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Other Transaction Authority (OTA) Training
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D. Intellectual Property in OTs 19
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E. Other Transactions in NIH, Part 1 (continued)
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= Solicitation 78

E. Other Transactions in NIH, Part 2

= Cost Sharing 79
= Case 491
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= (Case 94
= |ntellectual Property 103
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Federal Acquisition Regulation (FAR)-Based
Research and Development
Contracting

Other Transaction Authority (OTA) Training
Part B

Tool Box

Acquisition Non-Acquisition
Procurement Non-FAR Contracts/ G Cooperative .
¢ rants Other Transactions (OTs
Contracts Other Transactions Agreements (OTs)
31U.S.C. 6303 K Qdtes 31U.S.C. 6304 | 31 U.S.C.6305 | NI Statutes | NIH Statutes
10 U.S.C. 2371 |10 U.S.C. 2371
*NASA Space Act
« 2016 National Defense Traditional/ Consortium/ Bailments
Federal Authorization Act (NDAA), Flexible Multl-Rgrty Lease
Acquisition 10 USC 2371(b) NontrFa}dltlonal ArraEge-
Regulation irm ment Loan-
+ BARDA 2006 to-Own
Part 15 |Part 12 » Homeland Security Act,
Section 831
Commercial . .
ltems « Transportation Equity
Act for the Twenty-First
1 TEA-21
Cost/ | Price Censg?r/ién 502 )
Price |Based
Based * FAA authority
*DOE ARPA-E
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What is R&D Contracting?

The FAR says:

* Primary purposes of R&D contracting:
* Advance scientific and technical knowledge
= Apply that knowledge to the extent necessary to

achieve agency and national goals

* Unlike contracts for supplies and services, most
R&D contracts are directed toward objectives for
which the work or methods cannot precisely be
described in advance.

* For some R&D contracts, it may be difficult to judge
the probabilities of success or required effort for
technical approaches.

3

What is R&D Contracting?

(continued)

Per FAR part 35, the R&D contracting process shall:

* Encourage the best sources from the scientific and
industrial communities to become involved in the
program

* Provide an environment in which the work can be
pursued with reasonable flexibility and minimum
administrative burden

Other Transaction Authority Participant Guide



What is R&D Contracting?

(continued)

* The FAR is built around buying products and services
= R&D contracting has its own rules under FAR part 35.
= QOther FAR parts may apply, such as parts 5, 6, 15, 16, 31,
and 37.
* R&D contracting differs from other contracting:
= Industry focus is developing technology, not making a
profit.
= Government contracting officers (COs) must understand
the reduced “risks” inherent in R&D contracting.
* R&D contracting is that part of the product
development process before “products” are
developed for “market.”

The R&D Contracting Process

* The contracting process is built around fairness and
openness.
* Competition in Contracting Act of 1984 (CICA)
= Sealed-bid process/negotiated proposal process versus
competition
= Sole source:
- Justification and approval (J&A)
- Competitive advocates

= Broad Agency Announcements (BAAs): Announcing
government State of Art needs (more later)

6
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Contract Types Suitable for
R&D

Three main contract types suitable for R&D under
FAR part 16—

* Firm-fixed-price (FFP)
* Cost-reimbursement (CR)
* Hybrid—time-and-material/labor-hour

Contract Types Suitable for R&D

(continued)

FFP contracts
* Used for minor R&D projects when—
» Objectives of the research are well defined.
* There is sufficient confidence in the cost estimate
for price negotiations.
* Include—
* Fixed price incentive
» Fixed-price with level-of-effort
* Short-duration fixed-price contract may be
useful for developing system design concepts,
resolving potential problems, and reducing
government risks.

8
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Contract Types Suitable for R&D

(continued)

CR contracts
* Generally most appropriate for R&D projects
* Provide for reimbursable payments of allowable
costs incurred during the period
* A cost is allowable only whenit:
* |[sreasonable
* |s allocable
* Meets standards promulgated by the Cost Accounting
Standards (CAS) Board, if applicable
= Meets terms of the contract

Contract Types Suitable for R&D

(continued)

CR contracts (continued)

* Under a CR contract, a cost is reasonable if, in its nature and
amount, it does not exceed the cost that would be incurred
by a prudent person in the conduct of competitive business.

* Reasonableness depends on—

* Whetherit is the type of cost generally recognized as ordinary and
necessary for the conduct of the contractor’s business or the contract
performance

= Generally accepted sound business practices, arm’s-length bargaining,
and federal and state laws and regulations

= The contractor’s responsibilities to the government, other customers,
the owners of the business, employees, and the public at large

* Any significant deviations from ’Epe contractor’s established practices

Other Transaction Authority Participant Guide
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Contract Types Suitable for R&D

(continued)

CR contracts (continued)

* Under a CR contract, a cost is allocable if it is assignable or
chargeable to one or more cost objectives on the basis of
relative benefits received or other equitable relationship.

* Subject to the above, a cost is allocable to a government
contract if it—

* |sincurred specifically for the contract,

= Benefits both the contract and other work and can be
distributed to them in reasonable proportion to the benefits
received, or

* |s necessary to the overall operation of the business,
although a direct relationship to any particular cost objective
cannot be shown

11

Contract Types Suitable for R&D

(continued)

CR contracts include—
* Cost
* Cost plus fixed-fee (CPFF)
= Fee

- Completion

- Level of effort

- Statutory limits
* Cost plus award/incentive fee (CPA/IF)
* Time-and-material/labor-hour

12

Other Transaction Authority Participant Guide



Solicitation Methods for R&D
Contracts

* Requests for proposals (RFPs)
* Letter RFPs
* Oral solicitations

* Unsolicited proposals per the requirements of
FAR subpart 15.6

* BAAs per FAR parts 6 and 35

13

Solicitation Methods for R&D
Contracts (continued)

RFPs

* A tradeoff process is appropriate when it is best to
consider award to other than the lowest-priced
offeror or other than the highest technically rated
offeror.

* The solicitation must state—

= All evaluation factors and significant subfactors that will
affect contract award and their relative importance

* Whether all evaluation factors other than cost or price,
when combined, are significantly more important than,

approximately equal to, or significantly less important than
cost or price

14
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10

Solicitation Methods for R&D
Contracts (continued)

RFPs (continued)

* The tradeoff process permits tradeoffs among
cost or price and non-cost factors and allows the
government to accept other than the lowest
priced proposal.

* The perceived benefits of the higher-priced
proposal shall merit the additional cost, and the
rationale for tradeoffs must be documented in
the file in accordance with FAR 15.406.

15

Solicitation Methods for R&D
Contracts (continued)

BAAs

* Other competitive procedures (under FAR 6.102)

= Selection of sources for architect-engineer contracts in

accordance with the provisions of Pub. L. 92-582 (40 U.S.C. 541,

et seq.) is a competitive procedure (see FAR subpart 36.6 for

procedures).

= Competitive selection of basic and applied research and that part
of development not related to the development of a specific
system or hardware procurement is a competitive procedure if
award results from:

- ABAA thatis general in nature, identifying areas of research
interest, including criteria for selecting proposals, and
soliciting the participation of all offerors capable of satisfying
the government’s needs; and

- A peer or scientific review

16
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Solicitation Methods for R&D
Contracts (continued)

BAAs (continued)

* Value of the BAA process
= Allows competition and proprietary information to coexist
= Offerors do not propose against common work statement

= Allows awards based on technical superiority or technical
promise (revolutionary ideas) (tradeoff process of FAR
part 15 does not apply)

= Facilitates very rapid acquisition when needed
= Customer-friendly to both program managers and offerors

17

Solicitation Methods for R&D
Contracts (continued)

BAAs (continued)
* Evaluation
= Conducted by a panel of scientists and other technical experts
* Involves scientific review against published evaluation criteria
* Selection
= Made by technical personnel
= Aninnovative, but risky, proposal may be chosen
» The best business deal is not always the winner

18
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Evaluation Process

Define Need Industry Briefings Issue BAA with White

. . . Papers
* Concepts ¢ Discussion of issues p

Short responses
desired, including rough
 "State-of-the-art” problem order of magnitude
(ROM) costs

o Areas of Interest e Background of need

Evaluate White Papers Revise BAA or RA Complete Evaluation
o Provide advice on Refined statement of need includes: o Evaluation is not “best
whetfgﬁgtsrgggggue in o Evaluation factors value

—> —
. * Proposal instructions ¢ Awards—generally

« Evaluators determine multiple

who should submit o Selected—not funded
proposals and who
should not * Not selected

19

Solicitation Methods for R&D
Contracts (continued)

BAAs (continued)

* Post-selection
= Government holds debriefings if requested
= Protests are rare
- Technical judgment on varying approaches
- Very little case law on BAAs exists
= Alternative dispute resolution (ADR) is encouraged

= Effective monitoring requires Program Manager (PM)
involvement

20
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R&D Contracting for Services

* Service contracts

= Directly engage the time and effort of a contractor
whose primary purpose is to perform an identifiable
task rather than furnish an end item of supply

= May be for either nonpersonal or personal services

* Some of the services for which service contracts
are used include:

* Maintenance, overhaul, repair, servicing, rehabilitation,
salvage, modernization, and modification of supplies,
systems, and equipment

= Research and development (see FAR part 35)

21

R&D Contracting for Services
(continued)

* A nonpersonal services contract is one under
which the personnel rendering the services are
not subject, either by the contract’s terms or by
the manner of its administration, to the
supervision and control usually prevailing in
relationships between the government and its
employees.

* People are the key to R&D contracting.

22
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R&D Contracting for Services
(continued)

When determining whether a service is personal or
nonpersonal, the CO should consider the following:

* Will the service be performed on site?

* Will the government furnish the principal tools and equipment?
* Will the service be applied directly to the integral effort of

agencies or an organizational element in furtherance of an
assigned function or mission?

* Are comparable services, meeting comparable needs, being
performed in the same or similar agencies using civil service
personnel?

* |s there a reasonable expectation that the service will need to
last beyond one year?

* Does the inherent nature of the service, or the manner in which
it is provided, reasonably require—directly or indirectly—
government direction or supervision of contractor employees?

23

Notional Guide to Selection of R&D Instruments

Does the reqwre.ment Does the requirement call
call for acquiring for support and
gooc!s and services forthe —— No ——> stimulation for a ]
direct benefit of the general public purpose? Yes
U.S. government?
v
I
Yes Is substantial
\|/ involvement by the — No —>
U.S. government expected?
Does the requirement Use OTs with
meet/fit NIH OT Guide Yes —> prototypes T
intent and have statutory deliveries Yes
authority for OTs? \L
| Does the requirement
No ) meet/fit NIH OT Guide L no > Use )
\[, intent and have statutory cooperative
authority for OTs? agreement.
Use
procurement
contract. Yes
v

Use OT for
investment.

24
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Why Other Transactions ?

Other Transaction Authority (OTA) Training
Part C

*

*

*

Why OTs?

215t Century

Unfriendly world with diverse threats

Movement toward more oversight and control
Information technology as cornerstone of government
activities

Defense/government industrial base is shrinking

Civilian technology is more advanced than military
technology (Rand Study of Commercial Buying: Aviation
and Wireless Communications Industries)

Innovative civilian products are introduced rapidly

2
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16

Why OTs? (continued)

Partnering within industry and between government and
industry has become increasingly common

* World Wide Web Consortium (W3C) develops
interoperable technologies (specifications, guidelines,
software, and tools) to lead Web to its full potential.

* U.S. Display Consortium (USDC) has mission to develop
flat-panel-display supply chain and support world-class
competitive display industry.

+ California Fuel Cell Partnership is unique collaboration of
auto manufacturers, energy companies, fuel cell
technology companies, and government agencies.

3

Why OTSs? (continued)

* When he signed the Armed Services Procurement Act
(ASPA), President Harry Truman pointed out—

» It gives unprecedented freedom from specific
procurement restrictions.

= [t permits flexibility and latitude.
= It may lead to excessive placement of contracts by
negotiation.
» [t may lead to undue reliance upon large concerns.
* Truman enjoined all procurement personnel to follow
strictly the standards and requirements set forth in
ASPA.
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Why OTs? (continued)

+ Result was a “follow-the-rules” culture
= Through training and mentoring
= At least until acquisition reform of the mid-1990s

= Culture limited flexibility and disincentivized participation by
Nontraditional Research Performers (NRPs)

Wh y OTS? (Continued)

OTs provide flexibility to attract Nontraditional
Research Performers(NRPs)
* Main impediments to new players:

= Cost and pricing data submittals and certifications

= Cost Accounting Standards (CAS)

» Perceived excessive oversight

= Socioeconomic provisions

= Subcontract flow-down of Federal Acquisition Regulation
(FAR)-based clauses

= Preconceived inflexible government position on licensing of
intellectual property (IP) rights

Other Transaction Authority Participant Guide
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Tool Box

Acquisition Non-Acquisition
~ Cooperative
Procurement Non-FAR Contr_acts/ Grants Agreements Other Transactions (OTs)
Contracts Other Transactions
31U.S.C. 6303 (OT8M statutes 131 U.s.c. 6304 | 31U.S.C. 6305 | NIH Statutes |  NIH Statutes
10 U.S.C. 2371 10 U.S.C. 2371
*NASA Space Act
« 2016 National Defense Traditional/ Consortium/ Bailments
Federal Authorization Act (NDAA), Flexible Multi-Party Lease
Acquisition 10 USC 2371(b) Nomradltllgnal Arrﬁng&
Regulation irm ment Loan-
g - BARDA 2006 to-onn
Part15 |Part 12 « Homeland Security Act,
Section 831
Commercial T ion Equi
ltems « Transportation Equity

Act for the Twenty-First
Century (TEA-21),

Cost/ | Price -
Price |Based Section 502
Based « FAA authority
«DOE ARPA-E
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Intellectual Property in OTs

Other Transaction Authority (OTA) Training
Part D

Objectives

In this section, we introduce—

= Intellectual property (IP)
- Creations of the human mind
- Physical manifestations of original thought
- Products of the intellect that have commercial value
- Intangible personal property interests

= Standard IP licensing rights in the Federal Acquisition
Regulation (FAR)

= The flexibility offered by OT authority

Other Transaction Authority Participant Guide

19



michelle.sistek
D


20

Road Map

—_
.

Introduction to Intellectual Property (IP)
Policy

Regulatory IP Coverage for Procurement Contracts
Trade Secrets

viop oW

IP Overview

Why Do IP Rights Matter?

IP rights are—

* Very important to commercial industry

* The lifeblood of any high-technology company
* Help the company differentiate itself from its competitors
* Help the company keep its leading edge

* The primary means to recoup the investment of
nonrecurring costs and seek profit by:

* Inserting the IP into unique products or processes, or
* Licensing the IP rights to others for royalties

Other Transaction Authority Participant Guide



Why DO IP RightS Matter? (continued)

* |Pis an intangible asset; therefore, it is difficult to
estimate its value.

* |P rights restrict others from using the IP.

IP Provisions

* In commercial contracting, IP consists of:

Patents
Copyrights
Trade secrets
Trademarks
Service marks

* In government funding instruments, IP consists of
everything above except trade secrets.

Other Transaction Authority Participant Guide
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IP in Procurement Contracts

* Statutory coverage: Patents—Bayh-Dole Act
* Regulatory coverage
= Patents

- Commerce Department regulations in the Code of Federal
Regulations (CFR)

- FAR
* Technical Data
- FAR for civilian agencies

- Defense Federal Acquisition Regulation Supplement (DFARS) for
Department of Defense (DoD) agencies

= Computer Software
- FAR for civilian agencies
- DFARS for DoD agencies

Bayh-Dole Act

* Codified at Title 35 of the United States Code (U.S.C.), Section 200
et seq.

* Applies to procurement contracts, grants, and cooperative
agreements; does not apply to OTs.

* Congress passed in 1980 in an effort to encourage entities doing
work under government contracts to commercialize their
inventions.

* Prior to 1980, the government would take ownership of
inventions and make them public.

* Few U.S. contractors were commercializing these inventions.

» Foreign countries were reaping the benefit of many of these
inventions.
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Bayh-Dole Act (continued)

* Universities and nonprofits lobbied to retain more
rights in the inventions, so they could have
commercial exclusivity to exploit the inventions in the
marketplace.

* Statutory language applies only to nonprofits,
including universities, and small businesses.
* President Reagan issued an Executive Order in 1983

stating that the same allowances should be extended
to large businesses.

Bayh-Dole Act (continued)

* 35 U.S.C. 201, Definitions

* Funding agreement: a contract, grant, or cooperative
agreement

= [nvention: any invention or discovery that is or may be
patentable

= Subject invention: any invention conceived or first actually
reduced to practice in the performance of work under a
funding agreement

= Practical application: to manufacture, practice, or operate
under conditions establishing that the invention is being
utilized and the benefits are available to the public

10
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Bayh-Dole Act (continued)

* 35 U.S.C. 202, Disposition of Rights

= Allows the contractor to retain title to the subject invention,
except in unusual circumstances.

= Before the government takes title, it must make a
determination and file with the Department of Commerce for
approval.

= The contractor must disclose the subject invention, elect to
retain title, and file a patent within a certain period of time.

* The patent application must state that the invention was
made with government support.

11

Bayh-Dole Act (continued)

* 35 U.S.C. 202, Disposition of Rights (continued)

* The federal agency receives a license in the invention that is—
- Nonexclusive
- Nontransferable
- Irrevocable
- Paid up

= The license allows the government to—
- Practice the invention itself or

- Have the invention practiced for or on behalf of the government
throughout the world

12
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Bayh-Dole Act (continued)

* 35 U.S.C. 203, March-In Rights
= Allows the agency that funded the instrument to require the
inventor to grant a license to someone else under certain
circumstances
= [f the contractor refuses, the government can grant the license
itself if it determines that such action is necessary—

Because the contractor has not taken effective steps to achieve
practical application within a reasonable time

- To alleviate health or safety needs
- To meet requirements for public use specified by regulations or

Because the agreement required in 35 U.S.C. 204, Preference for U.S.
Industry, was not obtained

13

Bayh-Dole Act (continued)

* 35 U.S.C. 204, Preference for U.S. Industry

* Prohibits the granting of an exclusive right to sell or use
the invention in the U.S. unless the potential licensee
agrees to manufacture substantially in the U.S.

= (Can be waived if the contractor shows that it has made
reasonable but unsuccessful efforts to find an
appropriate licensee, or domestic manufacture is not
commercially feasible

14
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Government Patent Rights in Funding
Agreements

| Patentable Invention |

Conceived or first actually reduced to practice in
performance of work under the contract?

| Contractor retains title | Invention disclosed to
_ !'government within two
months after inventor

{ discloses it to contractor

Elect within 8 months of
<[\>7-disclosure to government .
| whether or not to retain title [ fail to elect A‘ @
Government may retain title | @ " ¥
Government may
obtain title within

i 60 days
@—{ Filed within one year of election to retain tille|
4

Government | «{ Patent Patent Patent Government may
License granted | OF | denied | OF |Prosecution acquire title
denied

15

FAR Part 27

FAR part 27 — Patents, Data, and Copyrights: Definitions
* Data

* Recorded information regardless of form or media

= Includes technical data and computer software

= Does not include financial, administrative, cost or
pricing, or management information

* Technical Data
= Scientific or technical data
= Does not include computer software

* Computer Software: Computer programs, computer
databases, and documentation

16
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FAR Part 27 (continued)

* Form, fit, and function data
= Datarelating to items, components, or processes sufficient to
enable physical and functional interchangeability
= Dataidentifying source, size, and configuration characteristics
= Functional characteristics and performance requirements
= Forsoftware—

- Includes source, functional characteristics. and performance
requirements

- Excludes source code, algorithms, process, formulae, and flow charts of
the software

* Unlimited rights: Right of the government to use, disclose, reproduce,
prepare derivative works, distribute copies, and perform and display
publicly
= Inany manner, for any purpose, and

=  Permit others to do so
17

FAR Part 27 (continued)

* Limited-Rights Data
= Excludes computer software
= Commercial, financial, confidential, or privileged data
= Data pertaining to items developed at private expense
* Restricted-Rights Computer Software

= Software that is developed at private expense and is a
trade secret

= Software that is commercial, financial, confidential, or
privileged
= Software that is published and copyrighted

18
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FAR Clause 52.227-14

FAR 52.227-14, Rights in Data—General
* Government receives unlimited rights in—
= Data first produced in the performance of the contract

= Form, fit, and function data delivered under the
contract

= Data delivered in the form of manuals, instructional
materials, and training materials

* Contractor has the right to use the data, subject to
rights given to the government.

19

FAR Clause 52.227-14 (continued)

* Copyright
= Contractor is free to establish copyright on data first
produced in performance of the contract and used in articles,
symposia, or similar works.

= Copyright notice shall acknowledge government
sponsorship.

= Government receives a paid-up, nonexclusive, irrevocable,
worldwide license.

* Government shall not remove copyright notices.
* Limited-Rights Data
= If the contracting officer (CO) determines a need for limited-
rights data, he/she should include Alternate Il.
= Data will not be used for manufacture or disclosed outside
the government.

= Data cannot be used for a future competitive procurement.
20
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FAR Clause 52.227-14 (continued)

* Restricted-Rights Computer Software

= [|f the CO determines a need for restricted-rights
software, he or she should include Alternate Ill.

= The software may be—

- Used or copied for use only in the computer with
which it was acquired

- Used or copied for use only in a backup computer
- Reproduced for only archival or backup purposes
- Used by support contractors

= Alternate IV copyright clause should be used in
contracts for basic or applied research performed solely
by universities.

21

FAR Clause 52.227-15

FAR 52.227-15, Representation of Limited Rights
Data and Restricted Computer Software

* Should be used if the CO wishes to have offerors
state whether limited-rights data or restricted-rights
software will be used

* Include in solicitations

22
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FAR Clause 52.227-16

FAR 52.227-16, Additional Data Requirements
* Should be included in solicitations and contracts

* Applies to experimental, developmental, research, or
demonstration work (not including basic or applied
research by a university)

* |s used in contracts where additional data may be
required but such requirement is unknown at the
outset of the contract

23

Comparison of Rights Categories for
Noncommercial Computer Software and
Technical Data

Rights Category Applicability: Permitted Uses Permitted Uses
Technical Dataor | Within Government Outside Government
Computer
Software?

Unlimited Rights Both

Unlimited—no restrictions

Limited Rights

Technical data only

Unlimited, except cannot be
used for manufacture

Emergency repair or overhaul;
evaluation by foreign
government

Restricted Rights Computer software | Only one computer at a time; Emergency repair or overhaul;
only minimum backup copies; certain service or maintenance
modification contracts
Prior Government Both
Rights Same as under previous contract
Specifically Both

Negotiated License
Rights

As negotiated by the parties but must not be less than
either limited rights in technical data or restricted rights
in computer software

24
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What is a Trade Secret?

* Means of protecting secret business information
against unauthorized use or disclosure
* Applicable to information that—
= Derives independent economic value from not being
generally known or generally ascertainable by others
who could use the information and
= |s the subject of efforts that are reasonable under the
circumstances to maintain secrecy
* Recognition of this type of protection began in the
early 1800s
* Popular way to protect information

25

How Do You Obtain Trade Secret
Protection?

* |nformation must—

* Be eligible for protection

- Any concrete information (i.e., information that is more
than an idea, theory, or possibility) qualifies

- Can be no technical information, customer lists, or a
combination of otherwise unprotectable information

* Be secret, asjudged in light of the circumstances
* Have commercial value

* Methods of obtaining trade-secret protection are
based on individual state laws.

26
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How Long Does A Trade Secret Last?

* Can last as long as the owner successfully prevents it from
becoming widely known
* |f secrecy is destroyed, the protection is lost.
= [nsufficient precautions
* Marketing of a product the discloses the secret
= Compliance with patent laws
= Disclosure in judicial proceedings or to government agencies
* Generally, confidential disclosure on a “need-to-know”

basis to employees, teammates, and suppliers will be
deemed sufficient for secrecy.

27

Common Misperceptions—
FAR-based IP

* Government owns IP developed under contract.
= Wrong

= Government gets a license for use, but rarely does it
take title.

* When rights are given to the government, they are
given to the agency signing the contract.
= Wrong

* The term “government” means the entire federal
government.

28
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Other Transactions (OTs)

Other Transaction Authority (OTA) Training

Part E

Tool Box

Acquisition Non-Acquisition
Procurement Non-FAR Contracts/ G Cooperative .
- rants Other Transactions (OTs
Contracts Other Transactions Agreements (OTs)
31 U.S.C. 6303 *NIH Statut(s(gTs) 31 U.S.C. 6304 | 31 U.S.C. 6305 | NIH Statutes |NIH Statutes
10 U.S.C. 2371 |10U.S.C. 2371
*NASA Space Act
« 2016 National Defense Traditional/ Consortium/ Bailments
Federal Authorization Act (NDAA), Flexible Multl-PayFy Lease
Acquisition 10 USC 2371(b) l;l_ontradltlonal Arrangie-
Regulation irm ment Loan-

« BARDA 2006 to-Own

Part 15 |[Part 12 » Homeland Security Act,
Section 831
Commercial . .
ltems « Transportation Equity
Act for the Twenty-First
1t TEA-21

Cost/ | Price gzgtil;r:éoz )
Price Based
Based « FAA authority

*DOE ARPA-E
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Other Transactions (OT) Defined

* An OT is a legally binding instrument other than a
procurement contract, grant, or cooperative
agreement.

* Generally their nature is either focuses as investments
(OT) or to acquire something that the government
needs (OT).

NIH OT Guide
Definitions

* Government team means the subject matter experts from several
disciplines and other employees and officials that are essential to
successfully planning and managing an OT throughout its life-cycle.

* Other Transaction Agreement Officer (OTAO) means a senior-level
warranted contracting officer with research and development
contracting experience in good standing and possessing a Level lll
acquisition certification. These individuals possess a level of
experience, responsibility, business acumen, and judgment that
enables them to operate in the relatively unstructured business

environment of the OT.
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Assistance Definitions

Assistance

* Transferring a thing of value from the government to

a recipient to carry out a public purpose of support or
stimulation

* Examples: highway construction funding, support to
the National Guard, research on common diseases,
low-cost housing support

Assistance Definitions (continued)

Grant

* A legal instrument used to transfer a thing of value
from the government to a recipient to carry out the
public purpose of support or stimulation instead of

acquiring property or services for the government’s
direct benefit or use

* Substantial involvement is not expected between the
government and the recipient when carrying out the
activity contemplated by a grant.

Other Transaction Authority Participant Guide
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Assistance Definitions (continued)

Cooperative Agreement

* Alegal instrument used to enter into the same kind of
relationship as that under a grant, except substantial
involvement is expected between the government and

recipient when carrying out the activity contemplated by a
cooperative agreement

* This term is not related to cooperative research and
development agreement (CRADA), which is a legal
agreement between a federal laboratory and industry used
for the transfer of commercially useful technologies from
federal laboratories to the private sector and to make
unique technical capabilities and facilities accessible.

7

Assistance Definitions (continued)

Substantial involvement

* May include collaboration, participation, or intervention in
program or activity to be performed under award

* For example—

= Agency review and approval required at the completion of
one stage prior to moving on to subsequent phases

= Agency review and approval of subcontracts or subgrants
that exceed standard regulatory approvals

= Agency involvement in the selection of key personnel

Other Transaction Authority Participant Guide




Assistance Definitions (continued)

* Examples of type of involvement not considered
substantial involvement—
= Approval of recipient plans prior to award

= Normal exercise of federal oversight responsibilities,
including performance reviews, financial reviews, site
visits, audits, etc.

= Unanticipated involvement to correct deficiencies
identified during performance

Acquisition Defined

* Contracts: A contract refers to a legally binding
agreement between parties in which they are
obligated to do something. Commercial contracts can
be written, verbal, or implied in a formal or an
informal manner.

* Federal Contracts: Written contracts that acquires
goods and services for the direct benefit of
the government.

* FAR: Federal contracts executed in accordance of
procurement statutes.

10
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The First DOD OT Authority:
OTs for Research

* In 1989, the first OT authority for Basic, Applied
and Advance Research appeared in 10 U.S.C. 2371

* Granted authority to Defense Advanced
Research Projects Agency (DARPA) to “enter
into transactions other than contracts, grants,
and cooperative agreements to carry out basic,
applied, and advanced research and
development projects that are otherwise
authorized and necessary to the responsibilities
of the agency”

11

The First DOD OT Authority
(continued)

* The additional language of the first OT authority, now
generally considered a non-acquisition authority, is
summarized as follows:

a) Inexercising OT authority, the SECDEF shall act
through Director, DARPA

b) Advance payments are authorized.

12
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The First DOD OT Authority
(continued)

d) Recovery of funds is permitted.
e) The SECDEF shall ensure that:

(1)(A) To the maximum extent practicable, no transaction
for research duplicates research conducted under
existing programs

(1)(B) To the extent the SECDEF determines practicable,
funds provided by the government do not exceed the
total provided by other parties to the OT

(2) The OT authority is used only when a standard contract,
grant, or cooperative agreement is not appropriate

f)  Support accounts.
h) Report to Congress.
i) Protect certain information from disclosure.

13

The First DOD OT Authority
(continued)

* The first OT was with Gazelle Microcircuits.
= Sole-source based on an unsolicited proposal
= Offered no cost share

14
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The Second DOD OT Authority:
OTs for Prototype Projects Authority
(OTFP)

* Fiscal Year (FY) 1994 National Defense Authorization Act (NDAA)
Section 845 created a temporary new, second authority to
acquire prototypes.

* Now the OT for Prototypes are governed by 10 U.S.C. § 2371b.

= This authority allows DARPA to use OTs for prototype projects
directly relevant to enhancing the mission effectiveness or
improvements of military personnel and the supporting platforms,
systems, components, or materials proposed to be acquired or
developed, by DOD or any of its elements.

= This OTA authority requires there be at least one nontraditional
defense contractor involved to an significant extent.

= Anon-traditional defense contractor is defined as an entity that is
not currently performing or has not performed in the last one-year
period any contract for the Department of Defense that is subject to
full Cost Accounting Standards (CAS) coverage or a small business.
15

OT’s Extended Authority

* FY 1997 NDAA, Section 803, granted the authority to
services and Defense agencies and extended the
authority to FY 2001.

* FY 2001 NDAA, Section 803, extended the prototype
projects authority to FY 2004 and applied new
requirements to be met before entering into OTs for
Prototype Projects.
= Also added General Accountability Office (GAO) access

to records for OTs for prototype projects valued greater
than $5 million.

16

Other Transaction Authority Participant Guide




OT’s Extended Authority
(continued)

* 2004 NDAA, Section 1441, gave OT authority to
civilian agencies “to facilitate defense against, or
recovery from, terrorism or nuclear, biological,
chemical, or radiological attack.”

* Many departments now have OTA authorities.

= See attachment Tab J

17

Break
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NIH’s FIRST OT Authorities

* Beginning in 1972, NIH’s National Heart, Blood Vessel,
Lung, and Blood Diseases and Blood Resources
Program had other transaction authority (OTA).
= In Section 402(n) of the Public Health Service (PHS) Act,
42 U.S.C. 282(n)

= For projects that carry out the Precision Medicine
Initiative or the NIH Common Fund (subject to a limit of
not more than 50 percent of Common Fund funding).
Such projects must represent “high impact cutting-edge
research.”

19

OT Authority For Common Fund, Precision Medicine
Initiative

* Pursuant to the requirements of section 402(n) of
the PHS Act, 42 U.S.C. 282(n), a plan must be
submitted to the Director of NIH for the use of the
OT authority for a proposed Common Fund or
Precision Medicine Initiative (a.k.a. All of Us) OT
program before conducting or supporting the
research.

* why the use of OT authority is essential to promoting
the success of the project

* Upon receiving approval, OT authority may be
exercised, and an annual report must be submitted
to the Director on the activities relating to research
performed under the OT agreement.
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NIH’s Second OT Authority

* Section 480(e)(3)(C) of the PHS Act, 42 U.S.C.
287a(e)(3)(C), which authorizes the National Center
for Advancing Translational Sciences (NCATS) to use
up to 20% of the fiscal year funding authorized to be
appropriated under section 480 of the PHS Act to
enter into OT agreements for its Cures Acceleration
Network (CAN) program.

21

NIH’s Additional OT Authorities

* 42 U.S.C. 284 n (b), which grants OT authority to NIH
to conduct “high-risk, high-reward research” funded
by appropriations authorized under section 402A(b)
of the PHS Act, 42 U.S.C. 282 a (b)

* Section 421(b)(3) of the PHS Act, 42 U.S.C. 285b-
3(b)(3), which authorizes the National Heart, Lung,
and Blood Institute (NHLBI) to enter into OT
agreements

* Other authority: provide citation and scope of authority

22
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NIH’s Reasons
to Use OT Authority

* Need for flexibility to negotiate terms and conditions
appropriate for the specific program/agreement, such
as—

* Requiring fluid implementation of a program:

- Awards may need to begin quickly on a small scale, with
additional funds added later if particular milestones are
met, or

- Awards may need to be downsized or discontinued
* Nontraditional review and award management
practices are needed because the science is expected
to be highly evolving, with requirements for
additional aims or expertise added to, or removed
from, the project throughgut the award period.

Reasons to Use OT Authority

* The requirement for collaborative involvement by the
government in the technical direction and oversight
of the research, which can be akin to partnering
= Examples of involvement can include—

- Participation in progress reviews and decisions on future
efforts or direction

- Government may also be a voting or non-voting member of
the consortium

24
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Reasons to Use OT Authority

(continued)

* Seeking participation by nontraditional research
performers (NRPs), such as—

= Small businesses, patient advocacy organizations,
educational institutions, pharmaceutical companies,
foreign entities, or other organizations that are typically
not inclined to work with the federal government

= Consortia comprised of the entities above who
collaborate as peers with the government to manage
the project and share its costs

* Nonprofit entities that have an interest in the goals of
the OT program

= |ndividuals 25

NIH OT Guide,
Actions Required Before Award

* Per NIH OT Guide, prior to issuing an agreement, an NIH

Institute, Center or Office (ICO) must—

* Document its rationale for using an OT

= Document internal controls for assessing the risks associated
with meeting the project objectives, including—
- Estimating the risk’s significance
- Assessing the likelihood for the risk to occur
- Deciding how to manage the risks and what specific actions to

undertake

= Document that the proposed awardee is a responsible party
and is not on the Exclusions list in the System for Award
Management (SAM), or otherwise prohibited from receiving
federal appropriations

= Document the reasonableness of the anticipated cost and
applicable terms and conditions

26
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NIH OT Guide

* During the planning process coordinate with—
* Legal advisors for appropriate use of OT statutory
* Higher headquarter as required by appropriate statute

* See Tab T, Justification and Approval of Use of the OT
Authority

27

NIH OT Guide

* QOTs are not subject to the Uniform Administrative
Requirements, Cost Principles, and Audit
Requirements for HHS Awards (Uniform Regulations)
(45 CFR part 75), which are limited in applicability to
grants, cooperative agreements, or other forms of
federal financial assistance, nor are OTs subject to the
NIH Grants Policy Statement.

28
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NIH OT Guide

* Generally speaking, procurement statutes and
regulations do not apply.

* NIH OT Policy Guide lists federal statutes that do not
apply to OTs.

* This list is not intended to be definitive; laws may be
determined to apply to a specific NIH OT.

* Let’s look at Tab K, NIH’s Other Transactions Guide.

29

What Does Apply?

* There is no regulatory system of mandates, but the
following do apply:

= Criminal laws (false claims/statements)
* Federal fiscal laws
= General laws (e.g., Title VI, Civil Rights Act)
* There is no supporting regime of commercial law.
* No Uniform Commercial Code to fill in gaps.

= Therefore, there is freedom to create new contract form
and provisions.

30
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NIH OT Guide

*  Although some assistance and acquisition laws and
regulations do not apply to OTs, NIH intends to
uphold high ethical, health, and safety standards in
both the conduct of the research it funds and the
expenditure of public funds.

31

Actions Required Before Award

* OTAO’s and Program Managers should establish and
track any metrics that measure the value or benefits
directly attributed to the use of the OT authority.

32
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Actions Required After Award

* The NIH Institute, Center or Office (ICO) must track
performance throughout the life of the agreement to
ensure the use of OT authority continues to be
appropriate.

33

How are OTs Used?

* For now there are no limits to the use for OTs at NIH, except as
defined in the NIH OT Guide

* In some OTs, the impact of government funding is often more
like investment than purchase of goods and services.
= Government funds are not expected to have an immediate

impact or result.

» Industry benefits because the government funds part of the risk.
= The government will benefit when the resulting %oods or

services are available in the commercial marketplace and meet
government needs.

= The government business manager’s (OTAO) focus should be not
on the instant costs of the research, but on its long-term
economic / social benefits.

34
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How are OTs Used?

* Some OTs take can be used to acquire prototypes

* Some OTs, have cost sharing. Cost sharing is an option
as an administrative requirement, unless the
authorizing legislation for the particular OT program
specifies otherwise.

= Programs in which industry and government share
expenses and results are more successful (my opinion).

35

How are OTs Used?
(continued)

* To NRPs, all OTs say—
* The government will negotiate.
* The government wants win/win situation.
* Remember, the goal of OT is the development of the

best research and development/technologies to
further the agency mission needs.

36
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Past OT Programs with
Investments

* Telesurgery systems
Enable surgeons in mobile army surgical hospital (MASH)
units or base hospitals to carry out emergency surgical
procedures on soldiers in armored mobile surgical vehicles
in the combat zone.

* Diagnostics systems
The Personnel Status Monitor, worn by each soldier,
monitors and reports vital signs and location and enables
medics to quickly locate wounded soldiers and assess the
severity of their injuries.

Past OT Programs with
Investments(continued)

* Other examples: Hybrid electric vehicles
* USAF Evolvable Expendable Launch Vehicle (EELV)
* DHS S & T Innovation, Resilient Electric Grid

38
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Past OT Programs with Prototype

*

*

*

*

*

Deliverables

DARPA & USAF High Altitude Long Endurance
Unmanned Air Vehicles (DARKSTAR and Global Hawk)

" 1994
DARPA & USN Arsenal Ship - 1995

DOD Commercial Operations and Support Savings
Initiative (COSSI)

DHS Counter-MANPADS 2001

DHS S & T Infrastructure Protection & Disaster Mgmt,
Recovery Transformer 2012

39

Past OT Programs with Prototype
Deliverables

Unmanned Combat Air Vehicle (UCAV)
Program (transitioned to J-UCAS) 1995

Place cursor below image to play
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Big Picture
Doing Business Under OTs

* Project size is not a factor: OTs can and should be
used when executing (small) prototype projects that
result from—

= Small Business Innovation Research (SBIR) Program
= Unsolicited proposals
* Agreement Flexibility
» Changes
- No government-directed unilateral changes
- No claims for equitable adjustment caused by changes

41

Doing Business Under OTs (continued)

* Termination clauses should—

= |dentify conditions that would permit terminations

* Include procedures for deciding termination settlements
* Costs

= No mandatory cost principles or accounting standards

= No certified cost or pricing data
* Subcontracting

= Government system not required

= No mandatory clause flow-downs

42

Other Transaction Authority Participant Guide

53



michelle.sistek
E


54

Doing Business Under OTs (continued)

* Profit or fee
= OT that are like investments: Past experience has not
permitted
= OT with prototype deliveries
- No limitations

- Performance bonuses based on achievable performance
standards (not on costs)

- Recognition of investments made by industry (independent
research and development)

- Balanced with sharing in “preventable overruns”

- Profit based on commercial technology content (more
“buy” than “make”)

43

Doing Business Under OTs (continued)

* Management structure—true teaming possible
* Summary Thoughts
= Sound business judgment absolutely necessary.
= Contracts/Legal/Program/Financial team
= Recovery of funds is allowed and may be warranted.
= Safety net is not there.

44
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Notional Guide to Selection of R&D Instruments

Does the requirement

o Does the requirement call
call for acquiring

for support and

goot%s and servi.ces for the No ——> stimulation for a —\
direct benefit of the general public purpose? Yes
U.S. government?
2
I
Yes Is substantial
N involvement by the — No —>
U.S. government expected?
Does the requirement Use OTs with
meet/fit NIH OT Guide — ves —> prototypes T
intent and have statutory deliveries ves
authority for OTs? \l/
| Does the requirement
No ) meet/fit NIH OT Guide L ho > Use .
\]/ intent and have statutory cooperative
authority for OTs? agreement.
Use
procurement
contract. Yes
v
Use OT for
investment.
45
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Types of Teams

Type of team formed depends on strategic direction

——Vision

Horizontal Teaming Vertical Teaming
Pre-Competition User
Team Members Marketers
Sharing Common Objective Suppliers
T1| |T2| |T3| |T4| |T5 Manufacturers

Technology &
know-how
Researchers

R&D R&D

R&D

47

Multi-Party Agreements

* Unique set of team members
* Unique set of relationships

* Market forces

= Competition

= Business strategies

= Resources

48
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Elements of Successful Consortia

Results of Dataquest survey of 455 electronics company CEOs

| | |

Partner Selection

I 1 I

Senior Management

T T V Essential
Clearly Understood Roles ( 7
Communications Between Partners ]
Clearly Defined Objectives :
Relationship Building z i Importan

Thorough Planning S il

Close Senior Management Ties %
Frequent Performance Feedback
Day to Day Attention —

Sharing Risks & Resources —— Worthwhile
Clear Payback Timeline (———

Alignment of Culture [——
Previous Alliance Experience (—

Information System Integration (=)

0 20 40 60 80

Percentage of CEO Responses
49

Unique Advantages for Government

* Technical insight: visibility at all levels
* Leverage of resources: risk reduction (cost sharing)
* Decreased oversight requirements: self-policing

50
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Relationship Building

Best practices for building the relationship:
* Be proactive; use a “jump-start” approach.
* |dentify “show-stoppers” early.

51

Relationship Building (continued)

Best practices for managing the relationship:
* Use agreement flexibility.

*

Allocate risks, responsibilities, and rewards.

*

Maintain win/win posture.

*

Find common ground.

*

Transition relationship during movement through
phases.

52
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Articles of Collaboration/
Teaming Agreements

* Provide a set of rules and procedures that govern
activities and relationships of industry participants in
the agreement.

* Must answer the following:
= What are the names of the consortium members, and
what cost share will each contribute?
= What will be each member’s responsibilities for the
program?
- Detailed list of each member’s tasks and rewards should appear
here rather than in OT agreement.

* Who will manage and govern the consortium?
= Who will conduct billing, and how will members be
paid?

53

Articles of Collaboration/
Teaming Agreements (continued)

* Who will be responsible for disputes?

* How will changes to the articles of
collaboration/teaming agreement be accomplished?

= How will new members be added or old members
terminate or be terminated?

* How will IP be handled?

» Where will the research take place?

* Who will sign the agreement between the government
and the consortium?

54
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Articles of Collaboration/
Teaming Agreements (continued)

* OTAO must review the articles of collaboration/
teaming agreement for consistency with the OT.

* See Tab R, Sample Articles of Collaboration.

55

Lessons Learned

* Aloosely formed team tends to be very unfocused.

* The industry team should designate one member
(person with best vision) to be firmly in charge.
* Represents the team to the government
* Maintains the program vision

* The entire team must be committed to the
agreement goals.

* The selection of partners or team members is critical
to the success of an OT.

56
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Lessons Learned (continued)

* Having too many contractors on the industry team
can be problematic.

* Because OTs offer significant flexibility, it is critical for
the government to assign qualified personnel and to
train the administrators.

* Careful construction of the OT agreement can help
ensure a successful partnership between government
and industry.

57

OT for Investment (OTFI) Agreement

Federal Co-Funding
Agency and
| Management
Lead J—
Company
*Commercial *Commercial *Commercial
Company Company Company
- R&D
‘ Performance
*Commercial Small . .
X University
Company Business

58
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OTFI Joint Funding Agreement
Example

Jet Engine Manufacturers Funding
DARPA NASA USAF (7 companies) Sources
and
! | > T I A
Management
(funds pass
through; no
Bank Account burden)
Integrating | Administration
Subcontractor (fee for service;
. — no burden)
Materials Manufacturer Materials Manufacturer Materials Manufacturer R&D
---------------------------------------------------------- Performance
University Small R&D Company University Teams

59

OT Commercialization Example

[ .
| Bailment of : Nonprofit [~ Joint Venture
DARPA : Equipment | _| Developer ¢ | (maintains and
[ I o s upgrades
1 - ——=5 //// =3 equipment;
L. ¢ —- _I Possible :/// Commercial o mar(lj(ets
I_ Purchase J' Partner | product)
Commercial Imagery Product
l 1 Customer
uU.s. uU.S. Pri i Forei Base
Government| Government rivate Private oreign

(most favorable terms)

60
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OTFI Dual-Frequency, Foliage Penetrating
Interferometric GeoSAR System Example

* GeoSAR: Geographic Synthetic Aperture Radar
* CALTECH/JPL, California Department of Conservation, CALGIS, Inc.
* $33 Million, 42 Months

Technology Integration & Transfer

\

~

O
Radar > o
N = California ,:E
m - ) -~ N
Technology 9 (Consortium Agent) %
c
-U ‘
2

,
.

Test Beds

61
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OT Team Partnership Example

Teams share 50/50—

* Revenue

* Fees

* Cost and technical risks

Lockheed Martin

I

Avionics Retractable Software Ground Systems
Wheel Structure

Boeing

62
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*

*

*

*

*

Key Points

True teams are encouraged.

* Not prime contractors and subcontractors

= Saves money

Team leadership may change during program.
Teams must be legally responsible to execute
agreements, but joint ventures are neither desired
nor required.

Let's look at a sample OT agreement.

Case material

= Two groups o

Breakout Questions
Group 1

Why are we using the OT authority?
What are the limitations for using OTs?

What happens when proposals are evaluated
against each authority’s limitations and do not meet
the criteria?

When does government approve use of the OT
authority?

64
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Breakout Questions
Group 2

1. Name four advantages for teaming under OT
agreements.

2. How can the OTAO ensure the parties are
committed to each another?

65

3. Name four important elements to a successful team.

BREAK
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Introduction to Planning and
Strategy

* Plan how to leverage NRP activities with
government R&D investments.

+ Plan how to transition OT relationships.

* Plan how to get everyone involved early—
OTAO s, users, technical personnel, legal
counsel, and industry.

67

Legal Authority for the Use of
NIH’s OTs

* Over the years, there have been several examples of
specific OT authorities that exist, or have existed, for
NIH or for s specific institute, center, or office (ICOs)
in U.S. public law.

* |t is important to note that authorities may expire, be
revised, or be repealed, and must be accompanied by
a Congressional appropriation of funding for that
purpose.

68
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Government Use Products

Government products are not important to industry.

* Attracting NRPs to participate in OT programs requires
innovative approaches.

* Government must seek opportunities and partners

= Advertise in trade journals, because nontraditional
government contractors might not read Federal Business
Opportunities (FedBizOpps) or Grants.gov.

= Host “Industry Days” to brief potential offerors on program
goals and provide opportunities to discuss programs.

= When speaking at symposium or like meetings mention your
upcoming “solicitation” and introduce your needs

69

Government’s Role in Industry
Partnering

* Help promote successful OT NRP-led consortium/team.
= Suggest or refer contractors to one another, with view
toward optimizing consortium.
= Especially important when a team consists of entities that
have not previously considered working together.

= (reate Internet-based collaboration tools with which a
contractor can find partnership opportunities without
exposing its proprietary information beforehand.

* At the onset of the planning stage, encourage potential
consortium members to create Articles of

Collaboration/Teaming Agreement.

70
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Government’s Role in
Planning and Strategy

*

Conduct market research; consider nature of
competition for related industry.

*

Assess risks of project.

*

Develop program structure and schedule.

*

Consider strategy for follow-on activity.

*

Allow time for proposal preparations.

*

Consider the appropriate OT terms.
= See Tab M, Model OT.

71

Industry’s Role in Planning and
Strategy

After draft solicitation has been issued and/or Industry
Day has been held, industry should—

* Be involved early in team organization: identify
teaming barriers.

* |dentify requirements barriers: what the government
needs versus what the government wants.

* Point out any preconceived notions of government
plans or strategies that preclude dual-use solutions.

72
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Broad Agency Announcement

* Since there is no detailed common work description,
proposals can vary widely in scope, structure, and cost;
competition is on which idea offers the best solution.

* BAAs are particularly suited to NRPs who wish to submit
proposals but do not want to agree to all of the
perceived impediments prescribed in the FAR and its
supplements.

* |f OTs are to be encouraged, the BAA should discuss their
OTs’ Limitations of Use.

73

Research Announcements

* Research Announcements (RAs) are the most popular
solicitation method for OTs focusing on research.

* They are the same as BAAs in form, structure, and
content, but unlike BAAs they are specific to
nonprocurement instruments.

* They broadly describe R&D problems to which the
government is seeking solutions.

74
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RA Process

Define Need
e Concepts
o Areas of Interest

» "State-of-the-art” problem

Industry Briefings

¢ Discussion of issues

* Background of need

Issue RA with White
Papers

Short responses
desired, including rough
order of magnitude
(ROM) costs

!

Evaluate White Papers

* Provide advice on
whether to continue in

the process >

« Evaluators determine
who should submit
proposals and who
should not

RA includes:
Refined statement of need includes:
o Evaluation factors

* Proposal instructions

Complete Evaluation
e Evaluation is not “best
value”

| « Awards—generally

75

multiple

o Selected—not funded

* Not selected

Peer Review

* Current peer review regulations (42 CFR Part 52h) and
the Public Health Service Act [as enacted in section
492 (42 U.S.C. 289a)] apply specifically to grants (and
by definition, cooperative agreements), as well as

contracts.

* While these authorities do not apply directly to OT
awards, historically some NIH OT authorities have
required some level of peer review to occur.

* Consultation with the NIH Legal Advisor’s Office is
recommended to determine whether and to what
extent peer review requirements apply to a particular
proposed OT program.
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OT Phased Program (OTPP)’s
Written Solicitation Process

*

Industry briefing
Plain-worded Program Solicitation

= Program, including all phases, money, schedule, and
management processes (government’s acquisition strategy)

= Draft agreement, including draft Task Description Document
(TDD), Statement of Work (SOW), and payable milestones

Ask industry to design “its program.”

See Tab P, Sample Program Solicitation (Counter
MANPADS Phase II).

*

*

*

77

OTPP’s Approach for
Multiphase Programs

* Prototype delivery at end of each phase (but
agreements are for duration of program).

* Solicitation, evaluation, and selection during Phase |
are focused on entire program [but negotiated terms
and conditions (Ts & Cs) are based on only the phase
the program is entering].

* Phase 1 of an OT for a complex project should be long
enough to ensure effective innovation.

78
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OTPP’s Approach for
Multiphase Programs (continued)

* Each industry team proposes—
= SOW
* Milestone payments
= Exit criteria
= Ts&Cs

= Resources industry needs to achieve “its program”

79

* Innovations in business practices are seenin:

OTPP’s Approach for
Multiphase Programs (continued)

= Team structure
* Risk management
» Focus on affordability

Sharing of programmatic information
* Documentation

80
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OTPP’s Approach for
Multiphase Programs (continued)

* Programmatic approach

= Programs are designed to have no break in performance
between phases.

= Team ability to “quit” is restricted when competition is
no longer effective.

= Insight versus oversight, performed by small
government Program/Scientist Staff during all phases

81

Comparison of OTPPs Program

Phases

Phase I: Design
Concepts

Phase II: Design
Concepts

Phase Ill: Fabrication
and Testing of
Prototypes

 Performance based (i.e.,
very few requirements)

« Government needs

« “Blank sheet of paper”
approach

* Trade studies under
control of industry

* Simple Ts & Cs; limited
or no IP; commitment for
other phases

* SOW written by industry

 Performance based (i.e.,
very few requirements)

« Government needs

* Detailed design and risk
reduction

» Simple Ts & Cs; added
complexity; limited
IP/focused on
maintenance and
support

* SOW written by industry
as follow-up to previous
work

» Agreed-to performance
specifications, with
detailed specifications
incorporated as
appropriate

* Complex Ts & Cs;
possibly many FAR
clauses
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Comparison of OTPPs Program
Phases (continued)

Phase I: Design
Concepts

Phase II: Design
Concepts

Phase Ill: Fabrication
and Testing of
Prototypes

* Type of agreement:
Fixed-price; exit criteria
and payable milestones
by industry

* No Changes clause

» Competition unlimited

» Awards to four or five
teams

* Type of agreement:
Fixed price; exit criteria
and payable milestones
by industry

* No Changes clause

» Competition limited to
Phase | agreement-
holders

» Awards to two or more
teams

* Type of agreement:
Fixed-price-incentive
(FPI)/CPIF or fixed-price

» Changes clause inserted

» Competition involves
selection of remaining
agreement holders

* Award normally to one
contractor

Comparison of OTPPs Program
Phases (continued)

Phase I: Design
Concepts

Phase Il: Design
Concepts

Phase IlI: Fabrication
and Testing of
Prototypes

* Cost sharing possible

« Solicitation covers entire
program, but selection
and awards are for
Phase | only

» Cost sharing possible
but not likely

« Solicitation covers
remaining program;
selection and awards
are for Phase Il only

« Cost sharing not
expected nor reasonable

« Solicitation covers
remaining program
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OTPPs Program Source Selection
Process (continued)

* Evaluation: Various methods include color, number, and
adjective.
* Big change from traditional contracting is documentation.

= Selection Evaluation Board (SEB) briefing to Selection
Authority becomes sole documentation of technical, cost, and
management deliberations.

= Use documentation to brief winners and unsuccessful
offerors.

* Lessons Learned

= Online review of proposals has facilitated source selection
review process.

= Encourage winners to concentrate on entire program rather
than only on weaknesses in phase that was evaluated.

85

OT Phased Program Practical
Matters

* |n early phases—

= Ts & Cs are simpler

» Total amount of government total funds generally is known
* Ts & Cs in later phases are subject to discussion by parties

* Rules of engagement: how government acts during
competitive phases

* Disputes

= While Contract Disputes statute does not apply to OTs,
resolution of disputes at lowest possible level is encouraged.

= Several existing OT agreements have dispute language that
captures this approach.

86
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Lessons Learned for OTPPs

* Beginning the negotiation of terms and conditions in
advance of the source selection decision can save
time.
= May be possible when there are limited offerors

- E.g., when moving from Phase 1to Phase 2 in a competitive
program

* When seeking proposals for an OT, it is important to
allow as much response time as practicable.
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Lessons Learned for OTPPs
(continued)

* Generally applicable terms and conditions should be
developed in advance for use as a starting point when
drafting OT agreements.

* A library of negotiated provisions also can save time.

* See OTAO’s Desktop Guide for Construction of OT’s.

88
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Lessons Learned for OTPPs
(continued)

Debriefing—OT awardees should be encouraged to
focus on both positive and negative information
provided during their debriefing to prepare them for
competition for later phases.

Comparison of R&D
Solicitation Types

Solicitation | Award Type Recipient Requirement
Request for | Procurement | Cost-based Any organization Government-defined,
Proposals contract pricing common SOW if RFP
(RFP)/

Request for

Quotations

(RFQ)

BAA/RA Procurement | Cost-type or Traditional Broad, scientific
contract, milestone government problem for which
grant, CA, or | payments contractor, solution is expected to
oT consortium, or be generated

nontraditional firm

Program OTFPP Cost plus fixed | Typically consortium | Few or no

Solicitation fee (CPFF), or government requirements; broad

cost plus contractor (including | government goals;
incentive fee nontraditional contractor solutions
(CPIF), government through technical,
milestone contractors) schedule, and cost
payments tradeoffs

920
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Questions

*Break

91

Expenditure/Cost-Sharing
Concept

There should be evidence in industry’s management
plan of its commitment to and self-interest in the
project’s technical success.

* Reduces the need for government oversight
* Reflected in resource-share proposals

92
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Statutory Requirement

* Cost sharing is an option as an administrative
requirement, unless the authorizing legislation for the
particular OT program specifies otherwise.

* When the potential awardee willingly offers cost
sharing, or when the government requires it for a
specific project, the NIH OTAO must include it in the
negotiated agreement.

* Pre-agreement cost sharing may not be included for
costs incurred before the date on which the OT
agreement becomes effective unless the OTAO
approves in writing.

93

Cost-Sharing Guidance

Recipient’s commitment and cost sharing
* Strong evidence of commitment

= Proven self-interest

= One form—meaningful cost share
* Cost share

= Should equal the government’s contribution
= As practicable

94
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Types of Cost Sharing

* Cash—Outlays of funds to support the total project

* |In-Kind—Reasonable value of equipment, materials,
or other property used in performance of the work

95

Components and Sources of Cash

* Components of cash
= Labor
- Benefits
- Direct overhead
= Materials expenses
* Sources of cash
* Independent research and development (IR&D) pool
= Profit or fee from another government contract
= Qverhead or capital equipment expense pool

96
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Sharing Within the Team

* Cost sharing does not need to be uniformly imposed
on industry team members.

* The team or consortium, as a single entity, meets the
set cost share.

97

Tips for Success

* Cost sharing should be straightforward and clear.

* The proposer’s specific SOW should dictate the costs.

* The goal is cost-sharing, not cost-matching.

98
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Constraints

Cannot use:

* Foregone profit/fee and Cost of money
* Federal from other programs

* Cost of prior research

= Exception: Value of prior research to the current project
is relevant and brings value to the effort.

929

IR&D Implications

* Traditional government contractors: FAR 31.205-18(e)
authorizes commingling of IR&D money in OTs

* Commercial industry’s internal R&D: a portion of sales
is reinvested in new technology

* In both cases, these investments are:
= Under the sole discretion of industry
= Considered the lifeblood of corporate future
= Asource of intellectual assets

100
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IR&D Examples,
Cost Treatment

Sample
oT oT
SOW SOW
S&T IR&D IR&D
Project Project

101

IR&D Examples,
IR&D Split Example—OT SOW

IR&D Project S&T Project—Contracted Research
Direct Labor $100 Direct Labor $100
Direct Material $100 Direct Materlal 3100
h . Other Direct Costs $100
Other Direct Costs $100 Subtotal $300
Subtotal $300 Overhead (100%) $300
Overhead (100%) $300 Direct Costs $600
Total Costs $600 Gen. & Admin. (25%)  $150
Subtotal $750

Profit/fee/cost of money
also could be added

102
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IR&D Responsibilities

* The OTAO has a responsibility to request the awardee
disclose how it intends to treat the government cost
share of the agreement.

* |f the awardee is using IR&D as cost share and
government-provided funds as direct effort, the
OTOTAO should notify the cognizant administrative
contracting officer (ACO).

* The ACO would determine the next required steps to
address noncompliance with CAS 402.

103

Lessons Learned—
Leverage from IR&D

Significant leverage can be gained by allowing
competing contractors to treat the program as an
externally funded IR&D activity.

* Under this accounting technique, direct labor need
not be burdened with general and administrative
(G&A), cost of money, or fee, thus reducing hourly
rates and increasing hours applied across the team.

* Under OT authority, companies also may contribute
discretionary funds directly to program.

104
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Components of In-Kind

* Equipment/space/land

= Central to the project

» Fair market value: burden of proof is with industry
* Intellectual Property (IP)

= Central to the project

» Fair market value: burden of proof is with industry

105

Evaluation of In-Kind

*

Is it necessary to the overall statement of work?

*

Is it under the control of project management?

*

Is it the only source?

*

How is it valued? (Is it reasonable?)

106
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Lessons Learned

In-kind Contributions

* Knowledgeable about—
= Availability
= Timeliness
= Control of resources
* Document the file
* What has been accepted

* The method of determining the value of in-kind
contributions

107

Lessons Learned (continued)

* Cost-sharing is possible for any OT: the contributions
must be closely evaluated to ensure their
acceptability.

108
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Cost Sharing Case

* Tab S, page 493

109

Introduction to Pricing and Payments

* Commercial industry is concerned about traditional
government forms of contract pricing and
payments.

* Fixed-price or level-of-effort arrangements are normal
commercial practice.

= Government’s firm-fixed-price (FFP) research contract
approach generates significant risks for industry.

* Need to establish new relationship with industry.
* Three primary payable milestone options:

= Fixed

= Adjustable (cost reimbursable)

* Hybrid approach (combines other two options)
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Introduction to Payable Milestones

* Payable milestones mark observable technical
achievements or events that assist in program
management and focus on the agreement’s end goal.
* Recognition of completion by the government Technical

Program Manager includes value of effort.
= Substantial compliance is accepted.

* Payable milestones are a method of paying the
government’s commitment to the agreement, and
any cost share.

* Each milestone should be evaluated using “just
enough” analysis.

111

Types of Payable Milestones

* Adjustable (cost-type) milestones

» Change retrospectively and prospectively based on
experience

» Expenditure data must be known
* Fixed-payable milestones

» Change prospectively only

» Expenditure details are unknown

112
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Types of Payable Milestones
(continued)

* Characteristics of adjustable (cost-type) payable
milestones
= Duration, schedule, and tasks are adjusted on the basis of
mutual agreement.
= Adjustments can be made at any time.
= Milestone technical accomplishments are based on “best
efforts.”

= At the end of the agreement, either continue technical
performance until both parties’ funds are exhausted or
return remaining government funds.

* Most OT guide discussion is about this type of payments.

113

Adjustable Payable Milestones

* “Amounts generated from the awardee’s financial or
cost records as the basis for payment.” Examples:
= Progress payments
= Cost reimbursement

* Must have adequate records to account for federal
funds received and cost-sharing, if any

* Must have an accounting and management system
that identifies and accumulates the amounts/costs to
individual agreements

= Any system that segregates direct costs from indirect
costs, identifies and accumulates direct costs by project,
and provides for an equitable and consistent allocation
of indirect costs to intermediate and final cost
objectives is acceptable. ™

Other Transaction Authority Participant Guide

89



michelle.sistek
E


90

Audits

Flowdown: The awardee must insert an appropriate
audit access clause in awards to key participants.

Frequency of Audits: Normally performed only when
necessary to verify awardee compliance with the terms
of the agreement.

Indirect Cost Rate Agreements: NIH Division of Financial
Advisory Services (DFAS) within OAMP, or the cognizant
audit group, should establish negotiated indirect cost
rates.

The provisions of the Single Audit Amendments Act of
1996 (31 U.S.C. 7501 et seq.) should be followed when
the awardee is a state government, local government,
or nonprofit organization, as applicable.

Types of Payable Milestones
(continued)

Characteristics of fixed-payable milestones:

= Represent a series of fixed payments that are initially
negotiated; may be changed prospectively if the
situation warrants.

= Each milestone has an established value to the buyer.

* Each milestone represents progress toward program
completion.

* Once a milestone has been accepted and paid, it is no
longer subject to any termination provisions.

* Milestones are not subject to retroactive adjustment.

116
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How Do We Establish Payable
Milestones?

* NIH OTAOs must determine the agreement amount
as “price is fair.”

= Competition

= Adjust if cost sharing is present.

117

= Use independent government cost estimates spread
over life of the agreement.
- Is it reasonable? Current? Considering NRPs?

= Consider each acceptable offeror’s expenditure profile
or other than cost data.

* Establish milestones that are key activities/events.

= Assign dollar values that approximates effort to get to
events.

Types and Audits

Relationship Between Payment

actual amounts
generated from
industry team’s
financial or cost
records.

Type of Characteristics of | Accounting Audit Auditors
Payment | Payment Principles Requirements

Fixed- Prenegotiated, fixed- | None None None
Price price milestone

Payable payments are not

Milestones | adjusted based on
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Relationship Between Payment
Types and Audits (continued)

Type of Characteristics of Accounting Audit Requirements | Auditors
Payment Payment Principles
Cost-Type Prenegotiated cost- For traditional | Required Independent
l\P/la_ilyabIe type milestone ) government « Requirements public
ilestones | payments may be contractors, based on type of accountant
adjusted based on FAR parts 30 recipient (IPA) or
actual amounts and 31 apply. ) ) DCAA,
generated from For * Single audit for whichever
i ’ . not-for-profits/
|ndus(tjry team’s cost | |0 ditional educatign mfebetshneed_s
records. contractors, of both parties
princip|es are e Traditional audit for
defined in government
agreement. contractors
 For nontraditional
government
contractors, to be
negotiated
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Relationship Between Payment
Types and Audits (continued)

Type of Characteristics | Accounting Audit Auditors

Payment of Payment Principles Requirements

Cost Payments of For traditional | Annual review of | IPA or DCAA,

Reimbursement/ | allowable costs | government indirect rates and | whichever

Fixed Fee/ incurred in contractors, close-out audit meets needs

Incentive Fee/ performance of | FAR parts 30 | after completion | of both

Award Fee agreement and 31 apply. | of agreement parties

For efforts
nontraditional
contractors,

principles are
defined in

agreement.

Level of Effort Prenegotiated None Review of actual | IPA or DCAA,
payments based time consumed | whichever
on loaded hourly meets needs
rates of both
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Lessons Learned

* Watch use of the term “best efforts” (cost type).

* Fixed-payable milestones encourage post-award
administration without cost and pricing data; labor
hours can be projected and expended.

* The agreed-upon payment arrangement must be
specified clearly and accurately in the agreement.

121

Lessons Learned (continued)

* Consider the following in drafting the agreement
payment clauses:

= Are payments based on amounts generated from the
awardee's financial or cost records?

= Are the payment amounts subject to adjustment during
the period of performance?

= |f the payments can be adjusted, what is the basis and
process for the adjustment?

= What are the conditions and procedures for final
payment and agreement close-out?

= |s aninterim or final audit of costs needed?

122
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Lessons Learned (continued)

* Agreement must identify type of payment structure

selected.

» Agreement Ts & Cs must be consistent with identified
payment structure.

= Milestones and exit criteria
- All milestones must have associated dollars and dates.
- Exit criteria should be reasonable to preclude unnecessary

technical and business risks.

* Audits and oversight have their role in OTs but should
not be allowed to undermine the collaborative nature of
these agreements.

123

Case 1 0of 5 —OT Payable
Milestones

* How do you...
» Establish fixed-payable milestones?

* Treat the milestones during performance of the
agreement?

124
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Case 1 Payable Milestones—
OT Example (continued)

* Sample fixed-price payable milestones
» Selected offeror’s proposal value: $500,000
* First phase of multiple-phase program

125

Case 1 Payable Milestones—
OT Example (continued)

* Fixed-payable milestone descriptions below are to be
delivered quarterly except for the first milestone,
which will be accomplished in month 1:

1. Kick-off meeting, First Interim Program Review (IPR)
2. Second IPR and laboratory testing
3. Interoperability demonstration
4. Present testing and demonstration report

* Are these good enough for fixed-payable milestones?
= What is missing?

* Next chart was provided by offeror: does it help
determine the fixed-payable milestone amount?

126
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Case 1 Payable Milestones—
OT Example (continued)

Total Proposal $500K
500
@ 400 SPEND PLAN
S 300
° 200
o
100 _—
0
Time 1qtr 2qtr 3qtr 4qtr
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Case 2 Payable Milestones—
OT Example

* How do I...
» Establish payable milestones under an OTFR?
- Relationship to projections
- Relationship to program completion

* Treat the milestones during performance of the
agreement?

128
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Case 2 Payable Milestones—
OTFR Example (continued)

* Sample fixed-payable milestones
= Selected offeror’s proposal value: $500,000
= Requesting $250,000 from government
= First phase of multiple-phase program

129

Case 2 Payable Milestones—
OT Example (continued)

* Fixed-payable milestone descriptions below will be
accomplished quarterly except for the first milestone,
which will be accomplished in month 1:

1. Kick-off meeting, Interim Program Review (IPR) 1
2. IPR2
3. Draftfinal report
4. Delivery of technical designs

* Are these good enough for cost-type payable milestones?
* What is missing?

* Next chart was provided by offeror: What should be the
fixed-price payable milestone amounts?

130
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Case 2 Payable Milestones—
OT Example (continued)

Total Proposal $500K
Total Estimated Cash Expenditure $400K
In-Kind [IPR] $100K
Government Cash Share $250K
Consortium Cash Share $150K
?188 In-Kind Total
Agreement
300
® 200 SPEND PLAN
©
5 100
[a]

0 / ’

1qtr 2qtr 3qtr 4qtr
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Time

Case 3 Payable Milestones
Example

* What is the impact on (1) adjustable payable
milestones and (2) fixed-payable milestones, during
performance of the agreement, for the situations
described below?
= First milestone value = $62,500

- The business report says the total expenditure is $90,000.
= First milestone value = $62,500
- The business report says the total expenditure is $130,000.

132
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Case 4 Breakout Questions

* When are OTs used?
* How does the type of recipient matter?

* Why would for-profit firms want to get an OT ? Profit
or fee?

* Read Case 4 and identify the circumstances under
which an OT would be appropriate, developing your
answer as a group.

133

Case 4

Statement of Work

The U.S. Army wishes to increase its technical strength
through the infusion of external technology solutions (i.e.,
“spin-in” of outside technologies into the U.S. Army).

This can be done through effective and efficient partnerships
with the commercial/industrial/academic/federal sectors.
Partnerships are desired in countermeasures to biological
agent attacks from five agents to be determined at a later date.

The recipient shall perform studies and analyses as necessary
to improve the U.S. Army’s countermeasure knowledge base.

134
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Case 5 Breakout Questions

* Using Case 2’s information, answer the following
questions
= A small nontraditional contractor has requested a

milestone for 25% of the total agreement at the
beginning of performance: is that reasonable?

= |f reasonable, what should the payable milestone
amount be for a fixed-payable OT?

* How much pricing information does the government
need to determine price reasonableness?

135

*BREAK

136
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Case 1- Fixed-Payable Milestones
Answer

* With the technical support from your PM, the OTAO
should determine the value to achieve each milestone
and its impact on the completion of the overall SOW.

* |f possible, independent government cost estimates
by milestone can be used as a price comparison tool.

137

Case 2 Solution

Milestone Government Total Proposal $500K
%' g%g Total Estimated Cash Expenditure $400K
3. 62.5 In-Kind [IPR] $100K
4, 62.5 Government Cash Share $250K
250.0 Consortium Cash Share $150K
288 In-Kind l’\otal
greement
300
200

| T H o
[] H L

1qtr 2qtr 3qtr 4qtr

Dollars

Time
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Relationship Between Payment
Types and Audits

actual amounts
generated from
industry team’s
financial or cost
records.

Type of Characteristics of | Accounting Audit Auditors
Payment | Payment Principles Requirements

Fixed- Prenegotiated fixed- | None None None
Support support milestone

Payable payments are not

Milestones | adjusted based on

139

Relationship Between Payment
Types and Audits (continued)

Type of Characteristics of Accounting Audit Requirements | Auditors
Payment Payment Principles
Cost-Based | Pre-negotiated, For traditional | ¢ Requirements Independent
Payable expenditure-based government based on type of public
Milestones | milestone payments | contractors, recipient accountant
May be adjusted FAR parts 30 ¢ Single audit for (IPA) or
based on actual and 31 apply. nonprofits/ DC_AA'
amounts generated For education V%Z'gr::}’:; ds
from industry team’s | nontraditional « Traditional audit for | of poth parties
cost records cqntr_actors, government
prmmplgs are contractors
defined in
agreement. e For nontraditional
government
contractors, to be
negotiated

140
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IP in OTs

* Bayh-Dole Act does not apply: flexibility in allocation
of rights

* Contractor/government will negotiate appropriate IP
rights
= May waive government license for a period of years
= Allow protection of materials as trade secrets
= The “contract” file should document the rationale

behind changes to the standard going-in position

* |dentify the data you want delivered and ask for only
that; then define the license rights you need and
negotiate a reasonable deal.

141

IP in OTs (continued)

* Cost savings are possible by limiting the
government’s need for data license rights in OTs.

* The government’s need for data and license rights
changes based on program phases: when many
competitors exist, the need for data rights is reduced.

142
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IP in OTs (continued)

* OTA staff should assess the impact of IP rights on the
government’s total life cycle cost of the research.

* Obtaining insufficient IP rights hinders the
government's ability to adapt the developed research
for use outside the initial scope of the project.

* While the obtaining excessive IP rights might come at
great cost, with little benefit

* The negotiated IP clauses should facilitate the
agreement’s strategy and balance the relative
investments and risks borne by the parties.

IP in OTs (continued)

* OTA staff should ensure that the Termination and Disputes
clauses included in the agreement can accommodate
specialized termination and disputes arising under the IP
clauses, such as—

* Continued validity of the exercise of IP “march-in rights”
= Restrictions on technical data, computer software, or other
rights provided to the government

* OTA staff should consider how the IP clauses applicable to
the awardee flow down to others, including whether to
allow others to submit any applicable IP licenses directly to
the government.

144
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IP in OTs (continued)

* OTA staff should consider impact of restricting
awardees from licensing research developed under
the agreement; i.e., whether restriction—
= Would hinder potential domestic manufacture or use of

the research
= Facilitates the commercial development or research use
of products or services that will benefit public health

* The Agreements Officer must also be aware that
export restrictions prohibit awardees from disclosing
or licensing certain research to foreign firms.

145

IP Lessons Learned

* FAR-based solicitations lack flexibility to attract
nontraditional contractors and to encourage innovative
terms and conditions.
= Make flexibility known in solicitations for OT agreements.
= Write your own provisions, or leave it to industry.

* Know what you want and ask for only that.

* Flexible treatment of IP under an OT represents a cultural
challenge for traditional government contractors and
government.

146
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Lessons Learned (continued)

* If mixed funding is involved (or the IP was developed
during prior work), the government must be clear in
what its license rights are for each deliverable.

* Ensure the agreement describes marking instructions
for deliverables.

* The OT must be clear on how to handle sensitive/
proprietary commercial or business information.

147

Negotiation Factors

* Allocation of rights may depend on the science or
technology.

* Know the standard rights in industry.

* Take into account contractor investment through both
cost-sharing and previous investments.

* Always keep in mind the goals of both the awardee and
the government set out in the vision statement and
commercialization plan.

* Remember that there are no standard approaches.

* As early as possible in the negotiation process, obtain the
assistance of the NIH Legal Advisor’s office, the
appropriate technology transfer office representative, or
the OPERA Division of Extramural Inventions and
Technology Resources, as appropriate.

106 Other Transaction Authority Participant Guide



Agreement Clauses

* Let’s review the Patents and Data Clauses in the
OTAO Desktop Guide, Part L

149

Conclusion

* |P is very important to industry and will be the
most hotly negotiated issue when developing
an OT agreement.

* Both the government and contractors must
take time to consider and plan their IP
positions.

* One great advantage of OTs is flexibility in the
negotiation of “win/win” IP provisions.

150
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Agreement Analysis (AA)

The AA must “tell the complete story” of why an OT is

needed and the results of its use, including—

* A clear statement regarding reason(s) for use of OT
authority

* A discussion of the selection process

* A description of the project background

* A discussion of the type of pricing arrangement (fixed-
payments versus adjustable payments)

* The government price analysis of elements of the price
proposal and fees/profits, Including written technical
input, which should answer the following questions:

= Why is this “fair”, and to what is it comparable?
* How did you arrive at the negotiated cost/price? 151

Agreement Analysis (continued)

The AA must include (continued)—

* A discussion of each agreement article, what was
negotiated, and why, including:
= Security issues and controls, if any
= Data ascension lists, if any

152
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Agreement Analysis (continued)

The discussion should address:
* Pre-agreement costs if applicable

* Cost sharing: contributions by each member of
consortium

* Suspended and debarred

153

Agreement File

* Filing should be in a logical order, with a cover sheet
in front of each section stating the location of
documents, and tabbed for ease of locating
documents.

* File organization should be consistent with office
standard operating procedures.

154
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Agreement File (continued)

* The file should contain:

* The PM’s review and approval of the data ascension lists; all
appropriate documents must be signed

= Significant documentation (e.g., technical evaluations of cost
elements)

= Copies of the invoices and reports

155

Agreement File (continued)

* Original signatures should be on the following
documents, at a minimum:

= AA
» Technical Program Manager responsibilities letter
» Technical Evaluations

Source Selection Memorandum
* Memorandum for the Record (MFR)

156
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Post Award Administration

* This part is a possible standalone training module
focused at Post Award Administration.

* The two key government representatives in OT
administration is the OTAO and the Other Transaction
Technical Representative (OTR).

157

Administrative OTAO
Responsibilities

* OT agreements should be administered directly by
the OTAO or by a well-trained administration group
that understands OTs.

* If anew OTAO is assigned, the new OTAO must—

= Receive all pertinent documentation to ensure effective
administration of the agreement.

* Ensure all Ts & Cs of the agreement are being satisfied.

» |If the OT awardee has failed to comply with any term of
the agreement, take timely, appropriate action to
remedy the situation.

158
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Administrative OTAO
RESpOﬂSibilities (Continued)

* Programs with OT authority are not required to use
most financial assistance provisions or Federal
Acquisition Regulation (FAR) clauses but are free to
negotiate provisions that are mutually acceptable to all
affected parties.

* OTR must know the agreement, because each one could be
different.

= Many federal agencies incorporate the proposal into the agreement
that includes the unique technical scope, duration, and funding.

Preaward Business Evaluation

* |n the preaward business evaluation, the OTAO has determined:
= Recipient qualification
= Management capability and financial and technical resources
= Satisfactory record of performance
= Integrity and ethics
= Eligibility under applicable laws
* The evaluation should address the financial aspects of the proposal,
including:
= Determining that the total amount of funding for the proposed effort is
reasonable
= Justifying the use of a fixed support instrument, if applicable
= Determining amounts for milestone payments, if used
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Pre-Award Business Evaluation

(Continued)

* |n the preaward business process, the OTAO—

= Has assessed the value and reasonableness of the
recipient’s proposed cost share, if any

* Has assessed the team (partnership, consortium)
construction and plans

* Understands the scope of the agreement, as well as all
key terms and conditions, and is prepared to discuss
any questions you may have

Resource Sharing

* There should be evidence in industry’s “letter of
commitment” in the proposal and management plan
of its commitment to and self-interest in the success
of the project.
= Strong commitment and self-interest in the project’s

technical success—
- Reduces need for government oversight
- Is reflected in resource share proposals

* Resource sharing does not need to be uniformly
imposed on team members.

= The consortium meets the set resource share.

Other Transaction Authority Participant Guide
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Articles of Collaboration/
Teaming Agreement

The articles of collaboration or teaming agreement is the document that
sets out the rights and responsibilities of each consortium member.

* Binds the individual consortium members together, whereas the OT
agreement binds the government and the consortium as a group (or
the government and a consortium member on behalf of the consortium

* OTR should look for:

* Management structure/plan

= Method of making payments to consortium members

= Means of ensuring and overseeing members’ efforts on the project
= Provisions for members’ cost sharing contributions

* Provisions for ownership and rights in IP developed previously or
under the agreement

Teaming: Unique Post-Award
Advantages for the Government

* The government (through the OTR) is a member of the
team.

* |f ateaming agreement is not available, determine team
characteristics at the kick-off meeting.

* Help guide the team to joint government /industry goals.
- Timing is not specific
- Asyou deem necessary
* Technical insight: visibility at all levels

* Decreased oversight requirements by self-policing
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IP in OTs

* The Bayh-Dole Act does not apply.

= Flexibility in allocation of rights
* Traditional data rights terms do not apply.

* The consortium/government have negotiated
appropriate IP rights; e.g.,—
* May waive government license for a period of years
= Allow protection of materials as trade secrets
* The OTR should be aware of what data deliverables
are required and what license rights the government
has.

OTR Letter of Appointment

* OTAO should issue an appointment letter to those
technical individuals responsible for providing insight
into the actions of the agreement holder.

* These letters should be filed and available upon
request.
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Monitoring Performance

* Monitoring performance is the process of checking by
direct observation.

= Thisis done through insight gathered as a teammate through team
meetings and monthly status updates and quarterly reports

= Conduct site visits and/or attend team meetings. The kick-off

meeting is mandatory for discussing key aspects of the team and its
plans.

* The OTR assists the consortium to ensure delivery is—
= Ontime
= At the quality level specified
* Inadherence to the terms and conditions of the agreement

Monitoring Performance (contines

* Provide technical insight or guidance to the
consortium or its members, as needed.

* Remind the recipient that your suggestion was given
for guidance only.

= Remember, you are part of a team.
* The OTR shall discuss any decrease in or lack of
performance with the consortium to resolve issues.

* If problems continue, bring them to the attention of the
OTAO or agreement administrator/specialist.
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Monitoring Performance continueq)

* The OTR’s actions as a teammate of the consortium
include:

= Helping to identify potential delinquencies

= Helping to isolate specific quality problems

= Supporting recipient requests

= Pointing out a need for government assistance

Monitoring Effort

* Adjustable (Cost) Type Payments
= Adjustable (Cost) Type Payments sometime creates variances
in quarterly accounting

= OTRsinstructed to follow activities that have variances from
one quarter to another and to treat these in the context of
total project costs and remaining un-invoiced and with
communication with consortium about concluding within
current project totals

* Using Fixed Price Type OTs

= Removes difficulties of tracking cost variance
- Cost variance to be reviewed as a submitted cost modification
- OTRs to recommend, PMs to seek leadership approval

= Removes the OTR’s review of quarterly finances
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Monitoring Effort and Payments

* Additional major OTR responsibility is reviewing and
evaluation of the consortium’s expended effort in
relation to meeting the payable milestones schedule and
approving payment requests. These two topics are
separated for clarity.

* Monitoring Effort Actions:

= Review the Quarterly Business Status Reports for
consistency with the Technical and Deliverable Milestone
Schedule (Attachment # 3) to the agreement

* Determine whether the consortium is expending effort in
accordance with the project

Monitoring Effort continueq)

* Bring to the OTAQO’s attention any inefficient or wasteful
methods being used by the recipient. Make
recommendations for corrective action or preventive
measures as appropriate
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Monitoring Payments

* OTR’s will approve payable milestone payments per the
schedule after completion of the observable technical
events as described in the agreement

= Payable milestones mark observable technical
achievements or events that assist in program
management and focus on the end goal of the
agreement

Recognition of completion by the government OTR

Substantial compliance is accepted

Payable milestones are a method of paying the

Fixed Price Or Adjustable Payable Milestones?

* The performer must consider how cash flow is to be
executed through all quarters in a project. This is especially
important on Items that continue through multiple quarters.

» Each quarteris an opportunity to be paid for completed
Items.

» If the performers’ project is on schedule, then the Items in
that quarter will equal the amount shown for the Quarterly
Payable Milestone Schedule.

* If the performer is behind schedule and did not complete an
Item in that quarter, then the Quarterly Payable Milestone
invoice must be lower by the exact amount of the Item(s)
not completed.

Other Transaction Authority Participant Guide
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Monitoring Payments (Continued)

* Acceptance of any priced tasks (milestones) should
match requests for payment (invoices)

* Approve or disapprove the consortium’s
invoices/vouchers for payment and send to the OTAO
= The review must be completed within five days after receipt of the

invoice or voucher

If you cannot meet the required review time, advise the OTAO or the agreement
administrator/specialist.

* The consortium’s cost sharing should also be monitored to
ensure contributions to the project have been received as
projected

- Ensure the consortium is not spending all the federal
dollars before chipping in its share

Invoice Example

Item# Task#  Activity Title Projected Amount Actual Amount
Federal Share Non-Federal Resource Share
1 1 Literary Search $1,000 $1,000 $0 $1,000
2 2 Test Protocols $10,000 $0 $10,000 $10,000
3% 4 Technical Analysis  $5,000 $2500 $2,500 $%0
4 6 Quarterly Reporting  $1,000 $1,000 $1,000 $1,000
g** 2 Field Demonstration $4,000 $1,000 $4,000 $1,000
Projected & Actual Totals: $21,000 $5,500 $17,500 $13,000
Federal Invoice Amount: ?
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Changes to the Agreement

* OTR’s, when monitoring the agreement, shall avoid
any action that may be inconsistent with the
agreement requirements

* The OTR cannot authorize the recipient to stop work,
to delete, change, waive, or negotiate any of the
requirements of the agreement’s overall scope or
other terms and conditions of the agreement

* Changes to the agreement are necessary only if the scope of
the agreement or terms of the agreement are going to be
affected

Changes to the Agreement continueq)

* Any change to the agreement, requested by the recipient, must be
submitted in writing by the recipient and forwarded to the OTAO for
action; however, you should advise the OTAO of the proposed
change if it may affect the agreement price, cost, or
delivery/performance schedule
* You must report to the OTAO any government-required changes to the

agreement (e.g., item or work no longer required, radical changes in approach,
etc.).

* When the proposed change is received by the OTAO, you will be
required to provide the OTAO with a written analysis, the rationale
for the change, and an evaluation of any costs associated with the
change
= Changes are not expected nor happen often
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Changes to the Agreement ontines

* Things to Know...
* No-Cost Extensions:
- OTAO will send the proposed mod to OTR and R&D Program
- OTR to recommend or not back to OTAO and RD Program
» Fixed Price Increase + Time:

- OTAO will send the proposed mod to OTR and RD&T Program with
attachments

- OTR to technically recommend or not to RD&T Program

* RD&T Program to then review costs and clear funds with PHP
leadership if OTR recommends

* RD&T Program prepares PR and agreement documents and
transmits action to modify to OTAO with cc to OTR

Changes to the Agreement continueq)

OTR should discuss the merits of any proposed
modification with the researcher and resource sharing
partner(s)

* When ready the researcher/award recipient should
officially submit a request for modification to OTAO via
email

= Researcher/award recipient must supply revisions to
agreement files with proposed mods where applicable

- Team Activities, Deliverables List & Accounting/Milestone
Chart

* Since thereis no Unilateral Changes Clause, no action by

il o Li°
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Types of Site Visits

* Proactive site visits, where the OTR visits recipients to
gain technical insight, are very common
* For example, kick-off meetings

* Reactive site visits, where a specific teammate is
visited to investigate a problem found through other
monitoring, are rare

* Reverse site visits, where the consortium visits you,
almost never happen

Enforcement Measures

* The OTR should try to resolve all issues with the consortium at the
local level.

* Unresolved issues should be discussed with the OTAO and program
officials, who should hold additional detailed discussions with the
consortium to resolve any problems.

* Enforcement measures should match the seriousness of the
problem.
= If a contractor fails to materially comply with award Ts and Cs, the OTAO

may suspend the OT pending corrective action, or terminate the OT.
= Termination provisions vary in OTs.

* Remedies for noncompliance may include:

= Temporarily withholding cash payments pending correction of the
deficiency by the recipient (if cost type)

= Disallowing all or part of the cost of the activity or action not in
compliance (if cost type)

= Wholly terminating the current agreement
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Closeout

* Fixed-price payable milestones versus cost-type
payable milestones

* |P rights (do not kick in for several years after period
of performance)

* Recoupment (does not kick in for several years after
period of performance)

* Disposition of property
* Necessity of audit

* Review of special clauses designed for that
agreement 183

Break

184
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Summary Thoughts

* Summary thoughts concerning benefits others have
seen or received

185

Two Types of Benefits

1. Instant savings (what PMs want)
* Broader assess to technology
* Management flexibility
= Better use of available funds
» Better communications
= Better ability to change directions
2. Results from OT projects (what management/
oversight wants)
* Broader industrial base
* Future savings; reduced acquisition costs
* Performance increases

186
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Instant Savings:
Management Flexibility

* Better use of available funds
* Improved management of risks and uncertainties

* Improved project structure through new and innovative
business relationships

* More value to the government per dollar spent

187

Instant Savings: Management
Flexibility (continued)

* Better use of available funds (continued)
® |ncreased technical effort

- Use of IR&D pool: one program reported 12% increase in
hours/materials available

- Teaming arrangements reduce overhead expenses: one
program reported 5% increase in hours/materials available

- Cost-sharing increased technical efforts

188

126 Other Transaction Authority Participant Guide



Instant Savings: Management
Flexibility (continued)

* Better communications
* Innovative business arrangements
* Open lines of communications among “team”

= |ndustry’s internal management increased
programmatic control

- Commercial cost/schedule control and reporting

- Payable milestones focus corporate achievements on near
term

189

Instant Savings: Management
Flexibility (continued)

* Better communications (continued)
* Terms and conditions

- Contractor strives for goals rather than fixed specifications.

- Allow for changes with minimum disruption when
problems or opportunities occur.

= P

- Minimal government rights may be appropriate.

- Contractor would not have participated in Mobile Tracking
System (MTS) Program under traditional IP arrangements.

190
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Instant Savings: Management
Flexibility (continued)

* Better ability to change directions

* Contractor strives for goals rather than fixed
specifications

= Allows for changes with minimum disruption when
problems or opportunities occur

191

Results from OT Projects:
Broader Industrial Base

* OTs not only bring broader access to technology, but
also encourage NRPs to sell products to satisfy the
government’s needs.

* Two examples

» Frontier Systems: Unmanned helicopters for special
forces

= Comtech Mobile Datacom: Mobile tracking system for
DoD logistics assets

192
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Benefits Conclusion

* PMs want instant savings.

* Management/oversight wants results from OT
projects.

* The studied OTs provided both.

193

Summary:
OTFIs and OTPPs

194
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Notional Guide to Selection of R&D Instruments

Does the requil"e.ment Does the requirement call
call for acquiring for support and
goods and services for the No ——> stimulation for a ]
direct benefit of the general public purpose? Yes
U.S. government? v
I
Yes Is substantial
\|/ involvement by the — No —>
) U.S. government expected?
Does the requirement Use OTs with
meet/fit NIH OT Guide Yes N prototypes I
intent and have statutory deliveries Yes
authority for OTs? \L
| Does the requirement
No meet/fit NIH OT Gui Use
) /fit OT Guide No L> )
\]/ intent and have statutory cooperative
authority for OTs? agreement.
Use
procurement
contract. Yes
Use OT for
investment.

195

Characteristics and
Comparison of Types of OTs

OTFls OTPPs

Use Investment decisions; research | Buying goods and services; purely
government needs

Products Prototypes (products) Prototypes potentially to remain in
consumed in testing inventory

Teaming Co-managed; articles of Generally prime/sub relationship
collaboration; changeable because of focus on prototypes,

but team is bound together for
affordability goals (Strategic

Alliances)
Cost Share | Higher based on commercial None or low, depending on
market potential potential spinoff

196
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Characteristics and Comparison
of Types of OTs (continued)

OTFIs

OTPPs

More rights to private parties;
based on strength of
resource/cost sharing;
imperative to commercialization

Focus on what is necessary in
operation and support (O&S) of
prototypes

Prototypes are not likely the final
product

Property

Greater rights conveyed
if resource (cost) share is
higher

Focus on what is necessary in
0&S of prototypes

Solicitation

Broad research goals, asking
for high risk, unique, and
innovative solutions

Program Solicitations, directed at
solving specific agency needs

Pricing

More like financing or investing

Obtaining value for specific
accomplishments

197
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Acquisition of Property in
Other Transactions

Other Transaction Authority (OTA) Training
Part G

Property Acquired under an OTFR:

Definition
Definition
* Property: Any tangible personal property
other than—

= Property actually consumed during the execution
of work under OT or

* Delivered under the agreement
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Considerations

* Where the government owns or takes title, the property is subject
to the Procurement statute (formerly known as the Federal
Property and Administrative Services Act).

= A property clause must be included in the agreement.

= At aminimum, the property clause should address the
following:

- All property to which the government has or will obtain title

- Who is responsible for maintenance, repair, or replacement

- Who s liable for loss, theft, destruction of, or damage to the property
- Whois liable for loss or damage resulting from use of the property

* The threshold above which contractors are required to mark,
maintain, and control property should not be higher for OTs than for
FAR-based contracts.

Considerations (continued)

* If possible, acquire property outside of the OT; put these costs in
their indirect rates.

* |If the government is completely funding the OT effort and
property is acquired, the government takes title in a cost-type
arrangement unless the property is determined insignificant.

* |f the government and nontraditional research performer
(NRP) are cost sharing the effort and property is acquired:

* The government may delay taking title until the end of the
OT.
» The contractor assumes the risk of loss.
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Considerations (continued)

* When an OT has fixed payments made based on
accomplishment of technical performance milestones
and has no cost share:

* Thereis no requirement for taking title to property
unless it is defined as a deliverable.

= There is no requirement for adequate property control
systems.

Considerations (continued)

* Where property is a major element of the OT, include
an explanation in the vision statement (Article I).

* Do not acquire property to facilitate manufacturing
under OTs unless specifically necessary.

* |f necessary, allow use of both streamlined
commercial practices and existing government
practices.

Other Transaction Authority Participant Guide 135



michelle.sistek
G


Rights to Property when Acquired
Under a Cost-Shared OTFR

Where acquisition of property is determined necessary
in a cost-shared-payments OTFR:
* Contractors acquire title upon acquisition.

= Exception: property with acquisition value > $5K or as
determined by government

* The government retains contract right to participate
in the property disposition determination.

= Joint government/contractor process

Disposition Options

* Purchase by contractor at an agreed-to price representing
fair market value, with proceeds returned to the
government.

= NRP’s cost share is already considered in the price.

* Transfer to a government research facility, with title and
ownership transferred to the government.

* Donate to a mutually agreed-upon university or technical
learning center for research purposes.

* Follow any other agency-approved disposition procedure.

8
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Disposition Rationale

* Prevent unfair competitive advantages.
* Incur significant commercial benefits.
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Foreign Access to Technology
Created Under Other Transactions
NIH

Other Transaction Authority (OTA) Training
Part H

Road Map

Use of OTs for Foreign Requirements

Introduction to Foreign Access to Technology in OTs
Transfer of Technology to Foreign Firms

Examples

SN
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Foreign Firms

* Foreign firms are defined by the same limitations as
US firms.
* OTs for Research—Nontraditional
Research Performers (NSP)
= QOTs for Prototypes—Nontraditional
Research Performers (NSP)
* |In most cases, NIH would be trying to have
technology transferred into NIH’s mission needs.

Definitions

* Foreign firm or institution: A firm or institution organized or
existing under the laws of a country other than the United
States, its territories, or possessions

* Know-how: All information including, but not limited to,
discoveries, formulas, materials, inventions, processes, ideas,
approaches, concepts, techniques, methods, software,
programs, documentation, procedures, firmware, hardware,
technical data, specifications, devices, apparatus, and machines

* Technology: Discoveries, innovations, know-how, and inventions,
whether patentable or not, including computer software,
recognized under U.S. law as intellectual creations to which
rights of ownership accrue
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Existing Statutory and
Regulatory Requirements

* International Traffic in Arms Regulation (ITAR),
22 CFR Part 121 et seq.

* DoD Industrial Security Regulation,
DoD 5220.22-R

* Department of Commerce Export Regulation,
15 CFR Part 770 et seq.

Foreign Access to Technology
Article

* Include the Foreign Access to Technology article in
agreements to restrict the flow of technology to
foreign sources for a specified term.

* This is a good policy because primary or substantial
economic benefits flow to the United States as a
result.
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Transfer of Technology
to Foreign Firms

* What is considered a transfer of technology to
foreign firms?

= Sale of a company
= Sales or licensing of technology

* Foreign access to technology without prior agency
approval

Transfer of Technology to
Foreign Firms (continued)

* What is not considered a transfer of technology to a

foreign firm?

= Sale of products or components

* License of the software or documentation related to the
sale of a product

* Transfer to foreign subsidiaries of the awardee for
purposes related to the agreement

» Transfer to an approved source for the conduct of
research or to create a source of supply (limited
transfer)

8
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Process for Handling Transfer of
Technology to Foreign Firms

* Pre- or post-award approvals: “Disputes” article in the
OT can be used if the agency withholds approval.

* |f transfer occurs without agency approval:
* Government funds are returned to the agency.

* The government gets a license to reuse the technology
within the United States to accomplish the intent of a
specific agreement.

Example 1

* U.S. company
* Manufactures in the United States only
» Sells both in the United States and abroad

* Answer: This is okay because the technology is
available within the United States.

10
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Example 2

* U.S. company
» Manufactures abroad only
= Sells both in the United States and abroad

* Answer: This is not okay because the technology and

the resulting manufacturing jobs are not available in
the United States.

11

Example 3

* U.S. company

= Manufactures in the United States for domestic sales
only

* Manufactures abroad for foreign sales

* Answer: This is okay because the technology is
available within the United States.

12

144 Other Transaction Authority Participant Guide



Example 4

* U.S. company
= Manufactures a component abroad
= |nserts the component into a higher-value product
manufactured in the United States
= Sells the product both in the United States and abroad

* Answer: This is okay because the technology for the
higher-value product is available within the United
States. This is very common practice in commercial
sales in a global market.

13

Example 5

* U.S. company

* Plans to build manufacturing plants in the United States
and abroad

* Wants no foreign access restrictions

* Answer: This is not okay because there is no definition
of what will happen; therefore, the government’s
investment is not protected.

14
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Other Transactions:
A Summary

Other Transaction Authority (OTA) Training
Part |

Why OTs?

* Flexibility of Ts & Cs for fluid programs

* Flexibility of Ts & Cs for nontraditional management
reviews

* Flexibility of Ts & Cs where consortia management
applies

* Predominantly nontraditional companies need to
participate in government programs; for example—
= Biotech industry
* Industries related to information technology
* Materials manufacturers
* Big Pharma
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Characteristics and Comparison of
Types of OTs

OTs for Research (OTFRSs) OTs for Prototype Projects
(OTFPPs)
Use Support and stimulation; Buying goods and services; purely
research government needs
Products Prototypes (products) Prototypes potentially to remain in
consumed in testing inventory
Teaming Co-managed; articles of Generally prime/sub relationship
collaboration; changeable because of focus on prototypes,
but team is bound together for
overall goals
Cost Share | Higher based on commercial None or low, depending on
market potential potential spin-off

Characteristics and Comparison
of Types of OTs (continued)

OTFRs OTFPPs

Intellectual More rights to private parties; Focus on what is necessary in

Property based on strength of resource | operation and support (O&S) of
sharing; imperative to prototypes
commercialization

Property Greater rights conveyed Focus on what is necessary in
if resource share is higher 0&S of prototypes

Solicitation | Broad Agency Announcements | Broad Agency Announcements and
and Research Announcements, | Program Solicitations, directed at
asking for unigue and solving specific agency needs
innovative solutions

Pricing More like financing or investing | Obtaining value for specific
accomplishments
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Key Elements of Effective Use
of OT Authority

* Top-level management interest and support

* Technical managers who understand OT authority and
see opportunities to use it

* Positive attitude and close cooperation among legal

and contracting personnel in government and
industry

Lessons Learned

* FAR-based solicitations lack flexibility to attract
nontraditional contractors and encourage innovative
terms and conditions.

=  Make flexibility known in solicitations for OT
agreements.

= Write your own provisions or leave it to industry.
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Lessons Learned (continued)

* When negotiating IP rights, know what you want and
ask for only that.

* Ensure the OT clearly describes how to handle
sensitive/proprietary commercial or business
information.

Lessons Learned (continued)

* Everyone must be involved

= OT Agreements Officer, users, technical, legal counsel,
and industry

= Because OTs offer significant flexibility, it is critical for

the government to assign qualified personnel and train
the negotiators.
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Lessons Learned (continued)

* Ensure the team is cohesive and thoroughly
committed to the agreement goals.

* The selection of partners or team members is critical
to the success of an OT.

* The industry team should designate one member
(person with best vision) to be firmly in charge.
= Represents the team to the government
* Maintains the program vision

Lessons Learned (continued)

* Carefully construct the OT agreement to help ensure
a successful partnership between government and
industry.

* Ensure complete and consistent file organization, as
the foundation for “telling the story” of an OT award.

10
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Lessons Learned (continued)

* Beginning the negotiation of terms and conditions in
advance of the source selection decision can save
time.

* When seeking proposals for an OT, allow as much
response time as practicable.

* Develop model solicitations and generally applicable
terms and conditions in advance for use as a starting
point when drafting OT agreements.

11

Lessons Learned (continued)

* The government’s post-award role is different in OTFRs
and early stages of OTFPPs.

» Team is responsible for technical and financial oversight.
= Government’s role is as part of that team, not traditional
contract administration.

* Some consortia lack sufficient oversight of financial and
payment issues; government business manager must
ensure these matters are discussed as part of their
management duties.

12
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Lessons Learned (continued)

* |R&D costs that are allowable under OTs can be a
powerful motivator to traditional government
industry and government when commingled with
government funds.

* Ensure the agreed-upon payment arrangement is
specified clearly and accurately.

* Watch use of the term “best efforts” (cost-type).

13

Lessons Learned (continued)

* Pricing
* Agreement must identify type of payment structure selected.

= Agreement Terms and Conditions (Ts & Cs) must be
consistent with identified payment structure.

= All milestones must have associated dollars and dates.
= Exit criteria should be reasonable to preclude unnecessary
technical and business risks.
* Audits and oversight have their role in OTs but should not
be allowed to undermine the collaborative nature of these
agreements.

14
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Lessons Learned (continued)

* Many features of the OT process facilitate
participation by nontraditional firms; use them.

* Combined use of OT authority and the Integrated
Process Team enables a positive, collaborative
relationship with open communication and
collaboration.

* Substantive participation by government personnel is
necessary.

15

Lessons Learned (continued)

* Significant leverage can be gained by allowing
competing design contractors to treat the program as
an externally funded IR&D activity.

* OT awardees should be encouraged to focus on both
positive and negative information provided during
their debriefing to prepare them for competition in
later phases.

16
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Lessons Learned (continued)

* Cultural change is necessary: ultimate success
depends on cultural change by government and
industry causing acceptance of and commitment to
an integrated, OT approach.

17

A Final Thought: Introducing Change

Machiavelli was right when he said—

Nothing is more difficult ... than to introduce a new
order. Because the innovator has for enemies all
those who have done well under the old conditions
and lukewarm defenders in those who may do well
under the new.

--The Prince, 1513

18
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work is within the purpose, mission, and general
scope of effort of such center as established in
the sponsoring agreement of the Department of
Defense with such center.

(b) EXCEPTION FOR APPLIED SCIENTIFIC RE-
SEARCH.—This section does not apply to a feder-
ally funded research and development center
that performs applied scientific research under
laboratory conditions.

(c) LIMITATION ON CREATION OF NEW CENTERS.—
(1) The head of an agency may not obligate or
expend amounts appropriated to the Department
of Defense for purposes of operating a federally
funded research center that was not in existence
before June 2, 1986, until—

(A) the head of the agency submits to Con-
gress a report with respect to such center that
describes the purpose, mission, and general
scope of effort of the center; and

(B) a period of 60 days beginning on the date
such report is received by Congress has
elapsed.

(2) In this subsection, the term ‘‘head of an
agency’’ has the meaning given such term in
section 2302(1) of this title.

(d) IDENTIFICATION TO CONGRESS OF FFRDC
WORKLOAD EFFORT.—After the close of a fiscal
year, and not later than January 1 of the next
year, the Secretary shall submit to the Commit-
tee on Armed Services and the Committee on
Appropriations of the Senate and the Committee
on Armed Services and the Committee on Ap-
propriations of the House of Representatives a
report setting forth the actual obligations and
the actual man-years of effort expended at each
federally funded research and development cen-
ter during that fiscal year.

(Added Pub. L. 99-500, §101(c) [title X, §912(a)(1)],
Oct. 18, 1986, 100 Stat. 1783-82, 1783-146, and Pub.
L. 99-591, §101(c) [title X, §912(a)(1)], Oct. 30, 1986,
100 Stat. 3341-82, 3341-146; Pub. L. 99-661, div. A,
title IX, formerly title IV, §912(a)(1), Nov. 14,
1986, 100 Stat. 3925, renumbered title IX, Pub. L.
100-26, §3(b), Apr. 21, 1987, 101 Stat. 273; amended
Pub. L. 102-190, div. A, title II, §256(a)(1), Dec. 5,
1991, 105 Stat. 1330; Pub. L. 104-106, div. A, title
XV, §1502(a)(9), Feb. 10, 1996, 110 Stat. 503; Pub.
L. 106-65, div. A, title X, §1067(1), Oct. 5, 1999, 113
Stat. T774; Pub. L. 107-314, div. A, title X,
§1041(a)(12), Dec. 2, 2002, 116 Stat. 2645.)

CODIFICATION

Pub. L. 99-591 is a corrected version of Pub. L. 99-500.
Pub. L. 99-500, Pub. L. 99-591, and Pub. L. 99-661 added
identical sections.

AMENDMENTS

2002—Subsec. (d). Pub. L. 107-314, §1041(a)(12), struck
out designations for pars. (1) and (2) and text of par. (1).
Prior to amendment par. (1) read as follows: “‘In the
documents provided to Congress by the Secretary of
Defense in support of the budget submitted by the
President under section 1105 of title 31 for any fiscal
year, the Secretary shall set forth the proposed amount
of the man-years of effort to be funded by the Depart-
ment of Defense for each federally funded research and
development center for the fiscal year covered by that
budget.”

1999—Subsec. (d)(2). Pub. L. 106-65 substituted ‘‘and
the Committee on Armed Services’ for ‘‘and the Com-
mittee on National Security’.

1996—Subsec. (d)(2). Pub. L. 104-106 substituted ‘‘the
Committee on Armed Services and the Committee on

Appropriations of the Senate and the Committee on
National Security and the Committee on Appropria-
tions of the” for ‘“‘the Committees on Armed Services
and the Committees on Appropriations of the Senate
and”.

1991—Subsec. (d). Pub. L. 102-190 added subsec. (d).

EFFECTIVE DATE OF 1991 AMENDMENT

Section 2566(a)(2) of Pub. L. 102-190 provided that:

‘‘(A) Paragraph (1) of subsection (d) of section 2367 of
title 10, United States Code, as added by paragraph (1),
shall take effect with respect to the budget submitted
for fiscal year 1994.

“(B) Paragraph (2) of such subsection shall take ef-
fect with respect to fiscal year 1992.”’

G-AO STUDY; REPORT

Section 101(c) [title X, §912(b), (c)] of Pub. L. 99-500
and Pub. L. 99-591, and section 912(b), (c¢) of title IX, for-
merly title IV, of Pub. L. 99-661, renumbered title IX,
Pub. L. 100-26, §3(5), Apr. 21, 1987, 101 Stat. 273, directed
Comptroller General to conduct a study of national de-
fense role of federally funded research and development
centers and submit a report to Congress not later than
one year after Oct. 18, 1986.

[§2368. Repealed. Pub. L. 102-190, div. A, title
VIII, § 821(c)(1), Dec. 5, 1991, 105 Stat. 1431]

Section, added Pub. L. 100-456, div. A, title VIII,
§823(a)(1), Sept. 29, 1988, 102 Stat. 2018; amended Pub. L.
101-189, div. A, title VIII, §841(c)(1), Nov. 29, 1989, 103
Stat. 1514; Pub. L. 102-25, title VII, §701(g)(1), Apr. 6,
1991, 105 Stat. 115, authorized studies in fields of re-
search and development essential to development of
critical technologies.

[§2369. Repealed. Pub. L. 103-355, title III,
§3062(a), Oct. 13, 1994, 108 Stat. 3336]

Section, added Pub. L. 100-456, div. A, title VIII,
§842(a), Sept. 29, 1988, 102 Stat. 2026; amended Pub. L.
103-160, div. A, title IX, §904(d)(1), Nov. 30, 1993, 107
Stat. 1728, related to program for supervision and co-
ordination of product evaluation activities within the
Department of Defense.

[§2370. Repealed. Pub. L. 104-106, div. A, title X,
§1061()(1), Feb. 10, 1996, 110 Stat. 443]

Section, added Pub. L. 101-510, div. A, title II, §241(a),
Nov. 5, 1990, 104 Stat. 1516, required annual report to
Congress on Biological Defense Research Program.

[§2370a. Repealed. Pub. L. 108-375, div. A, title X,
§1005(a), Oct. 28, 2004, 118 Stat. 2036]

Section, added Pub. L. 103-160, div. A, title II, §214(a),
Nov. 30, 1993, 107 Stat. 1586, related to medical counter-
measures against biowarfare threats and allocation of
funding between near-term and other threats.

§2371. Research projects: transactions other
than contracts and grants

(a) ADDITIONAL FORMS OF TRANSACTIONS AU-
THORIZED.—The Secretary of Defense and the
Secretary of each military department may
enter into transactions (other than contracts,
cooperative agreements, and grants) under the
authority of this subsection in carrying out
basic, applied, and advanced research projects.
The authority under this subsection is in addi-
tion to the authority provided in section 2358 of
this title to use contracts, cooperative agree-
ments, and grants in carrying out such projects.

(b) EXERCISE OF AUTHORITY BY SECRETARY OF
DEFENSE.—In any exercise of the authority in
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subsection (a), the Secretary of Defense shall
act through the Defense Advanced Research
Projects Agency or any other element of the De-
partment of Defense that the Secretary may
designate.

(c) ADVANCE PAYMENTS.—The authority pro-
vided under subsection (a) may be exercised
without regard to section 3324 of title 31.

(d) RECOVERY OF FUNDS.—(1) A cooperative
agreement for performance of basic, applied, or
advanced research authorized by section 2358 of
this title and a transaction authorized by sub-
section (a) may include a clause that requires a
person or other entity to make payments to the
Department of Defense or any other department
or agency of the Federal Government as a condi-
tion for receiving support under the agreement
or other transaction.

(2) The amount of any payment received by
the Federal Government pursuant to a require-
ment imposed under paragraph (1) may be cred-
ited, to the extent authorized by the Secretary
of Defense, to the appropriate account estab-
lished under subsection (f). Amounts so credited
shall be merged with other funds in the account
and shall be available for the same purposes and
the same period for which other funds in such
account are available.

(e) CONDITIONS.—(1) The Secretary of Defense
shall ensure that—

(A) to the maximum extent practicable, no
cooperative agreement containing a clause
under subsection (d) and no transaction en-
tered into under subsection (a) provides for re-
search that duplicates research being con-
ducted under existing programs carried out by
the Department of Defense; and

(B) to the extent that the Secretary deter-
mines practicable, the funds provided by the
Government under a cooperative agreement
containing a clause under subsection (d) or a
transaction authorized by subsection (a) do
not exceed the total amount provided by other
parties to the cooperative agreement or other
transaction.

(2) A cooperative agreement containing a
clause under subsection (d) or a transaction au-
thorized by subsection (a) may be used for a re-
search project when the use of a standard con-
tract, grant, or cooperative agreement for such
project is not feasible or appropriate.

(f) SUPPORT ACCOUNTS.—There is hereby estab-
lished on the books of the Treasury separate ac-
counts for each of the military departments and
the Defense Advanced Research Projects Agency
for support of research projects and development
projects provided for in cooperative agreements
containing a clause under subsection (d) and re-
search projects provided for in transactions en-
tered into under subsection (a). Funds in those
accounts shall be available for the payment of
such support.

(g) REGULATIONS.—The Secretary of Defense
shall prescribe regulations to carry out this sec-
tion.

(h) ANNUAL REPORT.—(1) Not later than 90 days
after the end of each fiscal year, the Secretary
of Defense shall submit to the Committee on
Armed Services of the Senate and the Commit-
tee on Armed Services of the House of Rep-
resentatives a report on the use by the Depart-
ment of Defense during such fiscal year of—
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(A) cooperative agreements authorized under
section 2358 of this title that contain a clause
under subsection (d); and

(B) transactions authorized by subsection
(a).

(2) The report shall include, with respect to
the cooperative agreements and other trans-
actions covered by the report, the following:

(A) The technology areas in which research
projects were conducted under such agree-
ments or other transactions.

(B) The extent of the cost-sharing among
Federal Government and non-Federal sources.

(C) The extent to which the use of the coop-
erative agreements and other transactions—

(i) has contributed to a broadening of the
technology and industrial base available for
meeting Department of Defense needs; and

(ii) has fostered within the technology and
industrial base new relationships and prac-
tices that support the national security of
the United States.

(D) The total amount of payments, if any,
that were received by the Federal Government
during the fiscal year covered by the report
pursuant to a clause described in subsection
(d) that was included in the cooperative agree-
ments and other transactions, and the amount
of such payments, if any, that were credited to
each account established under subsection (f).

(3) No report is required under this subsection
for a fiscal year after fiscal year 2006.

(i) PROTECTION OF CERTAIN INFORMATION FROM
DISCLOSURE.—(1) Disclosure of information de-
scribed in paragraph (2) is not required, and may
not be compelled, under section 552 of title 5 for
five years after the date on which the informa-
tion is received by the Department of Defense.

(2)(A) Paragraph (1) applies to information de-
scribed in subparagraph (B) that is in the
records of the Department of Defense if the in-
formation was submitted to the Department in a
competitive or noncompetitive process having
the potential for resulting in an award, to the
party submitting the information, of a coopera-
tive agreement for performance of basic, ap-
plied, or advanced research authorized by sec-
tion 2358 of this title or another transaction au-
thorized by subsection (a).

(B) The information referred to in subpara-
graph (A) is the following:

(i) A proposal, proposal abstract, and sup-
porting documents.

(ii) A business plan submitted on a confiden-
tial basis.

(iii) Technical information submitted on a
confidential basis.

(Added Pub. L. 101-189, div. A, title II, §251(a)(1),
Nov. 29, 1989, 103 Stat. 1403; amended Pub. L.
101-510, div. A, title XIV, §1484(k)(9), Nov. 5, 1990,
104 Stat. 1719; Pub. L. 102-190, div. A, title VIII,
§826, Dec. 5, 1991, 105 Stat. 1442; Pub. L. 102-484,
div. A, title II, §217, Oct. 23, 1992, 106 Stat. 2352;
Pub. L. 103-35, title II, §201(c)(4), May 31, 1993,
107 Stat. 98; Pub. L. 103-160, div. A, title VIII,
§827(b), title XI, §1182(a)(6), Nov. 30, 1993, 107
Stat. 1712, 1771; Pub. L. 103-355, title I, §1301(b),
Oct. 13, 1994, 108 Stat. 3285; Pub. L. 104-106, div.
A, title XV, §1502(a)(1), Feb. 10, 1996, 110 Stat.
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502; Pub. L. 104201, div. A, title II,
§267(a)-(c)(1)(A), title X, §1073(e)(1)(B), Sept. 23,
1996, 110 Stat. 2467, 2468, 2658; Pub. L. 105-85, div.
A, title VIII, §832, Nov. 18, 1997, 111 Stat. 1842;
Pub. L. 105-261, div. A, title VIII, §817, Oct. 17,
1998, 112 Stat. 2089; Pub. L. 106-65, div. A, title X,
§1067(1), Oct. 5, 1999, 113 Stat. 774; Pub. L.
108-136, div. A, title X, §1031(a)(19), Nov. 24, 2003,
117 Stat. 1597.)

AMENDMENTS

2003—Subsec. (h)(3). Pub. L. 108-136 added par. (3).

1999—Subsec. (h)(1). Pub. L. 106-65 substituted ‘‘and
the Committee on Armed Services” for “‘and the Com-
mittee on National Security’” in introductory provi-
sions.

1998—Subsec. (1)(2)(A). Pub. L. 105261 substituted
‘“‘cooperative agreement for performance of basic, ap-
plied, or advanced research authorized by section 2358
of this title” for ‘‘cooperative agreement that includes
a clause described in subsection (d)”.

1997—Subsec. (i). Pub. L. 105-85 added subsec. (i).

1996—Subsec. (b). Pub. L. 104-201, §1073(e)(1)(B), in-
serted ‘‘Defense’ before ‘‘Advanced Research Projects
Agency’’.

Subsec. (e). Pub. L. 104-201, §267(a), inserted (1)’ be-
fore ‘“The Secretary of Defense’’, redesignated former
pars. (1) and (2) as subpars. (A) and (B), respectively, in-
serted ‘‘and’ after semicolon at end of subpar. (A), sub-
stituted a period for ‘; and” at end of subpar. (B),
added par. (2), and struck out par. (3) which read as fol-
lows: ‘‘a cooperative agreement containing a clause
under subsection (d) or a transaction authorized under
subsection (a) is used for a research project only when
the use of a standard contract, grant, or cooperative
agreement for such project is not feasible or appro-
priate.”

Subsec. (f). Pub. L. 104-201, §1073(e)(1)(B), inserted
‘“Defense’ before ‘‘Advanced Research Projects Agen-
cy’”’.

Subsec. (h). Pub. L. 104-201, §267(b), reenacted heading
without change and amended text generally. Prior to
amendment, text read as follows: ‘“‘Not later than 60
days after the end of each fiscal year, the Secretary of
Defense shall submit to the Committee on Armed Serv-
ices of the Senate and the Committee on National Se-
curity of the House of Representatives a report on all
cooperative agreements entered into under section 2358
of this title during such fiscal year that contain a
clause authorized by subsection (d) and on all trans-
actions entered into under subsection (a) during such
fiscal year. The report shall contain, with respect to
each such cooperative agreement and transaction, the
following:

‘(1) A general description of the cooperative agree-
ment or other transaction (as the case may be), in-
cluding the technologies for which research is pro-
vided for under such agreement or transaction.

‘“(2) The potential military and, if any, commercial
utility of such technologies.

‘“(3) The reasons for not using a contract or grant
to provide support for such research.

‘“(4) The amount of the payments, if any, that were
received by the Federal Government during the fiscal
year covered by the report pursuant to a clause in-
cluded in such cooperative agreement or other trans-
action pursuant to subsection (d).

‘“(5) The amount of the payments reported under
paragraph (4), if any, that were credited to each ac-
count established under subsection (f).””

Pub. L. 104-106 substituted ‘‘Committee on Armed
Services of the Senate and the Committee on National
Security of the House of Representatives’ for ‘‘Com-
mittees on Armed Services of the Senate and House of
Representatives’.

Subsec. (). Pub. L. 104-201, §1073(e)(1)(B), which di-
rected amendment of subsec. (i) by inserting ‘‘Defense’’
before ‘‘Advanced Research Projects Agency’’, could
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not be executed because of the renumbering of subsec.
(i) as section 237la of this title by Pub. L. 104-201,
§267(c)(1)(A). See below.

Pub. L. 104-201, §267(c)(1)(A), renumbered subsec. (i) of
this section as section 2371a of this title.

1994—Pub. L. 103-355 amended section generally. Prior
to amendment section related to cooperative agree-
ments and other transactions for advanced research
projects.

1993—Subsec. (a). Pub. L. 103-160, §827(b)(1)(C), sub-
stituted ‘‘section 2358 of this title’’ for ‘‘subsection (a)”’
in par. (1) and ‘‘subsection (d)”’ for ‘‘subsection (e)”’ in
par. (2).

Pub. L. 103-160, §827(b)(1)(A), (B), redesignated subsec.
(b) as (a) and struck out former subsec. (a), as amended
by Pub. L. 103-160, §1182(a)(6), (h), which read as fol-
lows: ““The Secretary of Defense, in carrying out ad-
vanced research projects through the Advanced Re-
search Projects Agency, and the Secretary of each mili-
tary department, in carrying out advanced research
projects, may enter into cooperative agreements and
other transactions with any person, any agency or in-
strumentality of the United States, any unit of State
or local government, any educational institution, and
any other entity.”

Pub. L. 103-160, §1182(a)(6), substituted ‘‘Advanced Re-
search Projects Agency’ for ‘‘Defense Advanced Re-
search Projects Agency’’.

Subsec. (b). Pub. L. 103-160, §827(b)(1)(B), redesignated
subsec. (¢) as (b). Former subsec. (b) redesignated (a).

Subsec. (c). Pub. L. 103-160, §827(b)(1)(B), (2)(A), redes-
ignated subsec. (d) as (c¢) and inserted ‘‘and develop-
ment”’ after ‘‘research” in two places in par. (1).
Former subsec. (¢) redesignated (b).

Subsec. (d). Pub. L. 103-160, §827(b)(1)(B), (D), (2)(B),
redesignated subsec. (e), as amended by Pub. L. 103-160,
§1182(a)(6), (h), as (d) and substituted ‘‘section 2358 of
this title’” for ‘‘subsection (a)”’ and ‘‘research and de-
velopment” for ‘“‘advanced research’”. Former subsec.
(d) redesignated (c).

Subsec. (e). Pub. L. 103-160, §827(b)(1)(B), (E), (2)(B),
(C), redesignated subsec. (f) as (e), in par. (1) sub-
stituted ‘‘research and development are’ for ‘‘advanced
research is”’, in par. (3) substituted ‘‘research and de-
velopment” for ‘“‘advanced research’, in par. (4) sub-
stituted ‘‘subsection (a)”’ for ‘‘subsection (b)”’, and in
par. (b) substituted ‘‘subsection (d)” for ‘‘subsection
(e)”’. Former subsec. (e) redesignated (d).

Pub. L. 103-160, §1182(a)(6), substituted ‘‘Advanced Re-
search Projects Agency’ for ‘‘Defense Advanced Re-
search Projects Agency’’.

Subsec. (f). Pub. L. 103-160, §827(b)(1)(B), redesignated
subsec. (g), as amended by Pub. L. 103-160, §1182(a)(6),
(h), as (f). Former subsec. (f) redesignated (e).

Subsec. (g). Pub. L. 103-160, §827(b)(1)(B), redesignated
subsec. (g), as amended by Pub. L. 103-160, §1182(a)(6),
(h), as ().

Pub. L. 103-160, §1182(a)(6), substituted ‘‘Advanced Re-
search Projects Agency’ for ‘‘Defense Advanced Re-
search Projects Agency’’.

Pub. L. 103-35 substituted ‘‘granted by section 12’ for
“‘granted by section 117 and ‘‘provisions of sections 11
and 12” for ‘‘provisions of sections 10 and 11”°.

1992—Subsec. (g). Pub. L. 102-484 added subsec. ().

1991—Subsec. (a). Pub. L. 102-190, §826(a), inserted
‘“‘and the Secretary of each military department, in
carrying out advanced research projects,’.

Subsec. (b)(1). Pub. L. 102-190, §826(b)(1)(A), struck
out ‘“‘by the Secretary’ after ‘‘transactions entered
into”.

Subsec. (b)(2). Pub. L. 102-190, §826(b)(1)(B), sub-
stituted ‘‘to the appropriate account’ for ‘‘to the ac-
count’’.

Subsec. (d). Pub. L. 102-190, §826(b)(2), substituted
“The Secretary of Defense’ for ‘“The Secretary” in in-
troductory provisions.

Subsec. (e). Pub. L. 102-190, §826(b)(3), substituted
‘‘separate accounts for each of the military depart-
ments and the Defense Advanced Research Projects
Agency” for ‘“‘an account’ and ‘‘those accounts’ for
“‘such account”.
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Subsec. (f)(5). Pub. L. 102-190, §826(b)(4), substituted
‘“each account” for ‘‘the account’.

Subsec. (). Pub. L. 102-190, §826(c), struck out subsec.
(g) which read as follows: ‘““The authority of the Sec-
retary to enter into cooperative agreements and other
transactions under this section expires at the close of
September 30, 1991.”

1990—Subsec. (f). Pub. L. 101-510 substituted ‘“‘Com-
mittees on” for “Committees of”’ in introductory provi-
sions.

EFFECTIVE DATE OF 1994 AMENDMENT

For effective date and applicability of amendment by
Pub. L. 103-355, see section 10001 of Pub. L. 103-355, set
out as a note under section 2302 of this title.

AUTHORITY OF DEFENSE ADVANCED RESEARCH
PROJECTS AGENCY To CARRY OUT CERTAIN PROTO-
TYPE PROJECTS

Pub. L. 103-160, div. A, title VIII, §845, Nov. 30, 1993,
107 Stat. 1721, as amended by Pub. L. 104-201, div. A,
title VIII, §804, title X, §1073(e)(1)(D), (2)(A), Sept. 23,
1996, 110 Stat. 2605, 2658; Pub. L. 105261, div. A, title II,
§241, Oct. 17, 1998, 112 Stat. 1954; Pub. L. 106-65, div. A,
title VIII, §801, title X, §1066(d)(6), Oct. 5, 1999, 113 Stat.
700, 773; Pub. L. 106-398, §1 [[div. A], title VIII, §§803,
804(a)], Oct. 30, 2000, 114 Stat. 16564, 16564A—205, 1654A—206;
Pub. L. 107-107, div. A, title VIII, §822, title X,
§1048(i)(2), Dec. 28, 2001, 115 Stat. 1182, 1229; Pub. L.
108-136, div. A, title VIII, §847, Nov. 24, 2003, 117 Stat.
1554; Pub. L. 109-163, div. A, title VIII, §823, Jan. 6, 2006,
119 Stat. 3387; Pub. L. 109-364, div. A, title VIII, §855,
Oct. 17, 2006, 120 Stat. 2347; Pub. L. 110-181, div. A, title
VIII, §823, title X, §1063(h), Jan. 28, 2008, 122 Stat. 226,
324; Pub. L. 110-417, [div. A], title VIII, §824, Oct. 14,
2008, 122 Stat. 4533; Pub. L. 111-383, div. A, title VIII,
§§826, 866(g)(2), Jan. 7, 2011, 124 Stat. 4270, 4298, provided
that:

‘‘(a) AUTHORITY.—(1) Subject to paragraph (2), the Di-
rector of the Defense Advanced Research Projects
Agency, the Secretary of a military department, or any
other official designated by the Secretary of Defense
may, under the authority of section 2371 of title 10,
United States Code, carry out prototype projects that
are directly relevant to weapons or weapon systems
proposed to be acquired or developed by the Depart-
ment of Defense, or to improvement of weapons or
weapon systems in use by the Armed Forces.

¢(2) The authority of this section—

‘““(A) may be exercised for a prototype project that
is expected to cost the Department of Defense in ex-
cess of $20,000,000 but not in excess of $100,000,000 (in-
cluding all options) only upon a written determina-
tion by the senior procurement executive for the
agency (as designated for the purpose of section 16(c)
of the Office of Federal Procurement Policy Act
[former] (41 U.S.C. 414(c)) [now 41 U.S.C. 1702(c)] or,
for the Defense Advanced Research Projects Agency
or the Missile Defense Agency, the director of the
agency that—

‘(i) the requirements of subsection (d) will be
met; and

‘“(ii) the use of the authority of this section is es-
sential to promoting the success of the prototype
project; and
‘“(B) may be exercised for a prototype project that

is expected to cost the Department of Defense in ex-

cess of $100,000,000 (including all options) only if—

‘(i) the Under Secretary of Defense for Acquisi-
tion, Technology, and Logistics determines in writ-
ing that—

‘“(I) the requirements of subsection (d) will be
met; and

‘“(IT) the use of the authority of this section is
essential to meet critical national security objec-
tives; and

‘‘(i1) the congressional defense committees [Com-
mittees on Armed Services and Appropriations of
the Senate and the House of Representatives] are
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notified in writing at least 30 days before such au-
thority is exercised.

‘“(8) The authority of a senior procurement executive
or director of the Defense Advanced Research Projects
Agency or Missile Defense Agency under paragraph
(2)(A), and the authority of the Under Secretary of De-
fense for Acquisition, Technology, and Logistics under
paragraph (2)(B), may not be delegated.

‘““(b) EXERCISE OF AUTHORITY.—(1) Subsections
(e)(1)(B) and (e)(2) of such section 2371 shall not apply
to projects carried out under subsection (a).

‘“(2) To the maximum extent practicable, competitive
procedures shall be used when entering into agreements
to carry out projects under subsection (a).

‘“(c) COMPTROLLER GENERAL REVIEW.—(1) Each agree-
ment entered into by an official referred to in sub-
section (a) to carry out a project under that subsection
that provides for payments in a total amount in excess
of $5,000,000 shall include a clause that provides for the
Comptroller General, in the discretion of the Comptrol-
ler General, to examine the records of any party to the
agreement or any entity that participates in the per-
formance of the agreement.

‘“(2) The requirement in paragraph (1) shall not apply
with respect to a party or entity, or a subordinate ele-
ment of a party or entity, that has not entered into any
other agreement that provides for audit access by a
Government entity in the year prior to the date of the
agreement.

‘“(83)(A) The right provided to the Comptroller General
in a clause of an agreement under paragraph (1) is lim-
ited as provided in subparagraph (B) in the case of a
party to the agreement, an entity that participates in
the performance of the agreement, or a subordinate ele-
ment of that party or entity if the only agreements or
other transactions that the party, entity, or subordi-
nate element entered into with Government entities in
the year prior to the date of that agreement are cooper-
ative agreements or transactions that were entered
into under this section or section 2371 of title 10, United
States Code.

‘“(B) The only records of a party, other entity, or sub-
ordinate element referred to in subparagraph (A) that
the Comptroller General may examine in the exercise
of the right referred to in that subparagraph are
records of the same type as the records that the Gov-
ernment has had the right to examine under the audit
access clauses of the previous agreements or trans-
actions referred to in such subparagraph that were en-
tered into by that particular party, entity, or subordi-
nate element.

‘“(4) The head of the contracting activity that is car-
rying out the agreement may waive the applicability of
the requirement in paragraph (1) to the agreement if
the head of the contracting activity determines that it
would not be in the public interest to apply the require-
ment to the agreement. The waiver shall be effective
with respect to the agreement only if the head of the
contracting activity transmits a notification of the
waiver to Congress and the Comptroller General before
entering into the agreement. The notification shall in-
clude the rationale for the determination.

‘(6 The Comptroller General may not examine
records pursuant to a clause included in an agreement
under paragraph (1) more than three years after the
final payment is made by the United States under the
agreement.

“(d) APPROPRIATE USE OF AUTHORITY.—(1) The Sec-
retary of Defense shall ensure that no official of an
agency enters into a transaction (other than a con-
tract, grant, or cooperative agreement) for a prototype
project under the authority of this section unless—

‘““(A) there is at least one nontraditional defense
contractor participating to a significant extent in the
prototype project; or

“(B) no nontraditional defense contractor is par-
ticipating to a significant extent in the prototype
project, but at least one of the following circum-
stances exists:

‘(i) At least one third of the total cost of the
prototype project is to be paid out of funds provided
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by parties to the transaction other than the Fed-

eral Government.

‘“(ii) The senior procurement executive for the
agency (as designated for the purposes of section
16(3) of the Office of Federal Procurement Policy
Act ([former] 41 U.S.C. 414(3))) [see 41 U.S.C. 1702(c)]
determines in writing that exceptional circum-
stances justify the use of a transaction that pro-
vides for innovative business arrangements or
structures that would not be feasible or appropriate
under a contract.

‘““(2)(A) Except as provided in subparagraph (B), the
amounts counted for the purposes of this subsection as
being provided, or to be provided, by a party to a trans-
action with respect to a prototype project that is en-
tered into under this section other than the Federal
Government do not include costs that were incurred be-
fore the date on which the transaction becomes effec-
tive.

“(B) Costs that were incurred for a prototype project
by a party after the beginning of negotiations resulting
in a transaction (other than a contract, grant, or coop-
erative agreement) with respect to the project before
the date on which the transaction becomes effective
may be counted for purposes of this subsection as being
provided, or to be provided, by the party to the trans-
action if and to the extent that the official responsible
for entering into the transaction determines in writing
that—

‘(i) the party incurred the costs in anticipation of
entering into the transaction; and

‘“(ii) it was appropriate for the party to incur the
costs before the transaction became effective in order
to ensure the successful implementation of the trans-
action.

‘“(e) PILOT PROGRAM FOR TRANSITION TO FOLLOW-ON
CONTRACTS.—(1) The Secretary of Defense is authorized
to carry out a pilot program for follow-on contracting
for the production of items or processes developed
under prototype projects carried out under this section
or research projects carried out pursuant to section
2371 of title 10, United States Code.

‘(2) Under the pilot program—

‘“(A) a qualifying contract for the procurement of
such an item or process, or a qualifying subcontract
under a contract for the procurement of such an item
or process, may be treated as a contract or sub-
contract, respectively, for the procurement of com-
mercial items, as defined in section 4(12) of the Office
of Federal Procurement Policy Act ([former] 41
U.S.C. 403(12)) [see 41 U.S.C. 103]; and

‘(B) the item or process may be treated as an item
or process, respectively, that is developed in part
with Federal funds and in part at private expense for
the purposes of section 2320 of title 10, United States
Code.

‘(3) For the purposes of the pilot program, a qualify-
ing contract or subcontract is a contract or sub-
contract, respectively, with a nontraditional defense
contractor that—

““(A) does not exceed $50,000,000 (including all op-
tions); and

“(B) is either—

‘(1) a firm, fixed-price contract or subcontract; or

‘‘(i1) a fixed-price contract or subcontract with
economic price adjustment.

‘“(4) The authority to conduct a pilot program under
this subsection shall terminate on September 30, 2010.
The termination of the authority shall not affect the
validity of contracts or subcontracts that are awarded
or modified during the period of the pilot program,
without regard to whether the contracts or sub-
contracts are performed during the period.

“(f) NONTRADITIONAL DEFENSE CONTRACTOR DE-
FINED.—In this section, the term ‘nontraditional de-
fense contractor’ has the meaning provided by section
2302(9) of title 10, United States Code.

‘“(g) FOLLOW-ON PRODUCTION CONTRACTS.—(1) A trans-
action entered into under this section for a prototype
project that satisfies the conditions set forth in sub-
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section (d)(1)(B)(i) may provide for the award of a fol-
low-on production contract to the participants in the
transaction for a specific number of units at specific
target prices. The number of units specified in the
transaction shall be determined on the basis of a bal-
ancing of the level of the investment made in the
project by the participants other than the Federal Gov-
ernment with the interest of the Federal Government
in having competition among sources in the acquisition
of the product or products prototyped under the
project.

“(2) A follow-on production contract provided for in a
transaction under paragraph (1) may be awarded to the
participants in the transaction without the use of com-
petitive procedures, notwithstanding the requirements
of section 2304 of title 10, United States Code, if—

““(A) competitive procedures were used for the se-
lection of parties for participation in the transaction;

‘“(B) the participants in the transaction success-
fully completed the prototype project provided for in
the transaction;

‘“(C) the number of units provided for in the follow-
on production contract does not exceed the number of
units specified in the transaction for such a follow-on
production contract; and

‘(D) the prices established in the follow-on produc-
tion contract do not exceed the target prices speci-
fied in the transaction for such a follow-on produc-
tion contract.

“(h) APPLICABILITY OF PROCUREMENT ETHICS REQUIRE-
MENTS.—An agreement entered into under the author-
ity of this section shall be treated as a Federal agency
procurement for the purposes of section 27 of the Office
of Federal Procurement Policy Act ([former] 41 U.S.C.
423) [now 41 U.S.C. 2101 et seq.].

‘(i) PERIOD OF AUTHORITY.—The authority to carry
out projects under subsection (a) shall terminate at the
end of September 30, 2013.”’

§2371a. Cooperative research and development
agreements under Stevenson-Wydler Tech-
nology Innovation Act of 1980

The Secretary of Defense, in carrying out re-
search projects through the Defense Advanced
Research Projects Agency, and the Secretary of
each military department, in carrying out re-
search projects, may permit the director of any
federally funded research and development cen-
ter to enter into cooperative research and devel-
opment agreements with any person, any agency
or instrumentality of the United States, any
unit of State or local government, and any other
entity under the authority granted by section 12
of the Stevenson-Wydler Technology Innovation
Act of 1980 (15 U.S.C. 3710a). Technology may be
transferred to a non-Federal party to such an
agreement consistent with the provisions of sec-
tions 11 and 12 of such Act (15 U.S.C. 3710, 3710a).

(Added and amended Pub. L. 104-201, div. A, title
II, §267(c)(1)(A), (B), Sept. 23, 1996, 110 Stat. 2468;
Pub. L. 105-85, div. A, title X, §1073(a)(50), Nov.
18, 1997, 111 Stat. 1903.)

CODIFICATION

The text of section 2371(i) of this title, which was
transferred to this section, redesignated as text of sec-
tion, and amended by Pub. L. 104-201, §267(c)(1)(A), (B),
was based on Pub. L. 103-355, title I, §1301(b), Oct. 13,
1994, 108 Stat. 3286.

AMENDMENTS

1997—Pub. L. 105-85 inserted ‘‘Defense’ before
vanced Research Projects Agency’ .

1996—Pub. L. 104-201 transferred section 2371(i) of this
title to this section, added section catchline, and

CAd-
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Appendix II: Agencies Authorized to Use
Other Transaction Agreements and their
Statutory Authorities

Agency

Other transaction authority as currently
enacted®

Public Law providing initial
authorization

Department of Defense (DOD)

For research, development, and
demonstration activities

For prototype activities

10 U.S.C. § 2371

Pub. L. No. 101-189, § 251 (1989)

10 U.S.C. § 2371 note

Pub L. No. 103-160, § 845 (1993)

Department of Energy (DOE)

42U.S.C.§7256

Pub. L. No. 109-58, § 1007 (2005)

Advanced Research Projects Agency-Energy
(ARPA-E)

42 U.S.C. § 16538

Pub. L. No. 111-358, § 904 (2011)

Department of Health and Human Services
(HHS)

42 U.S.C. § 247d-7e

Pub. L. No. 109-417, § 401 (2006)

National Institutes of Health (NIH)

For National Heart, Blood Vessel, Lung, and
Blood Diseases and Blood Resources
Program

For Common Fund
For certain demonstration projects

For Cures Acceleration Network

42 U.S.C. § 285b-3

|
Pub. L. No. 92-423, § 3 (1972)

Consolidated Appropriations Act, 2015,
Pub. L No. 113-235,div. G, title lI, §
213,128 Stat. 2487

Pub. L. No. 108-199, div. E, title II, § 221,
118 Stat. 256 (2004)

42 U.S.C. § 284n

Pub. L. No. 109-482, § 105 (2007)

42 U.S.C. § 287a

Pub L. No. 111-148, § 10409 (2010)

Department of Homeland Security (DHS)

6 U.S.C. § 391

Pub. L. No. 107-296, § 831 (2002)

Domestic Nuclear Detection Office (DNDO)

6 U.S.C.§ 596

Pub. L. No. 109-347, § 501 (2006)

Transportation Security Administration (TSA)

49 U.S.C. § 114(m)

Pub. L. No. 107-71, § 101 (2002)

Department of Transportation (DOT)

49 U.S.C. § 5312

Pub. L. No. 105-178, § 3015 (1998)

Federal Aviation Administration (FAA)

49 U.S.C. § 106())

Pub L. No. 104-264, § 226 (1996)

National Aeronautics and Space
Administration (NASA)

51 U.S.C. § 20113(e)

Pub. L. No. 85-568, § 203(c) (1958)

Sources: GAO analysis of U.S. code and public laws. | GAO-16-208

®As of September 30, 2015.
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Cornell Law School

U.S. Code > Title 42 > Chapter 6A » Subchapter il > Part C » Subpart 2 » § 285b-3

42 U.S. Code § 285b-3 - National Heart, Blood Vessel, Lung, and
Blood Diseases and Blood Resources Program; administrative
provisions

@

(1) The National Heart, Blood Vessel, Lung, and Blood Diseases and Blood Resources Program (hereafter in this
subpart referred to as the “Program”) may provide for—

(A) investigation into the epidemiology, etiology, and prevention of all forms and aspects of heart, blood vessel,
lung, and blood diseases, including investigations into the social, environmental, behavioral, nutritional, biological,
and genetic determinants and influences involved in the epidemiology, etiology, and prevention of such diseases;
(B) studies and research into the basic biological processes and mechanisms involved in the underlying normal
and abnormal heart, blood vessel, lung, and blood phenomena;

(C) research into the development, trial, and evaluation of techniques, drugs, and devices (including computers)
used in, and approaches to, the diagnosis, treatment (including the provision of emergency medical services),
and prevention of heart, blood vessel, lung, and blood diseases and the rehabilitation of patients suffering from
such diseases;

(D) establishment of programs that will focus and apply scientific and technological efforts involving the biological,
physical, and engineering sciences to all facets of heart, blood vessel, lung, and blood diseases with emphasis
on the refinement, development, and evaluation of technological devices that will assist, replace, or monitor vital
organs and improve instrumentation for detection, diagnosis, and treatment of and rehabilitation from such
diseases;

(E) establishment of programs for the conduct and direction of field studies, large-scale testing and evaluation,
and demonstration of preventive, diagnostic, therapeutic, and rehabilitative approaches to, and émergency
medical services for, such diseases;

(F) studies and research into blood diseases and blood, and into the use of blood for clinical purposes and all
aspects of the management of blood resources in the United States, including the collection, preservation,
fractionation, and distribution of blood and blood products;

(G) the education (including continuing education) and training of scientists, clinical investigators, and educators,
in fields and specialties (including computer sciences) requisite to the conduct of clinical programs respecting
heart, blood vessel, lung, and blood diseases and blood resources;

(H) public and professional education relating to all aspects of such diseases, including the prevention of such
diseases, and the use of blood and blood products and the management of blood resources;

(I) establishment of programs for study and research into heart, blood vessel, lung, and blood diseases of
children (including cystic fibrosis, hyaline membrane, hemolytic diseases such as sickle cell anemia and Cooley’s
anemia, and hemophilic diseases) and for the development and demonstration of diagnostic, treatment, and
preventive approaches to such diseases; and

(J) establishment of programs for study, research, development, demonstrations and evaluation of emergency
medical services for people who become critically ill in connection with heart, blood vessel, lung, or blood
diseases.

(2) The Program shall be coordinated with other national research institutes to the extent that they have
responsibilities respecting such diseases and shall give special emphasis to the continued development in the
Institute of programs related to the causes of stroke and to effective coordination of such programs with related

stroke programs in the National Institute of Neurological and Communicative Disorders and Stroke. The Director
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of the Institute, with the advice of the advisory council for the Institute, shall revise annually the plan for the
Program and shall carry out the Program in accordance with such plan.

(b) In carrying out the Program, the Director of the Institute, under policies established by the Director of NIH—
(1) may, after consultation with the advisory council for the Institute, obtain (in accordance with section 3109 of
title 5, but without regard to the limitation in such section on the period of such service) the services of not more
than one hundred experts or consultants who have scientific or professional qualifications;

@)

(A) may, in consultation with the advisory council for the Institute, acquire and construct, improve, repair, operate,
alter, renovate, and maintain, heart, blood vessel, lung, and blood disease and blood resource laboratories,
research, training, and other facilities, equipment, and such other real or personal property as the Director
determines necessary;

(B) may, in consultation with the advisory council for the Institute, make grants for construction or renovation of
facilities; and

(C) may, in consultation with the advisory council for the Institute, acquire, without regard to section 8141 of title
40, by lease or otherwise, through the Administrator of General Services, buildings or parts of buildings in the
District of Columbia or communities located adjacent to the District of Columbia for the use of the Institute for a
period not to exceed ten years;, ) ?g N Vo A
(3) subject to section 284 (b)(2) of this title and without regard to section 3324 of title 31 “and section 6101 of tite — 7
41, may enter into such contracts, leases, cooperative agreements, or, fransactions, as maL be necessary in

the conduct of the Director’s functions, with any public agency, or with any person firm, association, corporation,

or educational institutions;

(4) may make grants to public and nonprofit private entities to assist in meeting the cost of the caTre of patients in
hospitals, clinics, and related facilities who are participating in research projects; and

(5) shall, in consultation with the advisory council for the Institute, conduct appropriate intramural training and

education programs, including continuing education and laboratory and clinical research trainingiprograms.

Except as otherwise provided, experts and consultants whose services are obtained under paragraph (1) shall be

paid or reimbursed, in accordance with title 5, for their travel to and from their place of service an‘d for other

expenses associated with their assignment. Such expenses shall not be allowed in connection with the

assignment of an expert or consultant whose services are obtained under paragraph (1) unless the expert or

consultant has agreed in writing to complete the entire period of the assignment or one year of the assignment,
whichever is shorter, unless separated or reassigned for reasons which are beyond the control of the expert or

consultant and which are acceptable to the Director of the Institute. If the expert or consultant violates the

agreement, the money spent by the United States for such expenses is recoverable from the expert or consuitant

as a debt due the United States. The Secretary may waive in whole or in part a right of recovery under the

preceding sentence. ‘
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(2) Goals, priorities, and methods; interagency collaboration

Terms Used In 42 USC 284n

fiscal year: The fiscal year is the accounting period for the government. For|the federal
government, this begins on October 1 and ends on September 30. The fiscal year is

designated by the calendar year in which it ends; for example, fiscal year 2006 begins on

October 1, 2005 and ends on September 30, 2006.

Secretary: means the Secretary of Health and Human Services. See

The Secretary shall establish goals, priorities, and methods of evaluation for research
under paragraph (1), and shall provide for interagency collaboration with respect to
such research. In developing such goals, priorities, and methods, the Secretary shall
ensure that- ‘

(A) the research reflects the vision of innovation and higher risk with Io’ng—term
payoffs; and

(B) the research includes a wide spectrum of projects, funded at various levels, with
varying timeframes.

(3) Peer review

|
A grant may be made under paragraph (1) only if the application for the grant has

undergone technical and scientific peer review under section 289a of this title and has
been reviewed by the advisory council under section 282(k) of this title or has been
reviewed by an advisory council composed of representatives from appropriate

scientific disciplines who can fully evaluate the applicant.
(b) High-risk, high-reward research
(1) In general

From amounts to be appropriated under section 282a(b) of this title, the Secretary,
acting through the Director of NIH, may allocate funds for the national research

institutes and national centers to make awards of grants or contracts or to engage in
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