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Intramural Patents of
National Institutes of Health (Est. 1930)

Successor to Marine Hospital Service (Est. 1887)

Courtesy of Mark L. Rohrbaugh, Director of the Office of Technology Transfer at NIH

1 Patent applications include only the first U.S. patent application for a new disclosure filed in the reporting period (data include CIP filings but not Divisional applications). 
2 This number includes 15 administrative amendments that modify executed license agreements to correct or clarify non-substantive terms or obligations. 
3 This number includes 26 administrative amendments that modify executed license agreements to correct or clarify non-substantive terms or obligations. 
4 This number includes 25 administrative amendments that modify executed license agreements to correct or clarify non-substantive terms or obligations. 
5 Waiver breakdown: 50 Inventor waivers and 8 US manufacturer waivers. 

2744392129414448Material

3933332322394336Standard

6677724451808784Executed CRADAs (NIH Only)

73585Waivers
$91.6$91.2$97.2$87.7$82.7$98.2$56.3$53.7Royalties ($ in millions)
226215425932642254313276209Executed Licenses
13411088117936612286Issued U.S. Patents
304300343354309347396382Total U.S. Patent Applications Filed
147156176178173186199196New U.S. Patent Applications Filed1

340353402419367388403400Invention Disclosures  
FY 2010FY 2009FY 2008FY 2007FY 2006FY 2005FY 2004FY 2003ACTIVITY

NIH OFFICE OF TECHNOLOGY TRANSFER
NIH and FDA Invention and Patent Activity

(http://www.ott.nih.gov/about_nih/statistics.aspx)



First Intramural Patent of
Naval Research Laboratory (Est. 1923)

Courtesy of Amy Ressing, Associate Counsel for Intellectual Property, Naval Research Laboratory
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HEW (NIH) Patenting Policies
Harbridge House Government Patent Policy Study Final Report to

Comm. on Gov’t. Patent Policy, Fed. Council for S&T (1968)

� "The department's interest in inventions is almost the reverse of that 
which generally prompts a private patent application. Its concern 
is not to withhold the invention from the public or to charge royalties
for its use but to assure the availability of the invention to all. This 
assurance may be lost if an individual claiming priority of invention files 
a patent application."

� patenting may be ... appropriately recommended when-
� 1. . . . maximum assurance against potential rival claims by

establishing priority of invention and diligence in reducing to 
practice [is advisable]; or 

� 2. it is deemed advisable, for reasons of health or safety, to 
retain control . . . of the invention itself, with legal authority to 
impose restrictive conditions on its use; or 

� 3. other Federal agencies have such an interest in the invention 
[and will] prosecute the patent application."

� Employee inventions are not the primary focus of the annual 
performance reviews.

Example of Technology Transfer from 
the Naval Research Laboratory (1920’s)

(U.S. DOJ Investigation of Patent Practices & Policies – 1947)

* * *

Only “option contracts” eliminated; inventor licenses to firms permitted.



But . . .
Example of NRL Tech Transfer (1937)
(U.S. DOJ Investigation of Patent Practices & Policies – 1947)

Provides CRADA authority to GOCOsNational Competitivness Technology 
Transfer Act (P.L. 101-189)

1989

Along with existing statutes, reiterates the basis for "Work for
Others" and "Use of Facilities" programs 

President Reagan EO 12591 – "Facilitating 
access to science and technology"

1987

Provides explicit CRADA authority to GOGOs (where organic 
authority is lacking)

Federal Technology Transfer Act (P.L. 99-
502)

1986

Limits antitrust liability in joint R&D among firmsNational Cooperative Research Act (P.L. 
98-462)

1984

Intellectual property rights to R&D funding granteesBayh Dole Act (P.L. 96-517)  

Enacted 10/21/80; many provisions not implemented.
Established Research and Technology Applications Offices at 
each federal laboratory.

Stevenson-Wydler Technology Innovation 
Act (P.L. 96-480)

1980

Response to advisory committee recommendation to transfer 
government sponsored IP rights to private sector 

President Carter "Industrial Innovation 
Initiatives"

1979

InitiativeYear

Federal Laboratory Technology Transfer 
Legislative and Policy Milestones

t CRADADA a o GOGOGOs (s (

or "Workrk forg 
Others"rs" 

g , , 
"U"Use of FaFacilitieses" 

es CRARADA aes CRADRADA a o GOCOCOso GOCOCOs

Enacteted 10/21/1/80; mamany provvisions n not impmplementnted.



Forms of Technology Transfer

Adams, Chang, and Jensen, The Influence of Federal Laboratory R&D on Industrial Research, Rev. of Economics and 
Statistics, pp 1003-1020 (2003)

Quantitative Patent Data
Appropriate?  Reliable?  Meaningful?

� “[The agencies’ passive approach to patent marketing] has proven to be an ineffective 
policy as evidenced by the fact that of the more than 28,000 patents in the 
Government patent portfolio, less than 4 percent are successfully licensed.”
(Senate Report 96-480, on the University and Small Business Patent Procedures Act,
December 12, 1979).

� “[The contention that companies needed title or exclusive licenses to inventions] was 
supported by the fact that, although a portion of ideas patented by the Federal 
Government had potential for further development, application, and marketing, by
1980 only five percent of these were ever used in the private sector.”
(Congressional Research Service – Report for Congress 94-5001-SPR, June 14, 1994).

� “The Federal Government will spend approximately $18 billion in fiscal year 1986 on 
research and development at over 700 Federal laboratories.  These laboratories 
employ one-sixth of the Nation's scientists and engineers. . . . Over the years, 
however, only approximately 5 percent of Federal patents have been licensed.”
(Senate Report 99-283 on the Federal Technology Transfer Act of 1986, April 21, 
1986).

� “Currently, only about 10 percent of federal patents have been licensed to be 
commercialized.” (DOE Press Release of March 29, 2011,
http://www.energy.gov/10202.htm)



Increased Attention to Technology 
Transfer from Federal Laboratories

(House Report 111-203 – July 2009)

DOE Contractor Attorneys’ Association
Spring Meeting 2011

Panel on Technology Transfer

� Katharine Ku, Director of the Office of Technology 
Licensing, Stanford University and SLAC; Member, 
Committee on the Management of the University 
Intellectual Property, National Academy of Sciences 

� Ray O. Johnson, Senior Vice President and Chief 
Technology Officer, Lockheed Martin Corporation; Board 
Member, Sandia Corporation

� William H. Pratt, Partner, Finnegan, Henderson, 
Farabow, Garrett & Dunner



Observations

• Age of the office is important
– 20-25 year proposition

• Metrics are not meaningful!
• Each deal is different
– Flexible
– Reasonable
– Precedence

Issues in Tech Transfer
• Conflict of interest
– Individual
– Institutional

• Research Commons/tools
• Retained rights
• Exclusivity vs. non-exclusivity
• Big companies vs. Small companies
• Physical Sciences vs. Life Sciences



Best Practices

• Stay centered
– Laboratory values come first

• Do what’s best for the technology
– Don’t chase the $$$
• The dollars will come if you do a good job

• Plant as many seeds as possible
– Some will bear fruit

Translation:
Advice  to Labs

• Stay Centered: tech transfer is a 
risk-taking decision; try to enable it

• Do what’s best for the technology: 
get it out there, don’t put stumbling 
blocks, minimize bureaucracy

• Plant as many seeds as possible: you 
will be lots of credit for doing this



Specifics

• Have template agreements
• Be on flexible most aspects 

(particularly financial)
• Explain why can’t be flexible on 

other provisions
• Be reasonable (have reasons)
• Try to be efficient/effective
• Try not to be bureaucratic
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Generated Data  - Information Produced During the 
Course of the Project

• Ability to protect - key issue for many companies 
looking to fund work at a National Lab or 
participate in Cooperative Agreements
– Without protection – USG gets Unlimited Rights and 

competitors gain early access 
– Major concern for many but not all companies

• WFOs – Typically, a company can designate all 
Generated Information as Proprietary Information
– Not practiced by all Labs – which can result in loss of 

work for a Lab
• Solution (in some cases) publishing carve-outs 

WFOs

Not practiced by all Labs –

yp y, p y g
Generated Information as Proprietary InformationG

Solution (in some cases) publishing carve-outs 
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Generated Data  (con’t)

• CRADAs - “Each Party may designate as Protected 
CRADA Information any Generated Information produced 
by its employees …and, with the agreement of the other 
Party, so designate any Generated Information 
produced by the other Party’s employees.”
– Very big concern– Will the Lab designate if requested?  
– Solution MOU with DOE

• Financial Assistance Awards (Grants/Cooperative 
Agreements)
– Unlimited Rights in data first produced in performance of the project 

and all data delivered under the FAA
• Exceptions:  Funding under Energy Policy Act and American Recovery and 

Reinvestment Act  (five-year confidentiality period)
– Solution:  Address concerns when listing deliverables and by 

exceptions to Additional Data Rights provisions

CRADAs
CRADA I

Financial Assistance Awards 
A t )

with the agreement of th
y Generated Information 

”
Party, so designate any Generated Inform
produced by the other Party’s employees.

y g
Solution MOU with DOE

)
Unlimited Rights 

d ll d t d li

Solution:
ti
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Obligations under the Patent Provisions

• Generally speaking – most obligations are acceptable to the majority of 
companies with some minor modifications or explanations

• U.S. Competiveness Concerns (CRADA)– Big issue

U.S. Competiveness Provision: Products embodying Intellectual Property developed under 
a CRADA shall be substantially manufactured in the United States, and processes, 
services, and improvements covered by Intellectual Property developed under a CRADA 
shall be incorporated into the Participant’s manufacturing facilities in the United 
States either prior to or simultaneously with implementation outside the United States.  
Such processes, services, and improvements, when implemented outside the United 
States, shall not result in reduction of the use of the same processes, services, or 
improvements in the United States.

– What does “substantially manufactured” mean?  Not expressly defined.
• But see, NASA Regulations and Buy American Act 

– Major impediment in contracting with a National Lab – especially for U.S. subsidiaries of 
foreign corporations

– Archaic in a global economy and can be counterproductive

– Solution:  MOU with DOESolution:  MOU with DOE

petiveness Provision: Products embodying Intellectual Prop
shall be substantially manufactured in the United States,

d i t d b I t ll t l P t d l

Major impediment in contracting with a National Lab – especially for U.S. subsidiaries of Major impediment in
foreign corporations

U.S. Competiveness Concerns (CRADA)
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Obligations under the Patent Provisions (con’t)

• Preference for U.S. Industry – FAA
– Small business/non-profits: “No small business …

Nonprofit … [or] its assignee … shall grant to any person the 
exclusive right to use or sell any subject invention in the 
United States, unless such person agrees that any products 
embodying the subject invention or produced through the use 
of the subject invention will be manufactured substantially 
in the United States.” (Bayh Dole Act)

• ARPA-E places similar requirement on federally-owned, contractor-
operated laboratories receiving ARPA-E Funding

– Large Business Firms (with DOE waiver): any products 
embodying any waived invention or produced through the use 
of any waived invention will be manufactured substantially 
in the United States (exceeds Bayh Dole Act).

FAA
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Obligations under the Patent Provisions - Preference 
for U.S. Industry (con’t)

– Small business and non-profits (ARPA-E): The Recipient agrees that “any 
products embodying any elected subject invention or produced through the use 
of any elected subject invention will be manufactured substantially in the United 
States for any use or sale in the United States… The Recipient further agrees 
to make the above condition binding on any assignee or licensee of, or any 
entity acquiring rights to, any elected subject invention, including subsequent 
owners of Recipient.” (exceeds Bayh Dole)

– Large Business Firms (ARPA – E): Same as above, except requires 
substantial manufacturing in the U.S. for sale or use anywhere in the world

• Concerns
– “Manufactured Substantially” – Not Defined
– Affects ability to license 
– Hurdles for bringing in large companies into a project for cost sharing purposes 

• Solutions (FAA):
– Net Benefit Statement – possible if not receiving government funding 
– Waiver – need to show not commercially feasible in U.S. and alternative benefit 

to the U.S.  May be more difficult to obtain if American Recovery and 
Reinvestment Act funding is involved

Solutions (FAA):
Net Benefit Statement – possible if not receiving government funding f

( )

Waiver 
t th U

Thank-You!

Russell Moy
rmoy@sura.org
202-657-6202


