant variety that is
produced vegetatively. Plant Variety Protection Certificates are issued for plants that reproduce
sexually (by seeds) or by tubers. Once the patent isissued, protection extends for a period of 20 years
from the date the patent gpplication wasfiled. The first consideration in deciding whether or not to
seek apatent isto ask if protection will enhance the likelihood that the technology will be transferred to
the private sector. Many excellent original ideas are best transferred to those who need the information
by scientific publications or other methods that do not involve patenting, such as eectronic media, fied
days, demongtration projects, or public release.

Policy

ARS policy isto use the patent system to promote the utilization of inventions arising from its research,
to ensure that sufficient rightsin inventions are obtained to meet the needs of the Government, and to
bring the invention to practica gpplication.

ARS recognizes that patents represent documentation of research accomplishments and will consider
patents, dong with other factors, as evidence of research productivity in evauating scientist
performance under the Research Position Evauation System.



Under U.S. patent law, a U.S. patent application must be filed within one year after a printed
publication, public use or sde, or other enabling public disclosure of the invention. If aninvention isto
be, or has been made publicly accessible, the PA must be promptly advised so that the PA will have
aufficient time to prepare and file the case at the U.S. Patent and Trademark Office (PTO). Most
foreign countries require that patents be filed before public disclosure, which may be assmple as
talking about it in ameeting with non-ARS personnd.

Inventors shall take prompt action to report inventions made as adirect result of ther officid duties. To
ensure thet thelr inventions are protected in atimely manner, inventors shal submit an Invention Report
as soon as there is enough information to evauate the invention. Waiting to submit an IR until a
manuscript disclosing the invention is submitted for ARS clearance for submission to ajourna may
delay publication of the manuscript to protect the Intellectua Property Rights (IPR).

USDA isentitled to patent ownership of an invention. Asacondition of employment, ARS scientists
must assign their rightsin their inventions to the Secretary of Agriculture who represents USDA. 1tis
the decison of ARS, not individua scientists, asto whether or not inventions are to be protected.
ARS does not assign its ownership of inventions to other parties.

ARS sndll file for patent protection on those inventions that have been adequately described, have been
reduced to practice, and have been evauated to determine that they appear to have sgnificant
commercia potential, and that a patent will speed TT and preserve U.S. Government property rights.
Patents should be filed no later than one year from the date that the invention is recommended for
patenting by a Patent Review Committee (PRC), provided that information or data necessary to
support the scope of the invention is complete and made available to the PA by the inventor.

Patent maintenance fees are required by the U.S. Patent and Trademark Office. These fees are due at
intervals of 3%, 7Y, and 11 %2 years during the life of the patent. If the fees are not paid, the patent
cannot be enforced or licensed. Generd ARS policy isto pay the first 3 %2 year maintenance fee, since
activities to locate appropriate potentia licenseestaketime. Criteria used to determine whether or not
to pay the subsequent fees are the same as those used by Patent Committees for determining whether
or not to seek a patent.

If ARS decides not to gpply for domestic and/or foreign patents on an invention or to abandon or
otherwise not pursue commercidization of a patent, the inventors may be entitled to ownership of
patent rights under one or more authorities cited above. If interested, the inventor should seek advice
from the USDA Office of Genera Counse (OGC), Deputy Assstant Generd Counsdl for Patents
(DAGCP), however, returning of patent rights may create a conflict of interest Stuation that would
necessitate the reassignment of the inventor to a different area of research.

ARS palicy isto obtain utility patents on plants or transgenic animas on a case by case basis. Primary
congderation will be given to whether IPR are necessary to speed transfer of anew plant or anima
invention into commercid trade, if protection is necessary to permit widespread



availahility of the plant or animd variety, or if protection will enhance international competitiveness of
domestic producers. It isARS policy to ensure that al plant varieties developed by ARS are available
for breeding.

Procedures
Reporting Inventions

The ARS scientist who thinks he or she has something to protect sartsthe process. They should
contact their respective PAs for assstance as soon as they believe they have made, or are about to
make, a new invention, but definitely no later than when starting preparation of a presentation or
scientific manuscript that reports the research leading to the invention.

Early reporting to the PA may save the scientist consderable time by determining whether the invention
is patentable, and by giving the scientist advice on what information might be needed to develop agood
patent gpplication. The PA can dso help the scientist protect his’her IPR by resolving questions asto
what would condtitute public disclosure of the invention.

The next gep isfor the scientist to submit an IR using the Invention Disclosure Form located in the
Research Management Information System (RMIS). This confidential document is not available to the
public and requires approva from line management (i.e., as appropriate) Research Leaders (RL),
Loceation Leader (LL), Laboratory Director (LD), Ingtitute Director (1D) and Area Office (AO). This
approva process keegps line management fully informed about discoveries made in ARS laboratories.
The IR provides information on the technology, commercia potentid, related publications that may
affect patentability, advantages over the state of the art, and possible inventors.

As soon asthe IR is complete, a hard copy must be printed, signed and dated by the inventor(s),
witnessed (signed and dated), and forwarded immediately to the appropriate PA.

Patent Review Committee

The Patent Review Committee (PRC) is an important, and confidentia part, of the ARS patent

process. It iscomposed of a PA and severd scientists as peers. Individud scientists are invited to
serve as voting members because of their scientific expertise. Others, such asthe TTC, other members
of OTT, and Nationa Program Leaders of Nationd Program Staff (NPS), often St in and contribute to
the discussion, but are generdly nonvoting members. PRCs are established by PAsfor their
geographic region of respongbility, or by subject matter area, such as biotechnology or
mechanical/chemicd inventions.

PRCs meet periodicaly, but an individua case should be reviewed within three months after a PA has
determined that an invention disclosure is complete. For each case, an in-depth reviewer who is a peer
on the PRC, contacts the inventors, line managers, other scientists, etc., to obtain



additiona information that might be needed in reaching a decision whether or not to prepare and file a
patent gpplication. Severd factors are considered by the PRC in reviewing each case in addition to the
question of patentability, which is preliminarily assessed by the PA. Theseinclude:

e |sthere commercid interest or a high probability of commercidization in the future?

Isthe Sze of the potentia market large enough to justify the expense of commercidization?

Will apatent play a 9gnificant role in transferring the technology?

If granted, will the patent be enforcegble?

Isthe invention of sufficient scope to judtify patenting?

Severd recommendations are available to the PRC based on the answers to these questions: they may
gpprove proceeding with the patent gpplication, suspend further action, or defer further action until the
inventors provide additiond information or data. Further patenting decisons are made by the Assstant
Adminigrator for TT or the designated officid.

Patents

Once an invention disclosure is gpproved and the necessary information provided to the PA by the
inventors, a patent application is prepared. Prompt input from the inventorsis critical. Preparing and
filing a patent gpplication with the PTO may take up to one year depending on the complexity of the
gpplication, the response time of the inventors, and the backlog of gpplicationsin OTT. The filing fee of
approximately $800-$1,200 is paid by the inventor's Management Unit. All other fees, such asthe
prosecution fees, issue fee, maintenance fees (every four years) and foreign filing costs are paid by OTT
from the patent revenue account (PRA).

When, ARS enters into partnerships with other inditutions which result in jointly owned IP, OTT retains
the right to prepare and prosecute patents. That right may be waived, at OTT’ s discretion, to a co-
owner of an invention, or to a CRADA partner for an ARS solely owned invention. The other party
must request the waiver in writing to the PA responsible a the ARS location involved. After review,
the PA may grant the waiver, however, the PA and the USDA DAGCP must both be listed as Agent
and Attorney of Record, respectively. The filing party must provide the PA with copies of the
goplication, al documentation, notices from the PTO, and updates on prosecution. ARS retains the
right to rescind the waiver if circumstances change and it is no longer in the Agency’ s best interest to
alow the outside entity to continue prosecution.

ARS inventors should not sign any documents relating to intellectua property rights provided by any
outsde entity or itslega representative without prior review and gpprova by the PA.



OTT may aso determine that contracting patent preparation with an outside law firmisin the best
interest of ARS in obtaining a patent. Such adecison is usudly based on time congtraints or an unusua
subject matter area. OTT sdectsthe law firm and requires that a PA and the DAGCP liaison be Agent
and Attorney of Record, respectively. Preparation expenses are usudly paid by OTT from the PRA,
however, the inventor’ s laboratory may pay in cases where OTT has decided not to pursue patenting of
theinvention. OTT generdly retains authority to prosecute the patent gpplication before the PTO.

Disclosure

Information released about an invention can result in the loss of IPR. Disclosure, for example, can be
as Imple as publishing an abdtract, presenting a poster at a scientific meeting, discussing the discovery
a ameeting with non-ARS participants, or putting the information on the Internet (this includes
electronic reportsin the RMIS that ARS miakes available to the public). If thereis a disclosure before
filing for aU.S. patent, foreign patent rights are ordinarily logt, and U.S. patent rights must be sought
within one year of the disclosure. Once the domestic patent gpplication has been filed, thereisaone
year period from the date of domedtic filing to file for foreign rights, provided that there was not a public
disclosure prior to the domedtic filing. ARS scientists must contact their PA prior to making public
presentations or release of materids or technologies that may have associated IP.

I nventor ship and Owner ship

Inventorship is defined by patent law. Consequences of inaccurate listing of inventors on patentsis
more severe than the inaccurate listing of authors on manuscripts. Wrongfully including someone on a
patent application who is not an inventor, or leaving off someonewho is, can result in the chalenge and
invaidation of the patent. Any doubts about inventorship should be brought to the attention of the PA
when an invention isfirg submitted. The PA will then make a determination of who is actudly an
inventor after interviews and collection of information on each person’s contribution to the invention.

Ownership (rights) is another key issuein patents. USDA, like most organizations whether public or
private, requiresinventors to assgn (transfer) their rights of ownership to the organization as a condition
of employment. In ARS, thisincludes both domestic and foreign rights. The owner, not the inventor,
licenses the patent and receives any income generated (see Section 4). |P developed by government
researchersis, and remains, Government Property and may only be transferred to others under set
procedures. A common misconception is that providing of funds and materias resultsin ownership.
Any document originating from an outside entity that addresses IP or IPR must be reviewed by OTT
for conformity with law and ARS policy before signing.



Plant Variety Protection Certificates (PVPCs)

PVPCs cover plant varieties propagated sexualy (by seeds) or by tubers (like potatoes). They are
prepared by the ARS scientist in consultation with the NPS and processed by the USDA Plant Variety
Protection Office, rather than the PTO. PVPCsdlow for the use of the variety in breeding programs
without permission of the Plant Variety Protection (PVP) holder and aso permit farmers and growers
to save seeds for their own use. The cost of filing a PV P gpplication is approximately $2,400 which is
paid by the breeder's Management Unit. There are no maintenance fees. PVPs gpply only to the U.S.
but many foreign countries have a systlem known as "Breeder's Rights' which issmilar to PVPs. Laws
governing PVPCs do not require identifying breeders, only the owner(s). However, an organization
must have a breeder of the variety to be an owner. ARS spolicy isto list its breeders on Plant Variety
Protection Certificates (PVPCs).

Generd information needed to obtain PVPCs may be obtained from: The Commissioner, Plant Variety
Protection Office, Agriculture Marketing Services, NAL Building, 10301 Bdtimore Blvd., Bdtsville,
Maryland 20705.

4. Patent Licensing

In order for an individud or entity to make, sdll, use or have made a patented invention, the right to do
so0 must be licensed from the owner. The USDA patent licenaing program grants patent licenses to
qudified businesses and individuas who wish to commercidize inventions resulting from federdly
supported research performed at USDA |aboratories and research locations.

The USDA technology licensing program has been delegated to and is administered by OTT. Licenses
may be exclusve, co-exclusve, exclusve by fidd of use or territory, or nonexclusve. They may be
broad (for anything covered by the patent) or limited to a specific field of use. Revenues from licenses
may include up-front fees, annua minimum roydties (maintenance fees), milestone payments and
roydties (usudly a percentage of net sdes). ARS inventions not made under a CRADA (see Section
7) may be exclusvdly licensed after notice of the invention’s avallahility for licenang has been
announced in the Federa Regigter. In addition anotice of ARS intent to grant an exclusive license must
be published in the Federal Register in accordance with Federd Regulations (37 CFR 404). Other
parties who may aso want alicense have 60 days to submit awritten objection to the granting of the
exclusive license and must submit a complete license gpplication to support their objection. If thereis
more than one qudified domestic applicant, then co-exclusve licenses may be issued to dl qudified
applicants.

Policy

An objective of ARS isto sarve the interest of the Government and the public by having ARS
inventions developed to the point of practica gpplication. The granting of patent licensesis one
procedure to reach this objective.
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The licensing of federdly owned inventions must be done in accordance with the terms, conditions and
procedures prescribed under 37 CFR 404 regul ations administered by the Department of Commerce.

The key provisons are summarized as follows:

*  Only protected IP, i.e., a patent application, issued patent, or PVPC can belicensed. ARS
does not have statutory authority to license non-protected property.

e Application for alicense must be addressed to the Federal agency having ownership of the
invention. In the case of USDA, applications must be addressed to the Patent Licensing
Coordinator, OTT, ARS.

* A license may be granted by the Federd agency only if the license applicant has supplied the
agency with a satisfactory plan for the development and marketing of the invention and has
provided evidence of cgpability and intention to fulfill the submitted plan.

* Thereisapreference for amdl business applicants if they are equdly qudified.

USDA/ARS often has jointly owned inventions, especidly with universties. ARS can license therights
to these inventions to the co-owner if it isin the Agency’s best interest to do so.

Licensees reimburse ARS for domestic and foreign filing, prosecution, and maintenance costs.

ARS permits its inventors, where practicable, to participate in the development of their inventions by
permitting them to provide technica assistance to licensees.

Because of conflict of interest rules, inventors shdl not participate in license negotiations to establish
feesand roydties. Inventors and RL’s may furnish advice on license strategy and negotiations.

ARS grongly supports the principle of the “research exemption” to patent rights. Accordingly, ARS
does not in-license technologies or patents for use in ARS research programs, nor does ARS require
othersto obtain alicense for use of ARS technologies in research, or permit alicensee of ARS
patented technology to require licenses for research use.

Procedures

37 CFR 404.8 stsforth the information that must be provided by alicense applicant. For the
convenience of the gpplicant, USDA has itemized the information needed on Form AD-761, whichis
included in the Patent License Application Package. The information submitted is used to determine
whether the gpplicant has both a complete and sufficient plan for developing
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and marketing the invention and has the necessary manufacturing, marketing, financia and technica
resources to carry out the submitted plan. Under the provisions of 37 CFR 404.14, any plan submitted
by alicense applicant may be treated as privileged and confidential and not subject to disclosure under
the Freedom of Information Act (FOIA, 5 U.S.C. 552).

All membersof OTT can provide generd information regarding the licensing program, and information
isaso avallable at the OTT Internet Site (http://ott.ars.usda.gov).

Patent License Application Packages are available from:
Coordinator, Technology Licensng Program  Phone: (301) 504-5989
USDA, Agriculturd Research Service Fax: (301) 504-5060
Office of Technology Transfer
5601 Sunnyside Avenue
Betsville, MD 20705-5131

The Technology Licensing Program Office is available to answer any questions concerning the license
gpplication process, how to complete the license gpplication form, and license agreement terms.

5. License Income

Policy

ARS license income is distributed in compliance with the Federal Technology Transfer Act of 1986
(FTTA, 15 USC 3710c) which authorizes specific uses for income from inventions: incentive awards to
the inventors; expenses for prior art searches; patent filing costs, costs associated with administration of
patent activities, licenang and adminisiration expenses, rewards to employeesfor TT activities, including
the annud ARS TT awards, and activities that increase licensing potentia for transfer of technology
(salary expensesrelated to some TTCs, PAs and support positions).

Government inventors shal collectively divide, as an incentive award, the first $2,000 of income
received by ARS from each license and 25% of income over $2,000 each year up to a maximum of
$150,000 per inventor per year. For licenses negotiated prior to March 7, 1996, the inventors shareis
25% of the total income received each year.

This payment shal not affect the entitlement of the inventors to any regular pay, annuity, or award to
which they are otherwise entitled or for which they are otherwise digible or limit the amount thereof.
ARS employee(s) who leave ARS receive license income award(s), provided they were an ARS
employee a the time the invention was made. Heirs of an estate of a deceased ARS inventor receive
decedent's license income award(s).
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Procedures

The Legd Instruments Examiner/Licenses (LIE/L) monitors payments of licenses and sends notices to
the licensee where needed for royaty income and reports.

The Foreign Patent Specidist monitors domestic maintenance fees and foreign patent filing costs and
notifies licensees when reimbursements are due.

When checks are received from the licensee, they are forwarded to the appropriate office in the
Financid Management Divison (FMD) for depost inthe OTT PRA. Digribution for licenses with
sgngle inventors, or licenses with single patents but multiple government inventors are caculated by

FMD following standard ratios. When multiple patents and inventors are involved, the LIE/L caculates
the income awards due to government inventors and notifies FMD of the distribution to reflect current
procedures.

FMD notifies NFC to issue checks to the inventors for their awards.

6. Partnering with Outside Organizations

Agreements with outside organizations, whether public or private, produce many direct benefits. They
alow research scientists to obtain expertise, proprietary products, and information that would not
otherwise be available to them. Hence, agreements can markedly speed up the research process and
greatly shorten the time required to get a problem solution to those who need it. Findly, agreements
can bring in outsde funds to leverage limited research dollars. TTCsded directly with the scientistsin
the field locations to negotiate CRADAS, assist in the patent process, act as liaison with private industry
and in some cases negotiate licenses. The sdection of the type of agreement to useisimportant. Itis
not just amatter of choice, but often a matter of law, regulation, or policy. Different Stuations require
gpecific types of agreements and actions. Regardless of the type of agreement, the subject area must
be within the misson of the specific |aboratory entering into the agreement. Sometimes only one type of
agreement permits a desired outcome. Discussed below are some of the agreementsused in TT.

7. Cooperative Research and Development Agreement (CRADA)

Thisisthe most forma agreement available for cooperative research. It is authorized by the FTTA.
Two aspects of a CRADA that makeit unique. Firgt, it gives the cooperator the right to negotiate an
exclusvelicensein a least onefidd of useto any ARS solely owned invention(s) or jointly-owned
invention(s) conceived or reduced to practice under the scope of work of the CRADA. Second, it
permits ARS, at its option, to keep information developed under the CRADA confidentid for up to five
(5) yearsif such information would have been proprietary had it been generated soldy by the
cooperator. ARS isrequired to keep confidential indefinitely any proprietary information given to ARS
directly by the Cooperator, unless the information becomes publicly available from a source other than
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ARS. CRADAs are developed by scientists and TTCs, approved by NPS and line managers, and
sgned by OTT on behdf of ARS.

Policy

It is ARS palicy to implement and take advantage of the authorities provided inthe FTTA (15 USC
3710). Scientistsand TTCs are authorized to seek out opportunities for CRADAs with Cooperators
provided the following criteria are met:

o All partiesto the CRADA must have amutua interest in the CRADA's objectives and the research
work must be consistent with the ARS and CRIS Research Management Units mission.

« CRADAsmay or may not have incoming funds, but both partners must actively participate in the
research. In addition to intellectud input and proprietary information, such participation may
involve contributions of personnel, equipment, supplies, materids, facilities, efic. ARSisnot
authorized to contribute funds to another party under a CRADA.

CRADASs should not be used smply as ameansto bring in outsde funds, nor should they normaly be

used to test, develop, or vaidate a company's product.

CRADAS are appropriate vehicles for:

o Transfer and/or further development of ARS technology.

* Research combining ARS s and a Cooperator’ s intellectua property or technology.

» Discovery and development of new and/or improved products and or services.
Inventions arisng under the scope of the CRADA that are either soldly owned by ARS, or co-owned
by ARS and the Cooperator, are offered to the Cooperator for licensing in &t least onefield of use on
an exclusive bass without Federd Regigter notice. Aswith any ARS license, the Cooperator must
submit a complete and sufficient license goplication which includes a business plan for commercidization

of the invention.

ARS personnel shdl handle TT documents expeditioudy and appropriate procedures are to be used to
protect information identified as proprietary.

ARS stientists/inventors may work closdy and directly with Cooperators to help commercidize
technology based on the scientists research.
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Procedures
Development of a CRADA

ARSTT opportunities are announced through mesetings, symposia, workshops, conferences, and/or in
the print or eectronic media, and scientists are contacted by potentia Cooperators. Formal
competition is not required except as deemed necessary by the Assstant Administrator for Technology
Trander.

The ARS stientist and Cooperator identify the area of cooperative research work.

The ARS scientist contacts the TTC and the two consult and receive verba approva from the RL to
proceed with developing the CRADA. If the CRADA concerns a senditive area such as
biotechnology, documentation of NPS approvd prior to negotiations is required and approva must dso
be obtained from the Ingtitute/L aboratory/Center Director and Area Director. (See also Early Review
of CRADAYS).

The ARS stientist and Cooperator develop a brief description of proposed cooperation and forward it
tothe TTC.

The current verson of the “Generic CRADA” should be used by the TTC in drafting a CRADA for
review by al parties. Any specid provisons or consderations are incorporated into the text of the
document.

The draft CRADA, with supporting documentation, is forwarded, through the AD, to OTT's
Authorized Departmentd Officer (ADO/OTT) for action.

For CRADAs involving the receipt of funds, the scientists will obtain gpprova from line managemernt,
NPS, and the Ethics Office vianormd channdls, i.e., forms ARS-425, AD-416, AD-417, and the
Research Management Information System Coordinator. A copy shall be forwarded to OTT. If no
funds are to be transferred under the CRADA, only the form ARS-425 isrequired. A CRADA will
not be finaized unless these gpproved documents are in place.

The ADO/OTT obtains other gppropriate interna ARS clearances of the find CRADA, checks that the
document is complete, sendsit to the Cooperator for signature, and upon return of the Agreement
makes digtribution.

Award Document

The award document cons gts of':

* The ARS451 or equivaent.
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e The CRADA prepared as described above.
The digribution of the award document is.

» If ARSisrecaving funds from the Cooperator, the National Finance Center's Reporting
Section No. 4, receives a copy of the award documents.

» Cooperator (manudly signed origind).

» ADO/OTT Officd Fle (manualy sgned origind).

» ADODR (photocopy).

» ABFO (photocopy), if ARS is receiving funds from the Cooperator.

e TTC (photocopy).

» APAA (photocopy).

» Information Staff (photocopy).

* OTT Marketing Section (photocopy).

+ REE Ethics Office (photocopy)
Amendmentsor Revisons
Proposed amendments or revisons to existing CRADAS are processed by the ADO/OTT in
consultation with the ADODR, the Cooperator, the NPS, the AD, and the OTT dtaff. Procedures are
designed to be as expeditious as possible. All amendments must be made in writing. Prior to officiad
amendment, the ADODR will be asked to submit a progress report, a new budget and a revised
statement of work.
Adminigtration
The ADODR and Cooperator shal submit work progress reports to each other at the frequency

agreed upon in the CRADA and at closeout/termination. Copies are sent to the ADO, who makes
further digtribution including AAOTT, IS, NPS, OTT Marketing and the REE Ethics Office (find

reports only).

The ARS and the Cooperator shall submit invention reports to each other as set forth in the CRADA.
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The ABFO will:
* Provide fiscd and accounting support to the ADODR.

*  Send the Cooperator an annud financid statement (if required) when funds are received by
ARS. A copy isaso be sent to the ADO.

» Veify find payment on dl valid obligations with the National Finance Center and recommend
return of funds not used to the contributor(s).

The ADO/OTT periodicaly contacts the ADODR and the Cooperator, as necessary, in order to
monitor the accomplishment of the CRADA and the ADODR's adherence to hishher duties under the
CRADA.

Closeout
The ADO/OTT natifies the ADODR and the REE Ethics Office that a CRADA is due to expire prior

to expiration. The notice specifies the documentation necessary to close out a CRADA. Such
documentation typicaly includes

. Final Technology Report.
. Description of accomplishments (new products or services).
. Report of dl inventions.

The ADO/OTT sends closeout files to the Records Retention Center as soon as possible after closeout
in accordance with ARS files management procedures. Also sends notification of expiration of
CRADA to the REE Ethics Office.

Early Review of CRADAS

For proposed CRADAS involving plant and anima biotechnology research and other sengitive topics,
there will be amore formd, extensve, and systematic review early in the agreement development
process. In addition to addressing standard evauation criteria on mission relevance and resources,
there dso needs to be careful consideration for risk criteria (including human hedlth, environmenta
effects, sociad consequences, etc.) and potentia legd or public misson issues (nationa security, access
to tool technologies, tc.).

Information, as described in the Administrator’ s Memorandum dated April 11, 2000, shdl be submitted
by the TTC dectronicdly to the NPS (the relevant Nationa Program Leader and Associate Deputy
Adminigtrator) prior to negotiating the CRADA with the Cooperator. The same information would be
meade available to line management including the Area Office. If the NPS concurs that the proposed
CRADA is gppropriate for negotiation, then the Program Leader will inform the TTC by e-mail with a
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copy to the ADA and AD. Line management would continue to give gpproval to proceed with the
CRADA development viathe ARS-425 procedure. Either line management or NPS could raise
additiond questions at any point throughout the process. Approva of the fina draft would continue to
be by NPS, line management, and OTT. The TTC would be responsible for coordinating and tracking
the entire CRADA process. The Coordinator shall provide documentation of the review decisions and
recommendations with the documents submitted for fina Agency clearance,

8. Other Types of Cooperative Agreements

Detailed Policies and Procedures for other types of cooperative agreements are found in P& P 324.0,
Reimbursable and Trust Fund Agreements, Chapter 2400 of the Financiad Management Manud and the
Extramural Agreements Manud Given below are brief descriptions of these agreements as they reate
toTT.

Trust and Reimbursable Cooperative Research Agreements

Both of these agreements have incoming funds from the cooperator. In Trust Agreements, ARS
receives some or dl of the funds at the initiation of the agreement. The Rambursable Agreement dlows
for repayment of funds after they are spent. Both agreements are smilar to CRADAS but lack the
provison for exclusve licenang of ARS inventions. Confidentidity provisons gpply to the

Cooperator's proprietary materia, but information developed by ARS during the agreement can be
withheld only to protect IP rights until a patent gpplication isfiled, normaly no more than oneyear. The
TTC may assigt in the negotiation and preparation of these agreements. They are gpproved by line
management and NPS if incoming funds are more than $25,000, and signed by an Authorized
Departmenta Officer at the location or Area Office.

Memorandum of Understanding (MOU)

The MOU isdgmilar to a Trust Agreement but no money changes hands, dthough other resources such
as personnd, supplies, or equipment may be exchanged. Approva and signatures are the same as for
Trust and Reimbursable Agreements.

Material Transfer Agreements (MTAS)

MTASs are used when a scientist desires to provide materia to someone outside of ARS but wants to
maintain control over the materid and also avoid public disclosure (use). A MTA isdso used to bring
in material from parties outsde ARS. This agreement states specifically what the materid is, whet it can
be used for, regtricts giving it to athird party without permisson, and prohibits commercid use. A
gandard verson isavailable from the TTC or the OTT homepage. The standard MTA must be signed
by the Cooperator's representative and the scientist and RL. The TTC receivesthe origind for post-
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approva after agnature. When a scientist is asked to Sgn elther 1) an MTA from an outside
organization in order to receive materid the ARS scientist wishes to use for research, 2) or when the
company requests changes to the standard ARS MTA, the MTA MUST be reviewed and approved
by the TTC prior to signing to ensure that the provisions are acceptable to ARS.

Confidentiality Agreements (CAS)

A scientist should use a CA when he or she wants to discuss unpublished information or data with
someone outside of the Agency that other wise might disclose IP that has patent potentid, or if ARS
wishes to share a patent gpplication with an outside entity before the patent issues. Discussion of
information within ARS is not considered public disclosure and does not require a CA, but colleagues
should be cautioned not to discuss or disclose the information to outsiders. Copies of astandard ARS

CA may be obtained fromthe TTC or the OTT homepage. CAs are signed by the cooperator's
representative and the ARS scientist and/or RL.

9. Summary of Responsibilities
Authorized Departmental Officer (ADO)

Per their ddegated authority, the ADO has responghility for establishing, administering, and terminating
agreements with outside entities on behdf of ARS.

Authorized Departmental Officer, OTT (ADO/OTT)

Conducts the specific responghilities of the ADO for CRADAS, using the procedures outlined in
Section 7.

Authorized Departmental Officer’s Designated Representative (ADODR)

ARS employees serving as ADOs and ADODRs on ARS extramural research agreements
(Memoranda of Understanding, Grants, Research Support Agreements, Specific Cooperative
Agreements, CRADAS, etc.) are responsible for:

«  Promptly reporting inventions made under these agreements to the Patent Coordinator.

« Keegping AD and NPL informed of program implementation and progress.

«  Deveoping CRIS documentation and submitting it to the Area Program Adminigrative Assgant
(or equivaent) for action (AD-416/417, and ARS-425).
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»  Keeping the ADO informed of activities under the CRADA and forwarding copies of required
correspondence to the ADO.

*  Asauring that confidentidity of the CRADA is honored.

Deputy Assistant General Counsd for Patents (DAGCP), Office of General Counsal (OGC),
USDA

. Files and prosecutes sdected patent gpplications.
. Determines ownership of inventions.

. Takes other necessary and appropriate legal actions.

. Gives advice and counsd pertaining to patent license policies, regulations, and satutory
authority.

. Determinesiif rightsto a patent are to be waived to the inventor if the invention is not selected
for patenting. This determination is made in coordination with line management, NPS and
OTT.

Financial M anagement Division

. Oversees the establishment of funds management and accounting system controls and
operations.
. Identifies and tracks royalties and other income received by ARS to be distributed to ARS

employeg/inventors, field units, Headquarters, and other agencies.
. Deposits checks received to |ockbox.
. Initiates distribution of royalty check in coordination with Reporting Section #4 (RSH4).

. Egtablishesfinancid plansfor the PRA.

. Enters and reconciles obligation and disbursement activity.

. Renders Status of Funds Reports monthly in accordance with P& P 325.1, Funds Control at the
Operating Leve.

. Reconciles dlocations.
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. Initiates closeout procedures in coordination with RS#4, NFC and OTT.
I nformation Staff

. Provides gppropriate public information supporting the TT efforts of ARS through the
appropriate media.

LineManagers (RLs, CD, LD, ID, ADs)

. Asaures that the ARS Patent Program is being used by dl ARS employees whose research
leads to an invention.

. Assures that inventions and patents are recognized in performance evauaions and RPES
writeups.
. Expedites the orderly processng of data to ensure timely reporting of invention disclosuresto

PAs. Such actions include but are not limited to:

. Promptly reviewing Agricultura Research Service Invention Tracking System
(ARSITS) and taking action on the IR by accessing the sgnature screen, entering the
sgner'sname or four digit Sgnature code, and entering "A" for approva or "D" for
disgpproval.

. Exercising gpprova authority analogous to that of scientific manuscripts to assure that
IRs are of aqudlity to reflect favorably on ARS and that listed inventors are
gopropriate, Smilar to the review of authorship of manuscripts.
Office of Technology Transfer
OTT, apat of the Office of the Adminigrator, has the delegated responsibility for implementation of
the FTTA and Executive Order 12591. In this capacity, OTT manages the ARS Technology Transfer
Program. OTT:

Establishes policy and procedures for processing of IRs, patent preparation, and prosecution of
patents.

. Makes find determination on Patent Committee recommendations on |Rs.

. Consults with NPS on intellectua property protection of plants and animals.
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. Coordinates with ADs on the salection of PRC members.

. Assgsinventorsin TT activities to seek commercidization of inventions through CRADAS
and/or licenses.

. Reviews and approves/disapproves any deviation from standard IP clausesin ARS research
agreements (Memoranda of Understanding, Grants, Research Support Agreements, Specific
Cooperative Agreements, CRADAS, &tc.).

In consultation with OGC, formulates USDA patent licensing policy and procedures.

. Negotiates, gpproves, disapproves, amnends, revokes, terminates, and/or reissues patent
licenses.

. Adminigers licenses on (1) inventions made by ARS, (2) inventions made under ARS
CRADAs, and (3) inventions made by other USDA agencies.

. Coordinates the public advertisement of USDA's inventions available for licensing.
. Pays patent maintenance fees on ARS inventions determined worthy for continuance.
. Coordinates payment of maintenance fees on inventions by other USDA agencies.

. Prepares required Federal Register Notices relevant to the patent program.

. Negotiates fair licenang terms and conditions with potentia licensees, consdering gpplicable
Federd Regulations, the interest of the U.S. Government in promoting commercidization of
Federal research results and the need to provide a proper reward to the inventor.

. Monitors licenses to assure annua progress reports and fees due are received, maintains patent
and license records, and keeps ARS employee/inventors and other USDA agency personnel
advised of activities.

. Authorizes patent awards for inventors.

Assures the digtribution of patent license income according to the FTTA asamended. Patent license
income received by ARS must be obligated by the end of the fisca year succeeding the fisca year of
receipt.

. Prepares ayearly ARMPS plan for estimated license income and prorates uses of such income
(Patent Revenue Account).
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. Remits promptly dl license income received to the FMD Headquarters Collection officia for
depaosit in an appropriate account with ingtructions on disbursements.

. Noatifies the recipient USDA inventor(s) of the amount of money they will receive, thet it is
taxable, and that the Interna Revenue Service will be notified.

Has lead respongbility for coordinating the development of CRADAS.

. Works with ARS scientists, managers, and potential Cooperators to develop and process
CRADAs.

. The ADO/OTT isauthorized to award, adminigter, terminate, and closeout CRADAS, asisthe
Adminigrator, Associate Adminigtrator, and the Assstant Adminigtrator for Technology
Trander. The ADO works closely with esch ADODR and follows dl applicable laws,
regulations, policies, and procedures.

Carries out other activities to promote transfer of USDA technology.

. Coordinates and/or prepares TT awards for USDA inventors through appropriate officids.

. Serves as the focd point and clearinghouse for information concerning TT.

. Advisesthe Information Staff of developments relating to the implementation of and progressin
TT activities

Attends trade shows, prepares written materiads, and develops marketing plans of ARS

technology.
Patent Advisors
. Provides counsdling and patent awareness training to ARS inventorsin their respective

geographic area of responshbility.
. Reviews |Rs and assesses patentability.

. Coordinates Patent Committee meetings to review and eva uate the potentia economic and
technica impact of inventions.

. Prepares and prosecutes patents subject to OGC review.
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. Provides timely information to the Coordinator of the Technology Licensing Program about
patent applications and patent status.

Patent Review Committee
. Recommends whether or not to patent the invention. (See criteria, Exhibit 2.)

. Recommends whether or not the IR needs further research data to substantiate a patent and to
broaden the scope of the invention.

. Recommends whether or not the publication is gppropriate to transfer the technology and that a
patent gpplication need not be filed.

. Recommends whether or not the IR be given additiona evauation for commercia potentid.
Human Resour ces Division

. Takes action to sengtize ARS management and individuas participating in TT of the need to
avoid red or gpparent conflicts of interest.

. Develops and adminigters the ARS Technology Transfer Incentives and Awards Program.

Ethicsreview of CRADAS

Scientists (Inventor s)

. Become familiar with the TT process through attendance at a OTT training and other means.

. Use permanently bound research notebooks, preferably Form ARS-1. Specific ingtructions are
in the front of the notebook. Notebooks are available from the Consolidated Forms and
Publications Distribution Center, 3222 Hubbard Road, Landover, Maryland 20785. To order,
use CFPDC-1, Request for Forms and Publications.

. Mest critical datesin patent law due to statutory deadlines that must be met to avoid loss of
vauable patent rights for both foreign and domestic gpplications.

. Protect intellectua property through invention reporting, CAs, and MTAs.

. Forward IRs, through appropriate channels, to the PA as soon as possible but, in any case, no
later than the time that a manuscript disclosing the invention is submitted for ARS clearance for
publication.
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Prepare materid relative to the IR sufficient for evaluation and/or preparation of a patent
goplication. The materid submitted should include a search report in the technicd fidd of the
IR with copies of references found.

Report the publication of an invention to the PA as soon as possible. Publicationsinclude:
scientific journds, trade journds, newspaper articles; abstracts distributed at professonad
society meetings, CRIS reports; interpretive summaries, and/or manuscripts distributed upon
request.

Not disclose an invention in a publication, presentation, or other means prior to filing a patent
goplication in the PTO, if the invention has foreign commercia potentia. Disclosure prior to
filing is an immediate bar to obtaining foreign patent protection in most countries.

Strive to avoid disclosing inventive concepts by exercising discretion when preparing meeting
abgtracts, CRIS reports, and interpretive summaries by focusing on the "what" and "so what" of
the research rather than critica details of the "how." Check with the PA when in doulbt.

Conduct athorough search before preparing the IR and, if possible, forward to the PA a copy
of the search with the IR. State pecificaly how the invention is different from the most relevant
known technology found during the search.

Provide advice to the PA to help ensure that the breadth of the claims of the patent application
clams do not exceed reasonable scientific predictability.

Asss the PA in the ongoing prosecution of the patent application by reviewing and commenting
on PTO Officid Actions and the references cited by the PTO Patent Examiner, IN A TIMELY
MANNER, to avoid monetary penaties or loss of intellectua property protection.

Submit requests for congderation of a PV PC to the Associate Deputy Administrator for Plant
Sciences.

Technology Transfer Coordinators

Represents ARS in CRADA, license, and other TT negotiations.
Approves MTAS, negotiates non-standard MTAs and Confidentiality Agreements.

Provide advice to area Adminigirative Management staff regarding intellectua property rights
and confidentiaity issuesin Trugts, SCAsand MOUs.
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. Provides training and advice to scientist regarding TT issues.

. Serves as non voting member of Patent Committee. Provides advice to Patent Committee
regarding commercid potentia of reported inventions.

. Workswith scientists and OTT Marketing Staff to market ARS inventions.

10. Glossary
ABFO - AreaBudget and Fisca Office.
AD - AreaDirector.

ADO - Theindividud in ARS having written delegation of authority by the Adminigtrator of ARS to
enter into, administer, and close out agreements with organizations outsde of ARS.

ADO/OTT - The Authorized Departmental Officer of OTT granted a written delegetion of authority
from the Administrator of ARS to enter into, administer, and closeout CRADAS.

ADODR - Anindividud (usudly the lead ARS scientist of the research) who is granted a written
limited delegation of authority to represent the ADO in the adminidiration of a CRADA. Thisindividua
provides ongoing adminigtrative oversight of activities that occur under the CRADA and provides
scientific or technica interactions with the Cooperator on behdf of ARS.

AMS- Agriculturd Marketing Service

ARMP - Annud Resource Management Plan.

ARSITS (Agricultural Research Service Invention Tracking System) - A computer database
tracking system on the RMIS which alows dl interested parties to track the progress of IRs, patent
gpplications, patents, and licenses.

BPM S - Budget and Program Management Staff.

CA - Confidentidity Agreement.

CD - Center Director.

Co-Exclusive License - Thelicenang of an invention to alimited number of licensees (two or more).
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Cooper ator - Need definition.

CRADA - A joint agreement between the Federa Government and industry, foundations, or
universities to collaborate in aresearch project as authorized by the Federd Technology Transfer Act
(15 USC 3710).

CRIS - Current Research Information System.

DAGCP - Deputy Assigtant Generd Counsel for Patents.

Exclusive License - Thelicendang of an invention to only one licensee.

FMD - Fnancid Management Divison.

FTTA - Federd Technology Transfer Act (15 USC 3710).

FR - Federal Regider.

ID - Ingtitute Director.

I P - Intellectua Property.

|PR - Intellectua Property Rights.

IS - Information Staff.

I nvention -An invention is any process, art, method, machine, manufacture, design, compaosition of
matter, or any new and useful improvement thereof, or any variety of plant or other biological entity
which isor may be patentable or otherwise protectable under the laws of the United States.

IR - Invention Report.

License - A written authority granted by the owner of a patent to another person empowering the
latter to make or use the patented article for alimited period or in alimited territory and to make, use,
or sl articles embodying the patented invention.

License Income - The fees and royaty income paid to the owner of an invention by the licensee.
Royalty income is based upon commercia use (e.g., percentage of saes of an invention-based

product). In addition, ARS licensees typicaly pay an execution fee (when the license isfirg put into
effect) and an annud maintenance fee (while the licensee is devel oping the product for marketing).
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LD - Location Director.

MOU - Memorandum of Understanding.
MTA - Materid Transfer Agreement.
NAL - Nationd Agriculturd Library
NFC - Nationa Finance Center.

Nonexclusive License - Thelicenang of an invention to more than one licensee without redtriction as
to the number of licensees.

NPL - Nationa Program Leader.
NPS - Nationd Program Steff.

OGC - Office of the Generd Counsd.
OTT - Office of Technology Trandfer.
PA - Patent Advisor.

Partially Exclusive License - A license granted occasiondly to avery limited number of licensees,
e.g., for specific fields of use or in a specific geographic area, or both.

Patent - (1) Statutory protection granted for inventionsin the United States under Title 35 of the USC;
(2) amilar protection for inventions granted in foreign countries; and (3) protection granted in the U.S.
and dsawhere for other types of inventions and discoveries such as new plant varieties, including
PVPC.

Patent Maintenance Fee - A feerequired by the U.S. Patent and Trademark Office.

PRC - Patent Review Committee.

PTO - Patent and Trademark Office.

PVPA - Plant Variety Protection Act (7 USC 2321 et seq.).

PVPC - Plant Variety Protection Certificate issued under the Plant Variety Protection Act.
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RL - Research Leader.

RMIS - Research Management Information System.

RPES - Research Postion Evaduation System.
TT - Technology Transfer.
TTC - Technology Transfer Coordinator.

USC - United States Code.

W. G. HORNER
Deputy Adminigtrator
Adminigrative and Financid Management
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EXHIBIT 1

Committee Guidelines
The Committee will make a recommendation whether or not to patent the invention report based upon
the following criteria

1. Isthere current commercia interest in the invention or a high probability of commercialization in
the future?

2.  Isthe magnitude of the market relative to the costs of commercialization in the future?
3. Would the patent likely play a significant role in transferring the technology to the user?

4.  Would a patent be enforceable, i.e., is the invention drawn to, or does it employ a unique and
readily identifiable material or device which could be brought or sold?

5. Istheinvention of sufficient scope to justify patenting?
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