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TO: Barry Phelps 

FROM: 


SllBJECT: Ad lin;str"tivc History 

I am attaching some copics of documents relating to the legislative history urthe 
Technology Transfer CommcrclaH?.ation Act 01'2000, in which we prepared positions 00 

behalf of the Administrotion, along with copies of two recently printed reports" There are 
a large number of additional reports 00 various topics in technology policy that were 
published during the Clinton Administration and that are accessible through our web site, 
http://www,ta.doc.g()v/OTPolicv/RcpurtsJltm. Unfortunately, l don't have extra copies 
of those reports to provide you. Let me know if I can be of any further help. 

http://www,ta.doc.g()v/OTPolicv/RcpurtsJltm


UNITED STATES DEPARlMENTfF OOMMERCE 
The Under Sea'llt.ari fur Technology 
washingtOn, D.C. 20230 

JUL I 9.l9 

The Honorable Patrick J. Leahy . 

Ranking Minority Member 

Committee on the Judiciary 

United States Senate 

Washington, DC 20510 


Dear Senator Leahy: 

On July 13, 1998, the Office of Management and Budget (OMB) issued a Statement of 
Administration Policy (SAP) in support of the Technology Transfer Commercializa~ion 
Act, which was introduced as H.R. 2544 in the previous Congress. The SAP indicated 
the Administration's support for the legislation because "[t]he bill will significantly 
facilitate the licensing ofGovernment-.owned inventions by Federal agencies," 

On May 10, 1999, in another SAP, OMB reiterated the Administration's current and 
on~going support for the enactment of the Technology Transfer Commercialization Act, 
reintroduced as H.R. 209 in tbe 106" Congress. Additionally, the Administration viewed 
positively the consensus changes which were made to H.R. 209 at the suggestion of both 
the Senate Committee on the Judiciary and the Senate Committee on Commerce, Science~· 
and Transportation, 

Aller the House of Represent.tives considered and passed H.R. 209 on May 1 I, 1999, we 
understand that an organization knovro as the Consumer Project on Technology (CPT) 
circulated a letter to you and other members ofCongress that raised concerns about the 
biB. We discussed these concerns with the Interagency Working Group on Technology 
Transfer. y,llich includes representatives from the Departments of Agriculture, 

" Commerce, Defense, EnergYl Health and Human Services, Interior, and Transportation 
and .of the National Aeronautics and Space Administration. 

We support the principle that the benefits of federal research should be widely available 
at reasonable prices, But, we are not convinced that the concerns raised in the CPT letter 
are sufficiently va1id to warrant subslantive amendments to H.R. 209. Rather, we believe 
that the changes proposed in H.R. 209 are long overdue and that the overall impact of the 
bill will be positive. Because you bave requested NIH to provide its rosPonseto the CPT 
concerns, we have communicated directly with the technology transfer office staff at 
NIH, and understand that they wHl provide their agency's comments. in a separate 
transmittaL 



, 


For your review) our comments on each of the points raised by the CPT tetter are 
addressed in the enclosed attachment. We urge the Senate to begin its expeditious 
considet"..\tion oflhis legislation in the near future and we look forward to its enactment 
into law. 

/Jabvi' .Bachula 
Acting Under Secretary for Techoology 

Enclosure 
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UNITED STATES DEPARTMENT OF COMMERCE 
The Under Secretary for Technology 
Washington, 0. C. 20230 

AUG I 2 1998 

The Honorable Ernest F. Hollings
Ranking Minority Member, Subcolllllittee 


on Communications 

Committee on Commerce, Science and Transportation

Washington. DC 20510 


Oear Senator Hollings: 

I am .riting to express the views of a number of executive branch 
departments and agencies concerning S. 2120, The Interagency Working
Group on Federal Technology Transfer. an interagency group the 
Department chairs, prepared these comments, They reflect the views of 
the Oepartments of Agriculture. Commerce. Oefense. Energy. Health and 
Human Services, Interior. and Transportation and of the National 
Aeronautics and Space Administration. 

We believe the provisions of S. 2120 will improve the ability of 
government agencies to license their .inventions fairly and efficiently.
We appreciate the care you and Senator Rockefeller have taken in 
drafting the legislation and believe its provisions will prove useful 
both to the agencies and to businesses seeking to license from the 
government. In the attached comments, we have suggested a few ways in 
which the bill could be strengthened. 

We look forward to the opportunity to work with you and your staff on 
this important bill. 

Sincerely. 
p ,?,

;~, ",j ,~C· ~ 
Gary R. achula ~~nder Secretary for Acting

Technology 

Enclosure 
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Consensus Comments on S. 2120 

The agencies have reviewed the bill carefully and believe the provisions of the 
bil1 wi1l help to make agency licensing procedures more efficient, without sacrificing 
protections built into the existing law. We note, however, that the bill differs from its 
House counterpart, H.R. 2544. in several respects and we believe that some of those 
differences do not serve the purpose of the bill. Accordingly, we recommend that the 
following provisions of the bill be revised: . 

1. 	 The Business/Development Plan and Subsequent Related Documents 
Submitted by the Applicant/Licensee Should be Exempted from 
Disclosure Under the Freedom of Information Act 

Proposed section 209(g) relates to the non-disclosure of certain information supplied in 
connection with the licensing of federal inventions. This provision requires the 
exemption from disclosure under the Freedom of Inforrilation Act of a "subdocument" 
to be included in all license applications. The subdocument is to include specific 
information concerning the applicant's plans for commercializing the invention, such as 
the fields of use and geographic areas in which the applicant wishes to practice the 
invention. 

This provision appears to be aimed at defining wi!h precision the scope of the 
information that may not be disclosed. While'the agencies fully support the objective 
of making the mandatory exemption as clear and as narrow as possible, they believe the 
bill's provisions are too detailed to be workable. First, it is not clear from the bill's 
languagt:~ whether the protected "subdocument" is intended to be the same document as 
the "development plan" described in the preceding section. If they are, then this 

. section appears to be uIUlecessarily limiting the types of information that may be 
required in the "development plan" and that may be considered by an agency in making 
its licensing decision. If they are different, then the application of the Freedom of 
Information Act becomes extremely complicated. Information contained in the 
subdocument will automatically be exempted from disclosure while the same 
information contained in the "development plan" will have to be scrutinized carefully 
under the Freedom of Information Act and may well be disclosed, at least in part. 

In addition, the bill's constraints on the disclosure of information concerning fields of 
use and geographic limitations in a license would make it difficult to advertise or 
negotiate other field of use or geographic license opportunities involving the same 
invention. Finally, the bill does not include within the exemption information 
submitted by the licensee once the license is obtained concerning its commercialization 
efforts. This information is routinely required as a check on the licensee's perfonnance 
but because of its confidential commercial nature should be entitled to exemption from 
disclosure. 
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" 

The Committee recommends that the bill follow the approach of H.R. 2544, recently 
passed by the House of Representatives, -That biB exempts business or development 
plans submitted by the licensee and subsequent utilization reports from disclosure under 
the Freedom of Information Act while leaving the content of those documents to be 
defined by the agencies consistent with the purposes of the law. 

2. Small Businesses Should Not Be Exempted From The Requirement Of A 
Business Plan (§ 209(f)) 

Proposed section 209(1) requires that applicants submit business plans before a 
technology can be licensed to them. However> agencies are reqUired to consult with the 
Small Business Administration (SBA) to develop standards for exempting small 
businesses from this requirement when applying for a nonexclusive license. 

The agencies agree that the licensing process should be strucrured to take into account 
the needs of small business whenever possible. For example, there is presently a 
prefercn<£ for small businesses in 35 USC 209(c)(3) when agencies are granting an 
exclusive license. However, the agendes believe that allowing a small business a non~ " 
exclusive license Wllhout providing a business plan creates the potential for frustrating 
the primary Plll1'ose of expediting the commerciali71tlion of some inventions. 

The agencies are concerned that a small business could retard or even prevent the 
commer(:ializ3tion of an agency technology if it is pennhted to seek a non-exclusive 
license without submitting a plan. For example, a small company. seeing an agency 
notice of intent to grant an exdusive license to another company, could contest the 
grant by offering instead 10 non-exclusively license the invention. However. without a. 
business plan to review, the agency would be unah!e to determine -.yhether the sma)) 
business had a realistic chance of bringing the invention to the marketplace if it were 
granted a nonexclusive license. The exemption of small businesses would also severely 
compromise an agency's ability to terminate the nonexclusive license for lack of 
performance (as authorized e1sewhere in the bill). With no business plan fO consider 
as a basis for judging the smaH business's conduct, the agency would have a much 
more difficult time evaluating the commercialization perfonnance of the smal1 business 
and taking the requisite action. We also note that small businesses generally seek an 
exclusive license and so the exemption would offer little advantage to them. 

For these reasons. the agencies recommend that the second sentence of proposed 
Section 209(1) be dropped. 

3. The License Retained by the Government Should Be Broadened 
Section 3 (proposed Section 209(d)(1)(A)) authorizes the federal agency to retain a 
license for itself when granting an exclusive license. Under existing reguJation, 
agencies secure a license for the entire government, rather than just their agency, This 
enables other agencies to claim the benefits of the license. The agencies recommend 



that the bill's Janguage be expanded to permit any agency to use the licensed invention 
by inserting "'any" before "federal". 

4. 	 The Requirement for a Review of CRADA Procedures Needs to be More 
Carefully Defined 

Section 4 of the bill requires the Executive Branch to review the procedures used in 
entering into certain CRADAs under the Stevenson-Wydler Technology Innovation Act, 
The agencies believe, however, that this portion of the bill should be clarified to make 
clear that the review is not intended to unduly complicate the process of entering into 
cooperative research and development agreements. The agencies would be pleased to 
work with the Committee to accomplish this as the bill proceeds. 



UNITED STAlES IlEPARlMENTIl' IXlMMERCE 
The Urder SecrEtary for Technology 
Washington, D"C. 20230 

Congressman Jim Sensenbrenner, Jr. 

Chairman 

Committee on Science 

U.S. House of Representatives 

Suite 2320, Raybum House Office Building 

Washington, DC 


Dear Chairman Sensen brenner: 

I am writing to express the Department's views on H.R. 2544, which the 
Committee on Science will be considering On Wednesday, May 13. We earlier 
submitted written comments on H.R. 2544 (a copy Of~'is enclosed), to Mrs. 
Morella and the staff of the Technology Subcommittee These comments were 
~red by the Interagency Working Group on Feder I Technology Transfer, 

an interagency group which we chair, and reflected the views of the Departments 
of Agriculture, Commerce, Defense, Energy, Heatth and Human Services. 
Interior, and Transportation and of the National Aeronautics and Space 

\Adm~~ 
We are pleased that most of our comments have been Incorporated into the bill. 
However, the bill still fails to address the most important issue raised in our 
written comments and in the eartier testimony of Ray Kammer. Director of the 
National Institute of Standards and Technology, on this bill. That issue relates 
to the question of the notice to be given to the public In connection with the 
exclusive licensing of a government technology. 

At present, the agencies are required to give separate public notices of both the 
. availability of the invention and of their intention to grant an exclusive license. 
The agencies agree that this dual-notice requirement is a cumbersome process' 
of little public benefit. The experience of all of the agencies is that the initial 
"notice of availability" rarely, if ever, elicits any public response or interest in the 
technology. Conversely, as Mr. Kammer's earlier testimony indicates. the 
."notice of intent to license" has frequently helped the agencies make the best 
possible decision concerning the licenSing of the technology by providing an 
opportunity for other potential applicants to come forward and present their 
proposals for commercializing the technology. The bill woutd effectively turn 
current practice upon its head by requiring that the notice instead focus on the 
"availability" of the technology - and thus have to be issued very early. instead 
of at the critical time when an agency intends to grant an exclusive or partially 
exclusive license, 
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The notice called for by the bill would have 10 be given when there is much less 
informalion available concerning the technology and its possible commercial 
applications, As a result, potentially interested parties are unlikely to have a 
basis for evaluating the technology and offering their suggestions for alternative 
uses, Instead, agencies would likely have to proceed to license to the firs! party 
properly requesting an exclusive license, thus compromising the agencies' ability 
to select the bast plan for the development and commercialization of the 
government technology, 

We do not believe that requiring a notice of intent to grant an exclusive license 
will result in delay as compared with the notice procedure proposed in the bill, 
The time required to negotiate a license agreement, from the formation of the 
intent to license to the signing of the agreement, is always substantially longer 
than 30 days, In the majority of cases, where no comments are filed in response 
to the notice, little if any delay would occur. Where comments are filed, same 
additional time would be required to analyze the comments, but any such delay' 
would be more than offset by the benefits to the public of ensurin'g the mast 
expeditious commercialization and competitive use of the technology, 

In addition, we have been working with Committee staff concerning a proposed 
amendment by Mrs, Tauscher, which is included as section 6 in the May 11 draft 
of HR 2544, in order to make sure it does not unduly complicate the approval 
process for cooperative research and development agreements, We look 
forward to continuing to work with you and staff on this proposal as HR 2544 
proceeds through the legislative process, 

Thank you for the opportunity to present our views, We look forward to the 
opportunity to work with you and your staff on this important bill. 

Enclosure 



UNITED STATES DEPARTMENT OF COMMERCE 
The Under -. eta'llor Tecllnology 
Washington, D.C. 20230

FEB 23 1998 

Honorable Constance A. Morella 
Cbairwoman, Subcommittee OIl Technology 
Committee on Science 
U.S. House of Representatives 
Washlngton, D.C. 20515-6301 

Dear Madam Chairwoman: 

In response tD the request of the Subcommittee staff, we have prepared comments on H.R. 
:/544, These were developed by the Interagency Working Group on FOdera! Teclmology 
Tr.msfer, which includes the Departments of Agriculture, Commerce, Defense, Energy, 
Health and Human Services, Interior and T....spnrtation. as well as the National Aeronautics 
and Space Administration. 

We fully suppurt the goal of H.R. 2544 to simplify the requirements imposed on 
Government-owned and operated federal laboratDries in the licensing of their inventions. An 
additional important goal i. ensuring federal agencies maintain the ability to exercise proper 
stewardship over the commercialization of government technologies. Each federal agency 
has a mission which ultimately provides benefit to the pubtic. To achieve that mission, each 
agency must be able to exercise its stewardship responsibilities and ensure that 
commercialization is achieved in an appropriate and timely manner_ 

However. we believe several provisions of the bill should be revised in order to better 
achieve these goals. A few teclmical changes to related stalule$ are recommended to 
facilitate the transfer of federal technologies. They are included, per the request of 
Subcommittee staff.· . 

The Office of Management and Budget advises that there is no objection to the transmission 
of this report from the standpoint of the Administration's program. 

We look forward to working with you and your staff on this important bill. 

s·il)tJ·~ 

Bachula 
Acting Under S!"'retary 

for Technology 

Enclosure: Consensus Comments 



Consensus Comments on H.R. 2544 


Proposed amendment of Section 121b112) of the Stevenson­
Wydler Act 

CmnIll<:llU: 
We support the broadening of CRADA licensing authority to include pre-existing 
inventions but believe that the authority should be limited to the licensing of 
fedenilly owned inventions directly related to the statement of work under the 
CRADA and that such licenses should be subject to the public notiCe requirement 
of propi)sed 5 209(0)(6) if they are exclusive and the general requirementa of 
proposed § 209(b)(1)-(3). 

We also believe the grant of authority should be limited to government-owned 
and operated Ishoratories and nol extend to contractor-operated laboratories, 
which have independent licensing authority and are not subject to 35 U.S.C. 
55 W and 209. Fur\bennore, the contractor usually has the right to own ita 
inventions. In addition, there is a need to make an editorial change to provide 
only for licensing and not assigning rights in pre-existing inventions. 

PrOllosal: 
Add to secuon 2 of the bill the following: 

Section l2(b )(1) of the Stevenson-Wydler Technology Innovation Act of 
1930 (15 U.S.C. 3710a(b)(I)) is amended by inserting ·or, in the case of 
a government.operaied laboratory and subject to sections 209(3)(6) and 
(b){I)·(3) of title 35, United States Code, may license any pre.existing' 
federally owned invention directly related to the scope of work under the 
agreement.' after ·under the agreement". 

Setting the Terms for Nonexclusive Ucenses and Clarifying the 
Scope of Application of Proposed § 209 

Comments 
Section 3 of the bill appears to be directed to the granting of exclusive licenses 
(due to the use of the phrase 'under this sectioo" in subsections (b)-(d) of 
proposed § 209), even though many of the requirementa in existing § 209 apply 
to all licenses. We think that the requirementa in !i 209(b) and (d) should also 
apply to nonexclusive licenses as well as the express retention of a royalty free 
license for the Government. HR 2544, as introduced, does nol mention any 
license for the Government. The scope of such a license should be equivalent to 
that in 37 CPR 404.7(a)(2)(1) and (b)(2)(I), which permits use by foreign 
governments and international organizations pursuant 10 a Ireaty or agreement. 

I 



Further, the small business preference in (c) should be for exclusive licenses 

only because it is not necessary for the granting of non-exclusive licenses. 


However, we believe that not every license granted by !he Government should 

be subject to the requirements of § 209, which is designed to ensure appropriate 

commercialization. We propose excluding the types of transactions currently 

excluded by regulation (37 CFR 404.1), as well as research licenses not 

involving any commercialization, and licensing of tho Government's undivided 

rights in inventions jointly owned with a private party 10 that party. This change 

would make it clear thalliccnses otherwise authorized by statutes such as !he . 

Federal Technology Transfer Act covering inventions nuder cooperative research 

and development agreements, and 35 U.S.C. § 202(e) permitting the transfer of 

rights in a joint invention to a small business or nonprofit contractor/joint owner, 

are not subject to the requirements of 35 U.S.c: § 209. Also exempted wouW be 

licenses under treaties and international agreements including science and 

technology memorarutl of understanding. 


l'r.oJ;wsals: 

Revise the first part ofproposed § 209(0) as follows: 


(a) EXCLUSIVE LiCENSES. -A Federal agency may grant an exclusive, 
c<>-exclusive or partially exclusive license in a federally owned invention 
only if-

Add. new subpart consolidating the requirements of proposed § 209(b) and (d) 
with the following preface: 

(b) ALL L1CENSES-A Federal agency may grant a license on a federally 
owned invention only if the person requesting the license has. supplied the 
agency with a plan for development andlor marketing of the invention. 
Such licenses shall be subject to the following restrictions: . 

Move proposed § 209(c) to a new paragraph (a){6): 

(6) first preference for granting the license has been given to small 
business rums having equal or greater likelihood as other applieants to 
bring the invention to practical application within a reasonable time; and 

Add the following new subparagrsph (b)(4) to proposed § 209: 

(4) EXCEPTED PATENT LiCENSES-The provisions of section 209 
shall not apply to a research license, an exchange of patent rights by a 
Federal agency to settle a palent dispute, • license of the government's 
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undivided rights in a jointly owned invention to the joint owner, or a 
license otherwise authorized by a law, treaty or international agreement. 

Add the following new subparagraPh (A) to proposed § 209(d)(1)(A) and change 
•A" and -B- to "'B· and lie·t- respectively: ' 

(A) retaining a royalty-free righl for the Government of the United States 
and for any foreign government or international organization, pursuant to 
an eltisting or future treaty or international agreement, to practice or have 
practiced a federally owned invention on behalf of the Government of the 
United Slates, the romgo government or international organization; 

Providing Criteria for Setting the Scope of a Ucense 

Proposed § 209(0) would eliminate the current requirement that an agency find, 
in granti ng an exclusive license, that the terms and scope of alicense are no 
greater than reasonably necessary to provide the applicant witb incentive to 
commercialize the invention. nus language has had • positive influence on 
agency licensing decisions. Many patents contain multiple claims and multiple 
fields of application and may need licensee. with differing resource. to 
commercialize them. Existing statutory language, which requires 
commercialization plans, gives .the agencies a clear basi. for deterinining the 
proper s<:ope of a license. 

Proposal: 
Add at the end of S 209(')(2): 

and that the proposed scope of exclusivity is not greater than reasonably 
necessary 10 provide the incentive for bringing the invention to Practical 
application or otherwise promote the inventioo's utilization· by the public 

Providing for a Development or Marketing Plan Prior to Licensing 
Comments: 
We believe that the requirement for a development or marketing plan in 
proposed § 209(d)(2) should not be part of the license but rather the application 
for a license as is in existing § 209(a). Requiring the plan as part of the 
licensing process as set forth in our proposed § 209(1)) gives the agencies an 
objective basis for selecting the firm best suited to commercialize the invention. 
The exercise of preparing the plan is also of considerable use in assisting 
companies, especially small businesses, in defining their Own focus with respect 
to the invention. To help ensure that the goal of commercialization i. achieved, 

. we believe it is also important to preserve the agency's ability to modify or 
terminate the license for· sustained failure or inability to carry out the plan. 

3 



l'mp.Qsals: 

Delete the requirement for a plan in proposed § 2fl9(d)(2) and revise the first 

ground for termination in (d)(\)(B)(i): 


(i) the licensee is not executing its commitment to achieve practical 
utilization of the invention. including commitments contained in any plan 
submitted in support of its request for a license, and the licensee cannot 
otherwise demonstrate to the satisfaction of the Federal agency that it baa 
taken or can be expected to take within a reaaonable time. effective 'steps 
to achieve practical application of the invention; 

Maintaining Existing Requirements for U.S. Manufacture by 
licensees 
Commellla: 
Proposed S 209(b) would broaden the scope of the existing U.S. manufacturing 
requirement but limit its application to exclusive or partially exclusive Iicens... 
Existing S 209(b) applies to both exclusive and nonexclusive licenses but 
requires manufacturing substantially in the U.S. only where the licensee intends 
to use or sell the licensed invention in"'" United States. Licenses covering 
foreign distribution are IlOW not subject to this requirement. The bill's language 
would apply the -substantial manufacturing' requirement to both domestic and 
foreign sale. and distribution. This change does not appear to be necessary to 
achieve the bill'. J'I'I'POSl'. Further, it would be inconsistent with the trade 
policy position the U.S. Government has taken in international fora. For these 
reasons. we recommend that the present statutory language be retained. If 
Congress would define or explain what i. meant by 'substantially,' this might 
promote uniform interpretation and application by the agencies of lbis 
requirement. 

ProPosal: 
Move proposed § 209(b) to a new subparagraph (b)(l) and revise as foUows: 

(1) MANUFACTURE IN UNITED SfATES. A Federal agency shall 
normally grant lbe right to use or seU any federally owned invention in 
lbe United States only to a licensee lbat agrees that any products 
embodying the invention or produced through the use of the invention will 
be manufactured substantially in the United Slates. 

. . 
Modifying the New Single Public Notice Requirement 
Comments: 
As regards public notice; we believe that the purpose of the bill would be 
advanced by focusing on the intent to grant an exclusive license rather than the 
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availability of the invention for licensing. Agencies will likely publicize their 

available inventions at various times and in many different ways in order to 

encourage license applications. A copy of the notice sliould be sent to the 

Attorney General (as i. cw:rentJy required by 37 CFR 404.9). 


We also recommend deleting the bill's requirement that the notice be given "in 

an appropriate manner" since that language might be construed to require 

publication in the Federal Be.gjster. Further, there should be an explicit 

requirement as in 37 CFR 404.7(a)(I)(ii) that the announcing Federal agency 

will consider any timely responses to the notice. There would be no need to 

exempt inventions made under cooperative research and development agreements 

as set forth in proposed § 209(0) of the bill because of the general exclusion in 

our prO[XlSed new § 209(b)(4). 


Pts>1loW: 

Move proposed § 209(e) to a new subparagrapb (a)(7) and revise as followa: 


(7) a notice of the inlent to grant the license has been published. and a 
copy sent to the Attorney General. at least 30 day. before the license i. 
granted and the Federal agency has considered all the timely responses to 
that notice. ' , , ' ,," 

Authorizing Agencies to License ·Inventions· Requires Revision of 
Other Statutory Sections 
ClllDmentl: 
Section 3 of the bill would significantly broaden the scope of authoriiy to license 
federally owned inventions insofar as this authority would not depend upon 
whether or not IIJl invention is covered by a patent or patent application. In 
existing 35 U.S.C. S 207(0)(2), licensing authority is limited to patents and 
patent applications. Thus, the differing language should be delete<! from 
35 U.S.C. S 207(0)(2)"and replaced with "invention." The term "inVention" is 
defined in 35 U.S.C. S 201(d) and is considered to cover biological materials 
and computer software. A reference to this· statutory definition should be 
included in this section. Aiso, S 207(0)(2) should be revised to specifically 
authorize co-exclusive licenses because they are better recognized in the private 
sector than are "parlially exclusive" licenses. 

i7D.PSlsal: 
Add a new paragraph (c) to section 3 of the bill: 

(e) AMENDMENT-Section 207(0)(2) oftiUe 35, United Stales Code. is 
amended by adding afier "exclusive." "co-exclusive" and replacing 
'patent applications. patents, or other forms of protection obtained" by 
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"invention". The term "invention" shall have the same meaning as in 
section 201(d) oflhis title. ' 

Revising the Antitrust Considerations 
Comment.: 
Proposed § 209(0)(4) addresses the problem that current § 209(c)(2) and (d) 
effectively require agencies to make full antitrust determinations which are 
beyond their expertise. However, the proposed section could still be interpreted 
as requiring the licensing agencies to make antitrust judgments beyond their level 
of expertise. The interpretation problem could be addressed through regulations 
Ihat require the agencies to consult with the Antitrust Division of the Department 
of Justi"" when they have reason for concern about the competitive consequences 
of a contemplated exclusive license. We note that some of the terms in proposed 
§ 209(0)(4) are not consistent with the Federal antitrust laws and therefore 
should "', revised. Also, the Attorney General should be, sent a copy of the 
agency'. notice of intent to grant an .xclusive license as discussed under the 
prior section on the public notice requirement. Further, any exclusive license 
should be subject to termination if a competent authority has delermined that the 
llcensee hIlS violated the Federal antitrust laws. 

Revise proposed § 209(8)(4): 

(4) granting ihe license will not tend to substantially lessen competition or 
create, facilitate or maintain a violation of the Federal antitrust laws. 

Add a new subsection to § 209(b)(2) as follows: 

(iv) the licensee has been found by competent authority ,to violate the 
Federal antitrust laws in connection with its performance under the license 
agreement. 

Clarify ApplicabilitV of FOIA Exemption 
Cgmmen\,,: 
We are concerned thaI the final sentence of proposed S 209(d)(2) extends 
protection from disclosure only 10 reporting data and not to other information 
submitted by private parties in connection with licensing. We believe that all 
such information (with the exception of the name of the licensee and type of 
license) is entitled to protection from disclosure. This can be accomplished by 
providing an express exemption from disclosure under 5 U.S.C. S 552 (FOIA). 
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fulPIIsal: 

Add a new subparagrapb (b)(3) to proposed § 209: 


(3) NON-DISCLOSURE OF CERTAIN INFORMATION- Information 
(other than the name of !he licensee and type of license) obtained from an 
applicant or licensee pursuanllo this section shall be exempt from 
disclosure under section 552 of title 5, United States Code. 

CIarif'JCations to P.L. 104-113 "Natioual Technology Transfer Act of 11195" 
Comments: 

Some of the recent changes made by Public Law 104-113 need clarification as 
explained below. ' 

a. It is not clear that !he rights of !he inventors must be assigned to the 
Government in order for them to shere royalties because thai requirement in 
15 U.S.C. § 3710c(a)(I)(A)(I) was deleted by !he new law. This has led to 
widely differing agency interprelationa. For t:lUIJl1ple, some agencies shere with 
all inventors even though they have not assigned their rights to,!he Government, 
while others do not share with non-govc;mment inventors who have assigned. 
Accordingly, we recommend adding in 15 U.S.C. S 3710e(a)(I)(A)(I) after 
ItCQinventors-, to, whose rights are assigned to the Government". ' 

b, 15 U.S.C. § 3710d was amended by P.L. 104-113 to allow an agency to 
return rights to its employee inventor if il did not want 10 continue prosecution of 
a patent application or maintain a patent. Unfortunately, the amendment was 
silent on those circumstances and did nnt allow the agency the discretion not 10 
assign its rights back to the inventor. Accordingly, we recommend deleting 
'obtain or' in the first sentence and adding at the end of S 37IOd(a): 

The agency may reassign its rights to the invenlor(s) if it chooses nol to 
continue prosecution of the patent application or to maintain the patent on 
the invention or otherwise to commercialize the invention. 

c. There appears to be a conflict on how long an agency may retain royalty 
income. Compare IS U.S.C. S 3710e(a)(B) with (C). We recommend deleting 
the last sentence of 15 U.S.C. § 3710e(a)(B) whicn would result in (C) being 
controlling, thereby giving tbe agencies one additional year, consistent with the 
legislative history ofP.L. 104-113. 

ProPosal: 

Add a new section 4 to !he bill: 
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Sec. 4. TECHNICAL AMENDMENTS TO TIlE FEDERAL 
TECHNOLOGY TRANSFER ACT. 

a. Add in 15 U.S.C. § 371Oc(a)(I)(A)(I) after "coinventors", ", whose 
rights are assigned 10 the Government.' 

b. Delete "obtain or" in the fml sentence of 15 U.S.C. § 371Od(a) and 
add at the end of section: 

The agency may reassign its rights to the invenlor(s) if it chooses 
not to continue prosecution o( the patent application or to maintain 
the patent on the invention or otherwise commercialize the 
invention. 

. c. Delete the last sentence of 15 U.S.C. S 371Oc(a)(B). 

Consolidation of Rights to Joint Inventions Under Bayh.Dole 
Commlml:l: , 
The Bayh-Dole Act defines the patent rights of small businesses and non-profit 
organizations receiving Federal government funding. A significant percentage of 
government inventions are co-invented with federally-funded parties, most' 
commonty university researchers, and itls often necessary to unify ownership of 
such co-inventions (under appropriate royalty-sharing arrangements such as 
licenses or assignments) to achieve public benefit through commerdalization. 
Depending on the specific circumstances I it may be advantageous for the unified 
rights and patent prosecution responsibility to reside with either the co-inventing 
entity or the Federal agency. The Bayh-Dole Act should be amended to make it 
clear that both the agency and the c;o.inventing entity have authority to license 
one another in these circumstances. 

While 35 U.S.C. § 202(0) currently provides specific authority for the 
govemment to assign it.'! rights in a subject co-invention to the co-inventing 
entity, it does not mention the licensing of such rights. The absence of specific 
authority to license in these circumstances has resulted in inconsistent rulings by 
agency counsel, with some approving such licenses while others reject them. 
Even where approved by agency counsel, the absence of specific statutory 
licensing auth.ority could leave licenses concluded under that secti.on subject t.o 
subse'lueotlegal challenge, and in fact one agency is currently involved in 
litigation .on this issue. Likewise, Bayh-Do!e does not specifically prnvide a 
mechanism whereby the co-inventing entity can voluntarily transfer its rights by 
license or assignment to the federal agency in return for a share of any 
subsecluent income. 

g 

http:secti.on


Proilosal: 

Add a new section 5 to the bill: 


Sec. 5. JOINT INVENTIONS UNDER THE BAYH·DOLE ACT. 
Amend 35 U.S.C. § 202(e) by replacing 'transfer' with 'license', 
inserting after "such co-inventor" 'the oonprofit organization or small 
business firm' and deleting "to the contractor subject to the conditions set 
forth in this chapter." 

Consolidation of Invention Rights through 'In-Licensing' .. 

Comments: . 
Although federal law addresses the issue of 'out-licensing" govemment-owned 
inventions or rights thereto, there is no specific government·wide aulhority for 
the opposite transaction, i.e. to authorize an agency to 'in·license' or accept an 
assignment of rigbts from a non-Government party. Relatively few inventions 
can be commercialized without access to related inventio.... Thus, it is 
increasingly necessnry for an agency to b,hble to offer a potentiallice ....e 
access to related inventions in order to practice a Government-owned invention. 
However, there is presently no mechanis~WherebY an agency can 'in·license" 
the rights to other inventions (in return £ ',the payment of a share of any 
.ubsequent royalties) so that they can be' undled' With. government-owned 
invention and licensed together for commercialization. Similarly, the . 
Government should be able to acquire riBliis in a joint invention from the other 
joint owner so that the Government can e~clusively' license the invention. Once 
,uch authority is provided for the Govern..,ent, there is a need to provide the 
ogency with the right to license these rights in addition to exclude Ibe resulting 
royatties from the royalty sharing requirement with the inventor(s) of the 
federally owned invention. , 

PrQlXlsal: .• 
Add a new .""lion 6 to the bill: 

Sec. 6. RlGHIS IN PRIVATELY OWNED INVENTIONS. 

1. Add after 'contract' in 35 U.S.C. § 207(a}(3) " including the . 
acquiring of rights for the Federal Government in any invention when 
necessnry to facilitate the licensing of a federally owned invention'. 

2. Add after 'rederally owned' in 35 U.S.C. S 207(3)(2) 'or licensed". 

3. Add after 'other payments' in 15 U.S.C. § 3710c{a)(I)(A) "for rights 
in any federally owned invention". 
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NI~ UNITED GTAT&& P&'PAR'1'MaNT OP gCMNlaRCE 
...... NetlQne,I InIRi~utI,o of Gt"ndGl"da and TechnOlogy 

G&>UlIiIf'5tI'-"'O M~ t:l!C)9SQ 

Cf"Fi::::e GF THE OI~eCTO~,, 
APR I 3 	1900 

The Honoroble Cen,tance Morella 

Chairwoman 

Subcommi1t•• on Technology 

CornmittU: on Science 

House of~pre.~entatives 

Washingt<>n, DC 20515 


Dear Madam Chairwoman: 

AI the: March 11, 1998~ hearicg on Pacilitating Licenses to Federally Owned lnvcntions: 

H_R. 2544. the Technology Transfet Commen:ializat!on Act, you and Representative: Gutknecht 

asked me to provide severn! anecdotal stories on successful licensing interactions between 

Fcdernllaboratories and eompnnies. ' 


1run. enclosing SUCcess storie~ fiom the National Institute ofS-.andards and Techoology. the 
\ 	 Agriculture Rese~h Service, the Department of the InteriOl~ and the National I!~ (If 

Health, aU members of the luteragency Committee. These stories are but a few of the suc.ce.ssful 
interactions Federal agencies have to date. 

Ifwe can provide any Idd1tional information, my Acting Director of Congressional and 
Legislative Affair., V""", Hines, will be pleased to assist you, She can be reached at 
301·975·3080, 

Sinc<>..ly, 

Q .
R,ymnj:_, 
Director 

Enclosure 
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UNITED STATES DEPARTMENT Of COMMERCE 
NalionallrtSlltute 01 Standards and T ecl\nOlogy 

The HQuomblc Constance Morena 
CIl.alrwoman 
Subcommittee on Technology 
Conunltlec on Sci"""" . 
House ofRepreHntatives: 
Washingto!l, DC lOSl S 

At the M",cll 17.1998, hearing on Faciilmting Licenses to Fedmdly Owned Inventions: 

RR. 2544, the Technology Transfer COIIlDlOtCialization Ac~ you and RJ>presectative GutkneclJt 

asked me to provide several anecdotal stories on :rnccessfullic.ensing interactions between 

Fedetallaboratories and companies. 


I am enclooing success ",ories ftom the NationallMtitute of Standards and r""hnololl)l, the 
AgricultW'e Research Service, the Depa:rtmmt afthe InteriQr~ WId the National lnstitutes of 
HeaJth. all members of the Interl1genqy Committee. Th.ese stories are but a few of the succes5fut 
internctjOrt~ Fedcml6getlcies have to date. 

, 
If we can provide any additional information. my Acting. Direcror ofCongressional and; 
Legislative Affairs. Vema lIines, wiU he pl"as.tn. assist YOIL She can he rc:aehOO I1t 

301·915·"080. 

Sincerely. 

ORIGINIIl SICNED Il'f 

RAYMOND G. I\AMMI'.R 


Raymond C. Kammer 
Director 

.Enc1Qsun:: 

b«,: 
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NationallllStilllJiJ ofSiandards IIJId TechnalofIY (NISTj 

NIST invented and patented.. new method for making large Cly.Ws ofbiomolecules, "' enable 
measurement oftheir structure, 

The ability '" reliably make large, perfect single crystal. of proteins 1I1ld o!l1er biological 
macromokcules is essential for hi.oteclu:101ogy, Protein engmeering is built upon uncovering the 
three.dimensional struclUle ofproteins by using <-ray Clystallogcaphy. This infonnatiou is 
essential t(l understand how and why a prot¢irt (sueh 83 an enzrrn.e) worksr-why it causes a 
disease or how to design. drug to fight the disease. 

The method that ~1ST invented is particularly well suited for operation in sp~ /light, ",hcre the 
Jack ofgcavity allow, the growth of the bost Cly.tals ror analysis. NIST U""nsed !he invention 
t:xclusivdy'(O Insnumentatioll Technology Associates (ITA), If small U.s. company~ for use in 
mierogcavlty and 'paC< related research on boatd!he SpaC< Shuttle, the MlR Space Station.lhe 
u.s. SpaC< Station. orbital TO-entry vehicles, sounding rocl<ets. and low'g" research airorafi. 
ITA is a ft.-cognized expert in thl'! field. ha"ing tOmmeroiaHy demomtrated space-based protein 
growth r«bnology on several Shutlle missio:'Ui. 

Quality A~u.ranee for AlIlomodve Airbap 

Morton International's Automotive Safety ProdUC'iS Division~ b~ in Utah. has adapted a NlST­
invented ~Iltra.'~onic system to inspect nirbag inflators. Merton-ASP is the loading supplier of 
aircag inflators to the automotive: imhl$try. Auto makers require quatity assurance on these 
components because oftheit ~riti¢al role in passenger safety. 

Morton·ASP IiCOllStd!he NIST invention to insP<"t the IlUUS-preduced inflators, which have 
complicated welds. Aunique feature or l1.ls: ins:pection system is the we ofelectromagnetic 
acoustic tmnsducem (EMATs) tf..at can test the welds at high speed, without contaminating the 
part or the enviroJ)lllJ:!l! With couplant fiuid~ Off-line trial! involved <ll<iIttIining up to 100,000 
inf)ator~ and were so successful that Morron contracted with Sonic Sensors of SI.U1 Luis Obispo, 
Calif., to build tlu-ee commercial units. These units are now installed on the production lines and 
provide process control infun:nation on the welding operations. 

Ea;;b yea;;" 200,000 new cases ofbreast cancer are diagnosed in the U.S. Early detectiotl provides 
t."'1e best cpportWlity fur cure. 

The MaminographyQuaiity Standards Act of 1992 "'Iw"accreditation of!he n.ticn's 15,000 
marnmog,rapby machJnes. Upon passage of tile Act, stAte olinical health inspec.,,,, urge<! NIST 
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to pro,,;de calibration 'standards tbr "kVp~" the high-voltage applied to mammogmpbic x-ray 
sources. A variation as small a:i I kVp eM lead to:WJse readings. 

Res"""••" in the NIST Atomic Physio. Division "'!lpO!lded by developing and paIalting • self­
eallbreting eurved~staI spectrometer system which detmnIDes kVp to 0.1 kVp. This new 
device represents an enormous improvement over the precision and eonvmienee ofexisting non.. 
wnlaCt caubration instrument" The teeMology has been licensed to the Radoal Corporution, 
and it will be marketed as soon as component supply problero, are resolved. 
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1~r.ST-(."(IH3, AFri1!RS 

u.s. /)eplJJ'lmenlof AC,ic.1btre (USDA) 
Agr/cult.,./I1.....rch Service (AR$) 

Improved Poul", Vaetination - .US patented a new method to immu.ni%e poultry by 
injecting vaccines intO the egg, This te(Mology was exclusively licensed in 1981 to EMBREX 
I......bUt-up company "iLl' two employ<:es in I\e.ean;b Triangle Park. North carolina. The 
technology allowed EMBREX to develop INOVOJET'" which can inoculate 20 to 50 
thou.and hIllthery eggs per ho",. Today. thio method protects 6S percent of the U.S. poultry 
market aod 70 peroent of the Canodian producers. EMBREX also empiO)ls IlIOfC t1w. 120 
people, and opened an international operation in London where it has enterea the European and 
African markets. The: company is also working on similar arrangements with the Japanese to 
enl", !he Asian market EMBREX, which is list<d o.!he NASDQ Excllaoge. reportod $20.6 
milJion in revenues in fiscal year 1996. The compan} continues to partner with ARS. with seven 
Cooperative Research and De'Velopmenl Agreements. 

Pathogelf COlfl1'ol- Developed by ARS ,oieuusts in College S..,ion, Tex ... the technology 
uses beneficial organisms t() Control the presence of Salmonella and other pathogens. in poultry, 
The patented technology was subsequently licensed to Milk Spe(!ialties. When applied to animal 
feed or water, the teclmology is designed for mpld growth of beneficial organisms to out compete 
Salmonella and o!bet paIhogens. Ibl, 'ecllnology [educes the risk ofaniJnol. ingesting 
pathogenic bacteria to eohance fuod slfe'YeffOrtS in poultry p<oduo'ion. Smm the te<:hnology 
was licensed to Milk Specialties. the company has created a BioScleilces Division in Madison. 
Wisconsin that uses th¢ ARS technoloey as its anchor, Not only does, this technology have u 
positive food safety consequence. but it is also having an impact on new employment in 
Wisconsin. The product manufactured at the Wiscomin division is also being ex.ported to lapan. 
bringing the ARS _lollY to the Pacific Rim_ Foderal ttguj.IO!')' approval of the new Milk 
Sp«i.alltics product willpfovide poUltry farmers wittl II new too) to combQt 1hese pathag¢tlS, 
with at'j overall benefit to consumers. 

A separate teduIDlogy also incot'pOmtes beneficial organisms to controi the presenc.e of 
pathosens IIUOh as Salm_lla and Campy/obacl" in poultry. The lechnolollY developed by A.R5 
in Athen$; Georgia W<1S licen.<;cd to Continmtal Gnin ofGaine:sviUc) Goorg1a., The company is 
d ..... loping product lines that can be applied to poUltry feed to reduce paL'logen growLh. 

Fantesk Starck..oU Combination - A variety offuod and uon~food applicatiollS are being 
commercialized using a stable, nonsepa.""able composition made from starch and oil. I<nuwn as. 
For.tesk. it was developed by ARS scientists in Peoria, nlinois. Union Camp CorpGl'ation of 
Wayne, New Jersey~ was granted an ~clusive license to the technology to make environmentally 
friendly adhesives. glues, and coatings. The technology could Clipllln:' significant sIwe of the 
S100 million per )'I!ar adhesive and ~market for wood-ba.sed products. Opta Food 
Ingredients ofBedford, Massachusetts. licensed the technology for a vtlliety of food 
applicatioll$, such as fat replacements. Additional cod'lplll'lies ere working with Opta on 
sublicensing the technology to develop commercial products. The total market for fat 
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repl=ments and food inl!lOdients exceeds more than $300 million per year. The ,web."il 
combination also attrncted the attention cfSftdbiooo, Inc. ofCntdweU~ Idaho. which wiiJ use 
the technology to encapsulate fertilizers and biQlogicaJ potieides and herbicides in eomposition..'i 
that can be w.eJ to coat seeds to reduce surface-Jeve1 application of thde compounds, 
Additional "Pplic.tions ofthe technology include pharmaceuticals, lubricants. and personal care 
products. 

O.trim _. A fal sub.tiMe from soluble oat fiber called a.mm was dev,lope<l aOO pa"'nled by 
USDA'. Agricultural Ro,"""" Setvice. The produe~ which reduce. fat and calories and fights 
blood cholesterol, is corruneroialized and is an Jngreruel"lt in many meat5.c dairy. bakery and other 
food items. This devel~pment has been licensed by ConAgra Inc•• Rhone-Poulenl.': and Quaker 

OafS, scHing products in. excess of$25 million per year. Mos[ recently~ the oatrim technology 
has led to the creation ora neW company that was started by two elderly women in San Diego. 
The twO entrepreneurs opened Jean's Posh Pas1T)'j a manufacturer ofmait ..order cookies and 
baked good,. IncresseJ demand for the products bas led thn oompany !O seau:h for expanded 
manuil>:turing ¢spacity. 

Hypoallergenk: Latex - A process t() make hypo-allergcoic latex products nom the domestic 
guayule 'plont was licensed to til. Yule. Corp. ofPhiledeiphia, Penn.ylvw.. Latex derived 
flom guayule docsn't contain allergenic proteins found in the HellO plant species. which is the 
primary source used. to make latex products;, Yulex intc:ruis tQ manufacture products for the 
health care industry, such as surgical gloves. condoms and Ctltheters as altemaU'Ies to current 
latex pro~"Cti that contain allergenic proteins, This technology could ha.ve.a Significant impact 
on the $].! billion U.S. la1¢x glove market alone. The Bwuu ofIndiM Affairs is evalll3tine 
guayuie.. a native pJtltlt of the desen Southwest. as a way to stimulate econorrlc development 00 
Nathe American li!Dds. 

Super Siurpo. - ResetUcb has opened ltOW mmi<ets fot thn cornstarch-based absorbenl4ubbed 
,super slurper. Super slU!p<l". which absorbs 2,000 times its weight in water, bas ]>"Dved to be • 
valuable altemative to patrole ...... hased cb=ical .bio,ben19.1ikc cotboxymethyl, which was 
diseontinued ill kminin(i hygiene products because it was found to c:onttibute to to>cic shock 
5yndi:OnlC. At least four companies are manufacturing a variety of environmental products using 
the ::.l$ch-absorbet\t technology. Produ.cu currently on the nwkct that us¢: super slurpcf range 
anywhe<e from baby diapers to absorbent mats used to sow grass along ronst:I:VCtt(iD areas to help 
prevent erosion. as- well as fuel filtefS. 

One of:!te company's mant:.tisetllling supe, slW'jl<l' _. Bu<lz In .. <)fSmeitel'Ville, Idaho was 
literally built on the USDA !echnology. When Bandz w'" incorporated in 198.5 in ldaho's Silver 
Valley, the region was suffering fu>rn 30 """"'''' unemployment. This technology led to the 
creattOft of 12 new jobs in this ecooomi\!3.iJy depressed region.. This year Bandz reported $2 
million in sales &om its roW" l'lUljor product lines and is expected to double its sales next year. as 
It 1""_,,, """""'. both domestically and in Iho Pacifie rum. 
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Natural F.nglcid.. - ARS licensed. palented fungicide to E<oge. Inc. of l..an8home, 
Pennsylvania. The product known as ASPf.RETM: is registered by the Environmental Protection 
""DCY and is an offeorlve control "ll::Unsl fruit rot i. pea!> and appl... The technology us.,. the 
yeast CandidtJ olcp/1oila as an enviromnentol alternative to methyl bronUde and other 
petrothemica1 fungicides. Disoovered by scientists in Keameysville, West VirgWa, this control 
is yet anolber example ofh.....griculturalreseozeh is providing busiru:ss and envU-onmentol 
advanmg.,,­

i 
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• 	 Le,ding NIH Teehnologi.. That Iinp""r Publi. lIeaJlh 

Thls listing was determined by analysis ofNIH t.clmologies oOJh. marl<et which have 
improved publi. health. Reagenls, research 1001, and other technologies that may .met 
the research enterprise are MI inoluded in this HOling. The technologies.." listed in 
alplJabetical order. 

.	Antibodies, AgainSt Human Pneumocystis Carinii 
Breast Cancer Monoclonal Antibodies 
Cane<r Cbemothempeutie Drug, 2-F-ArIlA 
Clinical Development of P""litaxer 
Diagnostic fot Hwnan Malaria 
erh-2 Oneugene Re<eptor 
Human Breost Cancer ! GeM (aRCA-!) 
lsolatio. olHepariti. A Virus Strain HM-11l (Vaccine) 
Serological Detection ofAnUDodies to HIV~I 
Serological Detet:tion of Antibodies to lilLV-I 

Specific and Sensitive Di"8no.tic Test for Lyme Disease. 


. 	 T~entofHlVwithddC 
I 	 Tre"""ent of HlV wilh dd! 

Trimetrexate 45 an Anti Paresitic Agent 

• 	 Fina:ncial Infonnation on NIH Tcehnology Transfer Activities 

lit FYI997, NIH generated ru:arly $36 mUlion ($)5,692,000) in Income from its 
technology transfer licensing activities 

I'IH ctm:ndy administers 718 royalty amending lioenses, ofwhicll208 were 
signed In i'Y1991 

In FY1997. NlH bed 16 employee inventolS meet dte leg"lative annnal cap of 
$150,000 Income from lheir fedemI inveations 

AdditioOBl details on u.:.,osiug 

I. 	A,'<TI!;!ODIES AGAINST HUMA,'I' PNEUMOCYSTlS CAR!NlI 
MonoelonallUlllbedies speoific to human Pncumoeystis CIlrinil can be used 10 de"",! the 
pt'C:SalCO ofthe organism that causes pnewnonia in immunocomprotnised individuals. 
l'Mtieularly those with AIDS. The use ofth('$ autibodie.\ provides a. reliable. efiicient. 
and simple diagnostic tool for detection ofthis organism, which cannot be culrured in 
hUttlanS, The invention iz licenced co-exewsive1y t() three companies, 

} 
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2, BREAST CAKCER MONOCLONAL ANTIBODIES 
This invention describes lDonoclonal entibodies demo~irating a reactivity with hwnan 
_ """"IS, The in.",tion has been licensed by .latge number of ,omponies for 
die-gnostie rest kit and therapeutic purposes Il$ well as for research reagent use invoJving 
breast crulCer and related cancers. . 

3. 	CANCER CHEMOTHERAPEUTIC DRUG. 2-F·AraA 
Thiscompourui.. n DNA polymemse inWbitar, has boon shown to have potent activity in 
the treatment ofB-«1I1eukemia. Licensed excluslwly to Berle. Laboratories, • 
,ubsidiary urutofScherlng AG, 2·r·AreA has been IlJIProverl by tho FOA ll'la 'lIncer 
therapeutic drug and i. marketed under the trade name "l'ludara," 

., CU);[CAL DEVELOPMElI.'T OF PACLn'AXEL 
Ol"",lopment ofat! improved _1llOO for administering TaKol (pac!i!al<d) has 
significantly improved the trentment of cancerous tumors, particularly C)varian tumors and 
bn::a.st cancer. Taxol. a re<:endy identified compound derived from the bad< of the 
Western Yew trc~ has been found. effective in treI1ting patients with breast cancer and 
advanced stage ~plthelial ovarian cancer_ This tcchrioiQiY was developed under a RADA 
and has been licensed exclusively to Bristol Myers Squibb, 

), DIAGNOSTIC FOR HUMAN MALARIA 
A fragment ofPfHRp·U gene of rlamodium falcJparum was, developed using 
rerombinant DNA te<hniques, This teohnotogy is capable of-inll PfHRP·U protein. 
a wat;:r soluble, hlsti<fine..rich molecule that may be effective in the detection. diagnosis. 
and tre4tmcnt of human malaria, whiclJ is cau.sed by the parasite P. f'atciparum. This 
protein may be particularly useful in the development of an Wlti-maiaria vaccine. This 
inventioQ is licensed to Betten Dickinson and is lttMhted under the trade name 
"Parasig,ht F." 

6.•rh·2 ONCOOENE RECEPTOR 
ero.2 is • ",,,,,vim[ OO""S.... expressed in buman breast cancer. Proteill! encoded by this 
gene and antibodies "IlaillSt those proteins ore useful .. di!ljj1lOstic tools in tlJe detection· 
and treatment ofcancers, This invention has been licensed on a non exclusive ba,'jis to 
several eom:panies. 

7, HUMA.>;[ BREAST CANCER I GENE (BRCAl) 
A gene, BRCAI, that cau... the inherited fOlm of breast coneer iw been isolated and 
cloned. Wom", who inherit • mutated form of BRCAI have an 85% chance of 
COnt:ral.1ing breast cancer by age 65, as well as elevated risk ofovarian cancer. The gene: 
will be u:o:rul in a te<t for BRCAI mutatioru;. Such adiagnostic test ""uld be used to 
j(lentify the estimated 600,000 women at rist ofd.evelopi.ne the inherited form of breast 
cancer. Exclusively licensed to the University of UtablMyriad GenetiC!l, Inc. 

) 
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8. 	 ISOLAnON OF HEPATITIS A VIRUS STRAIN HM-175 
Hepatitis A is probably lbe most widespn:ad ofvi.mI hepatitiS dise.... and is an endemic 
clu1dbood diseo.s< in the undenlevelopnd countrie, ofthe world. The _cine for 
Hc'j>atitis A is now beiJIg sold in the U.S. and abroad by SmithKline Beecham WIder the 
tr?de I'WllC ~·Havrix.n 

9. 	 SEROLOGICAL DETECTION OF ANTIBODIES TO HIV-I 
Tho produotl'rom this in_tion i. the AIDS Te" Kit, which is wed as • diagnostic 10 
determine whether patients are HIV positive and to screen blood supplies, The invention 
is licensed oon..exdustvely to a number ofcompanies and sold tmQughout the world. 

10. SEROLOGICAL DETilCTIO)./ OF ANTIBODIES TO HTLV-I 
Infection I'rom Human T-Cen Lymphotropic Virus Type I (MILY-I) tall be diagnosed 
through the useafies! kits based llJ'on th.ecloned HTLY·I envelop genes of this 
invention. 'This invention is licen$ll'!d on a non..exelusive blLll!is to several companies. 

II. SPEC-mC AND SENSITIVE DIAGNOSTIC TEST FOR LYME DISEASE 
This invention serves as 8 probe for lyme borreliosis. Due to the identification ofrelated 
DNA sequences in Borrelia burgdorferi, this invention is unique becau$.e it is not limited 
inspecificity. This t«hnol.ogy is Hc.ensod DOn-exclusively to GENDrO and is marketed 
WIder me nade name "lmm_ P39 LYnl<: Diagnostics." 

12. TREATMENT OF lllVlNfECnON WITH ddC 
ddC, slmilar in a.cticn to AZT, inhibits me replication of HIV by interferirli ""til. the 
production of the criticAl enzyme reverse transcriptast. Because: it may be better tolerated 
or have different patterns of lOgicity than AZTt patients may find it useful in either 
individual or combination treaCnem therapy. Ucensl:d exclusively with Hoffinan 
LaRocho aed is marketed ender the nade name of"Hivid.» 

13. TREATMENT OF HlV ll\"FECnON WlTII ddl 
dol, similllr in action to AZT, sdectively inhibits me roplio.Hon ofHIV by interfering 
with tho produotioo of a ctiticttlenzyme known as reverse transctipUtSe. Beeause it may 
be better tolenl!ed or have different pattern. of toxicity lhlll! AZT. patients msy find it 
usefhl in either individual or ~mhination treatroent therapy. Licensed exclusiveJy to 
Brutol My.", Squibb, it compleled clinical 'esting in 1991 and was approved for use by 
me FDA. II i, marketed WIder tho 1llId. name "Vide•." . 

14. TRlMETREXATE AS AN ANTI·PARASmC AGENT 
Infections due to Toxoplasttl3 gondii and Pneumocyitis carinU) often St':en in AIDS 
patienm aed extremely refractory to standard therapy, can be effectively treated by 
ndministerin8 tnm.etre1Cate. Thislnvention is (teemed exclusively to U.S. Bioscience and 
is marketed under the trade name -'Neutrexin." 



.' .. , 

HlST"'\:Ot{,l. AFFA:RS 

u.s. Depaflment ofiltterwr 

Example of" SllCc..~ulLke/IJ. 

Daalination Filter - Tho Department ofCommerce licensed nonexclusively eight companies 
under domestic and forcip patents owned by the Departrnent of Urtetior on a reverse osmosis 
membrane invention llUIde by one Qf its contractors. This has led to extensive use throughout the 
world of the membrane which has become a standard in the water purification field. The licenses 
produces about $2 million lIIUlWIlly in royalties. 
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