
THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D .C . 10101

MEMORANDUM TO: Assistant Secretary for Health

SUBJECT: Delegation of Authority: Stevenson-Wydler Technology
Innovation Act of 1980 as amended by the Federal Technology
Transfer Act of 1986

I hereby delegate to the Assistant Secretary for Health all of the authorities
under the Stevenson-Wydler Technology Innovation Act of 1980 (15 U.S.C. 3701
et seg.), as amended by the Federal Technology Transfer Act of 1986,
P.l. 99-502, excluding the authority to promulgate regulations and to submit
reports to the Congress. This authority may be redelegated.

This delegation is effective upon the date of signature.

Otis R. Bowen, M.D.
Secretary
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BILLING CODE: 4160-17

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Public Health Service

Stevenson-Wydler Technology Innovation Act of 1980
As Amended by the Federal Transfer Technology Act of 1986

Notice is hereby given that on the Secretary of

Health and Human Services delegated to the Assistant Secretary for Health,

with authority to redelegate, all the authorities vested in the Secretary

under the Stevenson-Wydler Technology Innovation Act of 1980 (15 U.S.C. 3701

et seg.), as amended by the Federal Transfer Technology Act of 1986,

P.L. 99-502, excluding the authority to promulgate regulations and to submit

reports to the Congress.

This delegation was effective on

Date Otis R. Bowen, M.D.
Secretary
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l
Executive Order USBt of April 1a 1987

Facilitating Access to Science and Technology

By the authority vested in me as President by the Constitution and laws of the
United States of America. including the Federal Technology Transfer Act of
1986 (Public Law ~502), the Trademark Clarification Act of 1984 (Public Law
98-620). and the University and Small Business Patent Procedure Act of 1980
(Public Law 96-511). and in order to ensure that Federal agencies and labora­
tories assist universities and the private sector in broadening our technology
base by moving new knowledge from the research laboratory into the devel­
opment of new products and processes. it is hereby ordered as follows:

Section 1. Transfer 01Federally Funded Technology.

(a) The head of each Executive department and agency, to the extent permit­
ted by law, shall encourage and facilitate collaboration among Federallabora­
tories, State and local governments. universities. and the private sector.
particularly small business. in order to assist in the transfer of technology to
the marketplace.

(b) The head of each Executive department and agency shall. within overall
funding allocations and to the extent permitted by law:

(1) delegate authority to ita government-cwned, government-operated Federal
laboratories:

(A) to enter into cooperative research and development agreements with other
Federal laboratories. State and local governments. universities. and the pri­
vate sector; and

(B) to license. assign. or waive rights to intellectual property developed by the
laboratory either under such cooperative research or development agreements
and from within Indlvldual laberatcnes,

(2) identify and encourage persons to act as conduits between and among
Federal laboratories. universities. and the private sector for the transfer of
technology developed from federally funded research and development ef­
forts;

(3) ensure that State and local governments. universities, and .the private
sector are provided with information on the technology, expertise. and facili­
ties available in Federal laboratories;

(4) promote the commercialization. in accord with my Memorandum to the
Heads of Executive Departments and Agencies of February 18, 1983. of
patentable results of federally funded research by granting to all contractors,
regardless of size. the title to patents made in whole or in part with Federal
funds. in exchange for royalty-free use by or on behalf of the government;

(5) implement, as expeditiously as practicable, royalty-sharing programs with
inventors who were employees of the agency at the time their inventions were
made. and cash award programs; and

(6) cooperate. under policy guidance provided by the Office of Federal Pro­
curement Policy. with the heads of other affected departments and agencies in
the development of a uniform policy permitting Federal contractors to retain
rights to software. engineering drawings, and other technical data generated
by Federal grants and contracts, in exchange for royalty-free use by or on
behalf of the govemment.
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Sec. 2. Establishment of the Technology Share Program. The Secretaries of
Agriculture. Commerce. Energy. and Health and Human Services and the
Administrator of the National Aeronautics and Space Administration shall
select one or more of their Federal laboratories to participate in the Technolo­
gy Share Program. Consistent with its mission and I>olicies and within its
overall funding allocation in any year. each Federal iaboratory so selected
shall:

(a) Identify areas or research and technology of potential importance to long­
term national economic competitiveness and in which the laboratory possess­
es special competence and/or unique facilities:

(b) Establish a mechanism through which the laboratory performs research in
areas identified in Section 2(a) as a participant of a consortium composed of
United States industries and universities. All consortia so established shall
have. at a minimum. three individual companies that conduct the majority of
their business in the United States: and

(c) Limit its participation in any consortium so established to the use of
laboratory personnel and facilities. However. each laboratory may also pro­
vide flnancial support generally not to exceed 25 percent of the total budget
for the activities of the consortium. Such financial support by any laboratory
in all such consortia shall be limited to a maximum of $5 million per annum.

Sec. 3. Technology Exchange-Scientists and Engineers. The Executive Direc­
tor of the President's Commission on Executive Exchange shall assist Federal
agencies. where appropriate. by developing and implementing an exchange
program whereby scientists and engineers in the private sector may take
temporary assignments in Federal laboratories. and scientists and engineers in
Federal laboratories may take temporary assignments in the private sector.

Sec. 4. International Science and Technology. In order to ensure that the
United States benefits from and fully exploits scientific research and technolo­
gy developed abroad.

(a) The head of each Executive department and agency. when negotiating or
entering into cooperative research and development agreements and licensing
arrangements with foreign persons or industrial organizations (where these
entities are directly or indirectly controlled by a foreign company or govern­
ment). shall, in consultation with the United States Trade Representative. give
appropriate consideration:

(1) to whether such foreign companies or governments permit and encourage
United States agencies. organizations. or persons to enter into cooperative
research and development agreements and licensing arrangements on a com­
parable basis;

(2) to whether those foreign governments have policies to protect the United
States intellectual property rights: and

(3) where cooperative research will involve data. technologies. or products
subject to national security export controls under the laws of the United
States. to whether those foreign governments have adopted adequate meas­
ures to prevent the transfer of strategic technology to destinations prohibited
under such national security export controls. either through participation in
the Coordinating Committee for Multilateral Export Controls (COCOM) or
through other international agreements to which the United States and such
foreign governments are signatories.

(h) The Secretary of State shall develop a recruitment policy that encourages
scientists and engineers from other Federal agencies. academic institutions.
and industry to apply for assignments in embassies of the United States: and

(c) The Secretaries of State and Commerce and the Director of the National
Science Foundation shall develop a central mechanism for the prompt and
efficient dissemination of science and technology information developed
abroad to users in Federal laboratories. academic institutions, and the private
sector on a fee-for-service basis.
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Sec. 5. Technology Transfer fram the Department ofDefense. Within 6 months
. of the date of this Order, the Secretary of Defense shall identify a list of
funded technologies that would be potentially useful to United States indus­
tries and universities. The Secretary shall then acceleratt efforts to make
these technologies more readily available to United States industries and
universities.

Sec. 8. Basic Science and Technology Centers. The head of each Executive
department and agency shall examine the potential for including the establish­
ment of university research centers in engineering, science, or technology in
the strategy and planning for any future research and development programs.
Such university centers shall be jointly funded by the Federal Government, the
private sector, and, where appropriate, the States and shall focus on areas of
fundamental research and technology that are both scientifically promising
and have the potential to contribute to the Nation's long-term economic
competitiveness.

Sec. 7. Reporting Requirements. (a) Within 1 year from the date of this Order,
the Director of the Office of Science and Technology Policy shall convene an
interagency task force comprised of the heads of representative agencies and
the directors of representative Federal laboratories, or their designees, in
order to identify and disseminate creative approaches to technology transfer
from Federal laboratories. The task force will report to the President on the
progress of and problems with technology transfer from Federal laboratories.

(b) Specifically, the report shall include:

(1) a listing of current technology transfer programs and an assessment of the
effectiveness of these programs:

(2) identification of new or creative approaches to technology transfer that
might serve as model programs for Federal laboratories;

(3) criteria to assess the effectiveness and impact on the Nation's economy of
planned or future technology transfer efforts; and

(4) a compilation and assessment of the Technology Share Program estab­
lished in Section 2 and, where appropriate, related cooperative research and
development venture programs.

Sec. a. Relation to Existing Law. Nothing in this Order shall affect the
continued applicability of any existing laws or regulations relating to the
transfer of United States technology to other nations. The head of any
Executive department or agency may exclude from consideration. under this
Order. any technology that would be, if transferred. detrimental to the inter­
ests of national security.

IFR Doc. 81-9270

Filed ....21-87; 11:10 ami

Billing code 31ll!Hl1-M

THE WHITE HOUSE.
April 10, 1987.

Editorial DOte: For the Presldent's statement or Apr. 10. on signing EO 12591. see the Weekly
Compilation afPresidential Documents (vol. 23. no. 15).
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DEPARTMENT OF THE ARMY
OFFICE OF THE ASSISTANT SECRETARY

WASHINGTON, D.C. 10310

2 9 APR 1987

General Louis C. Wagner, Jr.
Commander
U. S. Army Materiel Command
5001 Eisenhower Avenue
Alexandria, Virginia 22333-000l~

Dear Gene~er:~ M1fO
The Federal Technology Transfer Act of 1986

(PL 99-502), which was signed into law on 20' OCtober 1986,
reflects the desire of Congress and the Administration to more
actively promote the transfer of technology from Federal
laboratories to the private sector. Technology Transfer
constitutes a vital part of the President's competitiveness
initiatives as mentioned in the State of the Union Address and
amplified in the enclosed White House Fact Sheet (Enclosure 1).

I believe that Army laboratories should be encouraged to
actively participate in technology transfer efforts, consistent
with their respective missions. Since LABCOM has been dele­
gated responsibility under AR 70-57 to provide centralized
coordination, under the direction of the SARDA, f~r all Army
technology transfer activities, you are requested to propose a
technology transfer implementation plan for my approval.

Your plan should specify the necessary changes to
AR 70-57, propose new regulations or amendments to existing
regulations to implement the various requirements of the Act,
identify organizations whose coordination may be required,
outline LABCOM's role in relation to the Army laboratories, and
request such delegation of authorities as you consider
necessary.

An oral briefing of your proposed plan is requested within
45 days. Dr. Joseph Sattler is the~~OC for this action and can
be reached on 695-7674. y.

Sincerely,

Enclosure

J.
Assistant

(Research, Dev
the Army
Acquisition)
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DEPARTMENT OF HEALTH &: HUMAN SERVICES Public Health Service

Memorandum

Date

~om The Secretary

Su~e~Implementation of the Federal Technology Transfer Act of 1986

To Assistant Secretary for Health

I wholeheartedly support the President's aim of vigorously
implementing the Technology Transfer Act of 1986. This Act
promotes the use of new knowledge from the research laboratory to
develop new products with potential application in the private as
well as the public sectors. It offers new incentives to
Government scientists and industry to participate in this
process.

I am directing the Public Health Service, the sole Operating
Division in HHS with research laboratories, to vigorously
implement the new law by entering into collaborative arrangements
with the private sector and arranging for the marketing of
technological innovations made by PHS scientists. Accordingly, I
am delegating to you . authority to carry out the major provisions
of the Act.

Under your leadership, I know that PHS scientists will
respond enthusiastically to the purpose as well as the
opportunity created by this important legislation. Please inform
PHS personnel of my interest and apprise me periodically of your
progress in carrying out the Act.

Otis R. Bowen, M.D.

\._--



OFFICE OF FEDERAL TECHNOLOGY COMMERCIALIZATION

.01 This Order prescribes the organization and the
functions of the Office of Federal Technology Commercialization .

. 01 The Office of Federal Technology Commercialization, a
constituent operating unit of the Department, shall be headed by
a Director, who for all matters of policy and program shall
report to the Under Secretary for Economic Affairs. The Director
shall be responsible to the Assistant Secretary for Productivity,
Technology and Innovation for all other purposes.

The Office of Fede ral Technology Commercialization shall De
the principal unit in the Depart~ent on issues and ?olicies
relating to technology developed in Federal laboratories,
developed with Federal funding, or affected by Federal programs
and activities. In carrying out these responsibilities, the
Office shall:

a. Advise the Under Secretary for Economic Affairs and other
Department officia13 on i~portant policy questions and problems
relating to private sector use of Federal t ~c hno l og y .

b. Enhance the flow of Federally funded technologies to the
private s e c t o r and ~inimize adverse affect~ of Federal programs
on technology developed by the private sector.

c. Assist the Under Secretary for Economic Affairs in
performing the lead agency functions delegated by the Secretary,
concerning Federal technology management policy under Public Laws
96-480, 96-517, 98-620, 98-622, and 99-502 and Executive Order
10096 and the President's patent policy memorandum, including
coordinating, monitoring, gathering relevant data, evaluating
relevant programs and activities, developing uniform Government­
wide standards for implementing Federal patent policy, preparing
reports, disseminating information, making recommendations, and
taking other actions necessary to assure maximium private sector
opportunity for commercializing technology resulting from
projects performed by Federal agencies or financed with Federal
Government funds.

d. Review for the Under Secretary and advise on, all Commerce
activities under the Stevenson-Hydler Technology Transfer Act of
1980 and the FeC er al Technology Transfer Act of 1986.

1
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e. Chair the Federal Coordinating Council on Science,
Engineering, and Technology Committee on Intellectual Property
for Technology Transfer.

f. Develop a Government-wide policy on technical data used or
developed at Government expense.

g. Develop training materials and programs for helping Federal
laboratories or Federally-funded laboratories evaluate the
commercial value of their technologies and improve their
technology transfer capabilities.

h. License Federally-owned inventions both wit hin the custody
of the Department of Commerce and other agencies.

i. Chair the Commerce Committee on Laborato ry Tec hnology
Management, to coor dinate implementation of authorities delegated
to DOC laboratories under s ubs ec t i o n ll(a); the awards program
authorized by section 12 of P.L. 99-502 and t he distribution of
royalties under Section 13 of P.L. 99-502.

j. Prepare the reports fro m the Secretary to the President and
Congress as required in P.L. 99-502 .

. 01 The Office of Fe deral Technology Commercialization
shall consist of the Division of Federal Te chnology tlaUagemeut
POlicy and the Division of Federal Patent Licensing.

02. The Division of Federal Technolog y Management Policy
shall:

a. Provide advice and assistance as requested by other
Federal agencies on commercializing inventions, model
agreements, and cooperative research and development
projects as authorized by paragraph 10(g) (1) of
P.L. 99-502.

b. Develop the biennial report required by subparagraph
10(g) (2) of P.L. 99-502 to the President and Congress
on Government-wide use of the authorities provided in
the Act.

c. Analyze, review and propose new legislation or other
policies including Government-wide regulations on
management of technology developed by the Government or
with Government funding, including preparation of the
report to Congress and the President required by
paragraph 10(g) (3) of P.L. 99-502.

2



d. Draft Commerce regulations as may be necessary to
comply with subsection ll{c) of P.L. 99-502.

e. Develop and administer policies for distributing
royalty income within the Department of Commerce in
accordance with subsection 13(a) of P.L. 99-502.

f. Issue, interpret, and maintain regulations under
P.L. 96-517 and 98-620 on ownership of Government
funded inventions (37 CFR Part 401) and licensing of
Government-owned inventions (37 CFR Ch.IV).

g. Interpret and administer Government Employee Inventor
Program under E.O. 10096, including recommendations for
changing the Order if necessary to conform with new
legislation.

~. ~lo r k with agencies to help take advantage of the
Statutory Invent ion Recording process authorized by
P.L. 98-622 and develop the required annual report.

i. Provi de advice and assi stance to the Director of the
Office of Science and Technology Policy on matters
related to manasing technology developed by the
Government or with Federal funding.

03. The Division of Federal Patent Licensi ng shall:

a. Negotiate agreements with Federa l laboratories and/or
asencies for provision of services related to licensing
of laboratory or employee inventions.

b. Provide services to Federal laboratories and/or
agencies in finding potential licensees, negotiating
licenses, and administering licenses including
collecting royalty payments.

c. At laboratory and/or agency request, file patent
applications, particularly for overseas patents.

d. Provide training on a reimbursable basis to Federal
agency and laboratory personnel in patent licensing.

3



From

Subject:

To

The Secretary

Implementation of the Federal Technology Transfer Act
of 1986

Ass i s tan t Sec ret a r y for He &-1 t h

wholeheartedly support the President's aim of vigorously
implementing the Technology Transfer Act of 1986. This Act
promotes the use of new knowledge from Government research
labortories to develop new products with potential application in
the pr i vate as we I I as pub lie sectors . I t of fers new i ncent i ves
to Government scientists, the laboratories, and industry to
participate in this process .

&m directing you to have the new law implemented
vigorously in the Public Health Service by entering into
col laborati~e arrangements with the private sector and arranging
for the marketing of inventions made by PHS employees . The PHS
i s the sole operating division in HHS with research laboratories,
and this assignment is consistent with your current
responsibilities for Department patent act ivities as set forth in
Chapter 1-901 of the Dep&rtment's Organizat ion M&nual .
Accordingly, am delegating to you authority to carry out the
major provisions of the Act .

Under your leadership, know that PHS scientists wi I I
respond enthuiastically to the. purpose as weI I as the

opportunities created by this i mp o r t a n t legislation. Please
inform PHS personnel of my interest &nd apprise me peridocially
of your progress in carrying out this Act.

Otis R . Bowen, M.D .

• IAna r YYnanT
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.~.~ h.'i v l:,· 3 ' ;:~::+6 :"f r:h~v~>: c~·d. a J }' t'<? p:'i.r t~ti:;-, t. in.v~nti cn a nd p¢.tent p c. li c:ie :::. ;:incE':
~ ~H:. 9 . PHE. ~ z, t t .A 5 o:'e (.J ~,.'·e £ ~ :~ i t".l! diviE~.:m in p:,t.!g wi'::. t-.. n·!sear-ch :a:h(jl'"d+:or i.~~

""1: t~ch w (~ ',.IJ.d lit< inYo~"':.,..u itl th..;.; t7 ~e t::lf ,:,: ;)llab .,n·at.ion add:re l,Hied by the ,2l,. ~~L

.. .. " ' . l" _ ~ ., ; -" ... ~ ~.' . ~ . .



o

M :. l !~' f' r~pa! ~d. £t t" ·t t': ::" J ~ r t c as~ l~L .L.'l.t~ dt40qE:E c r ea t ed by t.b.is !"1e~ Act, w~d.ch

p!~ i.~ l'· n. ; ceq'..llCe S ii: :::" t~ .:l:1.r.e:.' :,;' t l,3..b <H~- ~ :' or l'·.I ind ''''': 5 t ry t~~hnic .. l col l abo r a t i on and
C~1~5 t : »: df!!. ~:'Jl1t:',.-g· t n.•.;' :V~ C f, ~ Ii ;S ~ Y ",- utr.Dl· it t~~ to ef fect these c l1.a nq e s
b:y la'o-,= r ~_t. f:.1 YJr d.l r E':t o'r s, '!"'r,'!'; t:-.t' : ffiuX Y ct.~11ervJe ~i 11 b~ t. J;) re'1':>er-':i'" enough
L..~r~ r. ;;~ ~t. ~, t(, F; r \t ·!~r; ~ ~a j <n·t:' :r. '::'b l~m ~ y o::> l n .';,\t b i rv1 e''!' th,., p r o c e a s e a leadinq \:0
e ucc:t.'!' z Iii f. ...1 c e l l iilJJ ::> .l' is.~. i'v~ tind 1 i. '; e n ;; i r":J :1. QC e.alJd:t'.t 5 •

;\$ a !i!'t':t ird.ti ..d: ive ,.rr:.a..,' V" .: , :1.P d\~ : ~ (~ CF~tJ.. CI:; , Twill idehtif1 el11 the salie'nt
tie c i IS i c,rH; ".r~;i ~1, '~-l:. '.l c r, ~ t.;~-t mLI:;'; t~ b€ a d ,;;'re> e se(i in ttL.eo iJlanaqeml8'rtt ~'r':Jc e Ii'i a e s to}

u Elt.bod~1'!::h~ .$ p i r ~ j" tJ-[ -t h,;>, . A ~ t U''''''t::'uqh seeir.:ir..q :ocp.eyativ@ /; ·.lp J;: ~ :'n

for teSi?;"r ch rr ci e c r.a f ;.l..'1d e d by HHS l;i.b~i·at~lt'itH$ t!"oat r.a-ve -beoan
1 dent.:' f :! !i!-d .H i 'i•.;..v i nq -:-,ClP. pQt e n t i =-J. t o c ,( l?a t ~ new ::'omm~rc ial
prod'.J.= t~, and

:::; ! r:_~ n !::. :£f.':1, E" (i ,ii l ..., tl':> , pl'l)t e ::-: t i;lTld : i Cfi!r'-;c;~ other. n~w t:.e chnCll c,<,:i .-:'1'i
th~ t t~V"l b," ~ ~, ;~ r' m ~ ',-; ed r?, ~.r.3 l abo n i tcr i e s .

I n 411 ~) r '::;l.l L' .:t :: l:. :'.vit :l.es,. ! int.cc,d t o prov idlO" 1e<td~!"~rdp s c t M t I.:.ll.l 'f. ~lrlpl~yee!5

do n<:Jt, lC tF~ ~ iqhL .';- f. t~ fi3 c : ~ t hat ? :l:' :a.b;:'f:,.-t!;:CT7 emplcyee 5 and L't l..l ~ e r-.ti !' ~

~~i:-'21i:':.I'; ::f ';~J.!f 6 il ~ t .0$. :iopt a a ~L t1 ll: t: i c '..l L i cm1l 1 1y rtE'tW ~rlV uL v iewing .~ I-'!, r~ :e in
t rarn; f ~ y. i.:.~ ;; t. eC'hnol~ . I ~_ rlbf nf. 't':l 5eF- t.hat :l11 Lit C/1.H· emplo;ees unn~n!;t~~.d

th~ ma j o !' :-.H t i c-r.£ll i ~ ~1i::: rt~ ;o. :-.: e o f ent. i ~ ej y !".~': 5T p r oa c h .;; <; a 'i.d t hcuq ht.: pa t t.:n r..;,
Iihi.le f i.' ;: ·.H; ir.·~ -:Ol'1.~ t rl.-n~; ly en tt.-e erJ.~ cb 1 ~ ,~ t iv-= $ and. not imp-edinq t 'he ef.fec t , a
nl.lU,e~ o f n ;?, .....'; d~c- i $..io n $ a nd ~ e l:.p rm f'} i .bi 1 i t Le s m ;.l~ t t-.e ident i f. -Led wi t'tL;,nth >
;:m·.tt"~ t c f t .h.;;,J;; t';\ pr ~ l ·::; 2 J;lH?j;; he f ,:: ~" ::? r.t L:;'; y c a n be assiq-C1e~! within th€ ~p~t t ~l' f:i r. .. ,
F or' in f;'L"·'111. ;,,.' e , i n th~' r ..uw !l1_a.!"'r.a7ii'nH:~ ::-;i: ;' l' \ic .\? f.; ::D of oht.. 'ininq L OL\p~r .;a 't, i.Ye .. .. ~ .. V' J ;

f::' ,:;;,trl t h e f·f.'iv~t f.!' ~p. c' t v !' , i t , ·.... :i J 1 il l'? neLl? eB.-s.rv f :,r th~ Dep,;:ir.t,llItl2r.t, b:~ '" or :'

t: r!'kl f 'J 1 1 c..-.rinQ ,';I.e t iv:i t. i 2 1: ~

,-, ' ~ ,h?r-; 1" ir y those !'eR.~arch rrojec·t£i and ta·:i.l fties "'hj~ch m:l.. '1 ~ ' ·

..';Ltt-n,H' ~;;; pri.vate (li~~t,;r st.~pport

t:" l:~ ·.rE:1. r.:· p., a ccmrh.1it; f\:;T' ":,l:.. nl=;f~Y." (jf t·his infcr.I6t-ron t ·Q th.1? i:. ' (·, ·.. ,..n~
E ~'~:: t. ,:n :'
E ...t: ;lC.,b : .ich :liit.ll?p r:.1 v t fe t";m t ,!::. p' pr 'J.vliitp. ss,-tt;n'" t,hr-:ru-gh thi.s :'o:":/:1G :!. ':

I Jf:!'~ t. i fy ~r!.d r'1:''3("' >,>I:'- L ;_"' n.'f ! i ~ b;; e,f int.l;?!'2sl: D!'" mora l iS S '--l!H;.i~;, --. · :· r ·.

miqht be aE ~cciatEd ~i bh ~hE priv~te ~uppcrt

~ie-qct.ia.t;r;;, O\. f . rt Mr' 'f' l'' ':l W! t h~ cnor -.? r a t i '....e resear.:h s.nd dev~l Qpm~nt

,;o'VrEH~4l:!~nt &'i

E:1:~ ·::: i.l te the il~r ..'"!l!F.n t-,El
C~TnJj',.l:: t ~nd. 'Ol. () r',~.bn · t L~ c:: oop~H·,...tive ~!'09ra.m

~ep~r t ~~~ t ec lulo ~ oqi e ~ =~eated ur~er co~p~rati v~ a~rEem~n t ~

R -e- t:~i ·:t ~ __nd (li E ~-: r irl~t,~. r '::.9·a1ti~s N6~d upon ccmm@T c i a l tza t','i ,'"J !l :_·f
n~'io: pc04\~ ,-, t .••

,;' .J.th,\,"iu<J h wi t.hi n -c h~ ?H.3 , ',...~ :-:'"1ve "l ~Cit ~·:?qe'r.!~nt Fl'CCEH5 S t, ,-=, i d.e n t i f v , ~V,",-l_ l1i:;, t E-t

p r t:.t e c t nonri l i cen.; ~ n {i;! 'i007 tliH, nr, r:;~~ ;X;' ':'~H; ,-, r Ea- t. e e by Oll!' l a.b{"; r.at L\ r i ~ $ ( t h.e
aec;u+':i v~ Or d EH " ;: ~Ciu :i.i" e .5. c~m ii:'::!""f:' a> tion ':O f d~~p-rttralli~inq t:. h~ (; ~ t~ s punl1\ih Ui.­

':. i e f..-i . T'h.~ A~t oL,·1.t'i t.h~ EZ,;"l~ ,_.d ': ~.V"" ()yC.EH" ~l so cr~at,e n~... dec i$i onE in. t h~

p~ ~ c: e .e; 5 ...-n:i.ch 1:11...1. 61: ~~ i6~rd:,i.f ::e .:l <1.nd ,s,t;Ei7ii~L It is mv' intentiol.... te· q '.;.cI.r.'d
a.;ra i.m:.; t tt\,€f t e-nde-n:: l' t c ': t:l f : t l'a J. ,1.z ~ t r~ P.' i! e l" '!' :!-p-c:tn.s ib:i 1 i t i p u ~.'l~r:a.'.H" i? a E; •...".6 J'Ja d e
;:;leat' in th€ del i.!.J-eY.~t:i'.Ie P~·".:'CE"1iG 'or t:.r'lF. LGnqr~s6, n@go ~~ :i :.1: iens rJUEt bE' ~~~ed



In li;ht C'- f :.-he r .:i.?h t:'ricl.'ity U":jit t h~ Hh~te HC t..H;E' MF.i qiven t.h e illplementii­
tion Df thl!':';u:::t. : i. n ~, ~nfi t n s't.a r e ttl.~ -l.d e n t i t i e d man....qa..1ilent. pr o<':'l?sses ';.I'i thi.n
t"Ol.Jr. ~i!'W:\i6 o f th(:' S l? .:~ r ? t.a t y f ~ c3C \:eptan{',e c,r cur n;>o:,-.ro:l'l1e>ldatj on .

I a l£ c 'Ln t.cn td t.c ':~!!:ite !in. HHE c~~!l:lit te~ of all interF.5te1. ilnd api?rcpriate
un:i,t:5 t c as s i s t in i 1!l t~l e lll ~t....ti r,';r t.t, o:,> ~':"'i ~,. 1: w5.1.1 provide periodi(.: 'P!:~n!'!:\s

rE:iX"'~' ":.: E to 'you~' ::;,f! i 1:<7: -:ur :'.n:;r illli' ~: I;i~~ r. t r:\ t:i o !". to af.'SU~~ ope n CO!!Hnu.n ~ ':'o,t.ian::;
wibn 1"1')\'; af.....1. t h~ ()S et.aif c.ff h'.Hi ,

T'h~ i.d~nt:l.f :'.&d ~.naqelt',ent p!.:..~::~.HH5f.3· Q 'Wi Ii .•:-ecf-dre t,hose elelHents of tt."ii!
De9'ad.lilt\'n:b lr~eki!'1.q de:::'~~r..t:ic~\:i ~if ~wth:H"it-:i to f~':::U5 on t:hp l"i!l'!iOU-rCS6

n-!'"ce~HH•.ry to '$'I.rj~ r t a.ke d!!::i.:don it'.ukin~ . This exe~ciSd '~ l l mOl'e clea.r::':;1
dete-!"~in~ wher ;:; ar..d ·..ndet~hAo.t. t;.,;. rll:l:; .u:;s iqr~o';?:1t6 cf t 'e6pc.'nv ibi li ty :;:hO\.Jl ,i b ~

lnada, i tu: 1 u.d i n.,. ov~r Ii i 111'~t •

It ~d> L"l e~. r t,hilt 1:l a:i.d ::t icn to ~ t :U l zi r..7 t.hp- ~an;.~ement P!"cJ~€SSl?5 a:s a. t.H"r.r-.;;

c r: ider.t: :if7ir:q t"~ <H~uc:'€ s ~nd n~ ~:C'i;) ;1.'!e~,d:inq 6i.J.bdel~q~t,iora't it -.;.;111 aJ.!io b ~

ne c:es se.l"y to i d ~" t i f' ~;.~ .:lr..d 'iev~< q~ rc 1.::' c ies to <::r'J i de' t t ..o s e 1IU:lrtW.q~lIJent

proce s s .e s .. 'r~at' cr.::l!l:'...it d .t: t\? E .... i ] 1 i .; ~ ;;t~ f 1 ;one at~!; i~l: i n developing thl;;ltw
poli.:o ili? !05 , Fay ~x.~..r.plC'T poli cy g ,...d ,:r"ALn,;~ may be rH7'edM to .s~.dn~s/; ,

o ~'h~t h f':'l' 1':. 2u? i n<..1'(~ f'.t cr : s i1' ::t)1.;s 1 t J lSh21.t ~ s!-J.;~ld be hi. :;rh;;"l" t: Mr. t .h.", 1~!4

~nctated by th~ Act
o H"J;o;I thi'! :!'e ... i d u a '1 ;;hn r~ c f r:'Yili.l t t e s shc.~J.d be d Ls t r ibuted
o :Jt;.c),;;:- r ...."l ........ t C' ir c',.,-m6 to,r ~:e ;b the ."HH? of ,-> U l ..;:> r depart~€nts ' cr th~

p~i·i'at.e" ~~ '::~~ or. ' i'< m.a rt.i:!~ li:.'~ t:' n~ S\,:r' V' ~ C~5 E'hcHJld be utili~ed

o Gui de l i ne s for defi ninq conf1icbH of int~r~~t

c Gu j. dF.~dl 'e!; f of' u~~~ in 1,·' ;';'.:tt.i nQ' cooper~tive a fJI ~l!tment ~rtn~r5

In a~ic!i+:ion to tt',t~ &r;: ~i ·,ril:ir.;'!" i:3r.J n r, i f i fl o .:l:tJ~:V!i:\, !t''1 oti:'ci:! -;dll P~ '~:::'2~,::i: to
d~',;~l;::~ ad:ld'nt~tr.'rt::.i. ~./f.'!: r,:';lcls. t,:, !';H: ·l.J.it';ste tr.e t1.6.naqi'r.:tent pr.uCe155el5. F C/l"
~;"I, o-:,t.?nr:6! i.t ·~·t U . 'h~ ~l;~~;:essattt Cr.) C:'::!·'v-e1'.;,Jp a U"odel r:.:oope~:Ati.v~ n;!;;~~r ·:,:,ri tl n.d
· ·3 ",. ~" "- " '."i t'1!1I;:1 !"'l t ';' (Jce~.:u~:H·t'(. t,ailDt<::1d +':'0 \ H~e b:;r HHF lal:,.':)"at,c,ries and an 'in~;~'nti (;:"'.

"'t'i\~ ~' ~f.\:HH in ':.E'1;;"!l.!",:;.l oV Jli,;l.n."t;~i2... r-;.t i: n :.:i.n:L!1(j ~ r.~JnJ.:n f ,:,r L:iJJ o r atoI'V 5; c :"E :-: t.· ,:. " t :;;
~d their mana~srg<

O t,h~r' i s sue s suc:-, 25 thf!' nlHE'-Q f r:>~ ~ rie:! t :. ~ystem a.re hot yet c, ':. ';" i-H :'it.d. !';t~e:l Ul~

rel,lie-"..w of t t:.~:i-;:,'V~.r j.. tL e e af t,el" rl:llsp~n5 ibilities a.re aff'j>zed. ~_'t:, ~-: l ,:,h.€'v ;'l."E'

df'ltr.:-::·;r.:in~cl., i t . i l:. b~ ;.;r~?"ea l :;' il t i '-.: -C o ~. t:MIliJ ~ .;s d~fi ni tior.: '-~ ! tic"" r:e ...u~ · f c;,r
BtJ. ;::h cS. .~ Y !il t e m . It· .... 1.1 1 be ,:;f ..~ t'ttce:t i.mportsnce t::h~t ';0;'''' do ~'::,t, dela."l i<tpl~~~,"

tati cn cf t~e ~c t ~hi l e w~i tin7 f or th~ d~t~ E Y6t~me d~velcpm?nt . Afte~ ~ , ~~

E?xpet'l.e~v:~! ';,;* wi l l b e b Bt,t€>T. ~.b J.~ t .t:'J d.ef ~n~ our dat-a s:;st.eor. rce-,;,:d s ,

Pt!1 c,fficl:" .,;-i11 '~ .:i Y. \t- Vf>~'1 c 1 :::.,;:;P,·L? w.i th L.h~ Dt!'~i:tment of COl:U!l '.;H' ,: e wl', i,ch ...,.:
cU;5i~.~d b y t he Ac t. , i s as!: i:d i r /J c, t h~., t" s .=.r.r.l C'00nlinat: ir.g th~ deV'?l: ::'p:n~nt c;·f
~C!C,lre~ativ~~..;rr~~lIH'!' ~t:, !; .;u:d ~ !" ,ft. i n inq pr r;:l<1C~SR~. ViI? wi 11 ~;;;~ll"~ prcper
cf..) o r ;;li l"".a.t i Qn liaiit~. h c, t ,i"'.~ (' a ,: .s:,r.,:: l e !S thl" o J'~h a Cl0612 relation6hip wi th t h f?
~pal't.llent. e,f Cc:amtH' (:e.



Seerlr; tar~ t o i dr.'intH y ar.'j,. j::· r-e Eent. \ ~-r t i ':'r\'F' : 01': i.5$\.ma of c o n c e r n to you and. th~

P t::r 1.ic :,r ': o ~nr: i :: . A t"~u:m.b-e r o f th<?) ;Jl~ il>fU.e ;, ~i ll have t .J be d~l(.eloped by a
COIIm\ i t b ee wr...:l.c:h :: ,...il 1 aW"p::'.1 n t '.J.~d:! 'i ~n' 1' ~'Vif 1 o f t.,hj, S p Z"0f:."Vsa l a'(~dwho6e

d~l:iberat:icl:lZ> w.r.Ll l l:!~ ~.c C(.J1b.plJ,!3:t~.:!'::l ~ itrdf"i. 30 doS'iYs. I sh.a:re t.'h,{Ii conc~rn c'! th.-e
Foli~ 1 Counci l clver.' the r.e-~.t fClf" ,oa .....?:'L- c m".f:i i d e r e d set !;::, f po lici~s. I ~... e
a l:a 'CI q f" ~a t l :7 c ~n :':~f"t'~~d ~ou t: th~ p:r,sd: iC'il l J::.a.n ie! $ t o s t l.t.1y i r,q' t? ~ ~h tx'l i L1
Ol:i ti;;:':-1 at l.e:'~J t i'.. pr it:\ ~ t o ;;. rv/ i~ f! :'~~!p.nL",ti ~-:;-r L. :: be lier: e a u ch an. a.ppr r~eh

would: b(t> (~ ,mt r ii. f' Y t ;,j t~"..: intti nr, r:.f th r.~ k:in:ir-.i;;tr.-at,ion and th~ Corv:rress.

"Due teo t.:h~ t,,) Y, " ';;~ I\~Y .::.f p ~vi: -f:! t$dirLI,J ~ ufi.on y"()U ( ii~·r!, '-'Vil.( 1.t r ~i ll ,;uk E!lch O?'Dl V to
p,..ep;;.r'E' a l .:' p r-i:if.!(.'!:lt?11. a.~ 1·eeme n t 6 t b ;:;} h.B. ·'J ·~ l'~,s.cly 1 .a ~ we:'l as al·~as il-r.d .~ ~bd 1 :;
e,f ~tentiiil a';J'n;H:'H~ (\tl::l n (;.' t · yet t'~l),dy, f ~ r f'~.",''2.P'f,.r by H I-Po c otttml t; ':.~~, I d o !"'l(:'}t

~"ti.nt tC',1 dela.y th.!~ atpr:::<\rCl.l:Ji p r:.':I p!,.""l s i?O 3:jr~eiH:nt5 ..mle~$ abso:u t t:!J.v· l"'l~C:~!5!Hi"9 .

!; l~ D , I ~eliev€ t hat s ·..lch ~ f"~'J' i E""'~ <...·ill be ir.-st r ',;c: tiv -a to t.ho:" c,') mmJ. t t ~ e i ~

defi rdn\T the ·7'\..dde ~;:' I."'.e~ ,,. i ~ ·h ; n ...:L i ..:::tL th~ la.1:' crator i~~ ;.;ill b e able to cee r a t e .
I bel i!l!\r.f:) th.e r e;. ;:. ~ini~ l d s~" in th. i.~ ::l..F P1· ~-aC1\ .. af'd fajlut"~ to co S C) c ':'!:11d

.b~ ",i' ie1;l~cl r.'l mar--:, .;;. :; heine:; ':.,m. t' ;: ;:\ ~,;; ,m:; lv ,;;, l::.c 'both t:h~ E-:tecutiY~ O!"d;r- :i/,"1,j th<='
will o f COf~les5 .

If y':.:lU ,3 ~pr ':.':lv~~ t.. i.:,; fl y,=, £;..::a:.i cui p.1 a n , p J f"it~," +A EHiH\tI1. t. t .h ... S;o ":- r e t a r i a l st~te'1l ",?"!.t

and t,h.~ DE'leq:ltiC'l't~ (:,f ~,l..: t,hor it;~ to t;t.t;: S~, ·rl.P.t"Clry f~r r.i-s; siqrlatUy.f:l-. I l;; i !l
aH;k: t b e I)et:u t :1 A &s i s ta~~':· Sr::c!' et i:; ,:ar '/ f 0 (' He ::.l :'. t h t. o u:rA.@ 't t. a k.~ implp-lnlE'ntati CJn
ima'!-d ia tEi'l :' .

Robert E. Windo~. M.D.



Ur,"l(:,,' t r.e (.1u:tdar~::,J:; r:.f t'he l'£H~~;ct)

b-t: t:.l:shlP,"d cut l)~ i~ C'cm,!Litt~C"

Pa.r-t,iri.r,;t t on e''1 ·:"rfmmitt-e~ :\.fl'l:'. tt.t'("l'.p:Jh
p€t'iodic repol't.~

r r' :."': t:~ d I.,':, 1" ":~;~ ;; t' f.~' ~ 1 ~ c ~ 0: ~J i r:'';I. ii"f:.t t~i'f.! rio'~ ~

and ~O~r~!~~i~e A~r~em~ni~

Tc hy

TD t'€ d~t s;P'·lIl ·!.nlM by r: ('i;f.~a ..~. , '- "" ':~:-.

,,..
be ~:l~t.~ t"'Jnifi~d ~:'.IV c Ci};.1.~!P_ :1 -~ " 4~:,o r::

~ '- L

T~.:;) be ~E:'t>;J' '[ 1lI'in~d by C';;jll!l::,'P ... Lt 1~ t.:'

'!'e 'to.,: ':':~~ ~E' r ::ii rT~' ':i by C" iJ'IIr.c: i t tt! '::

~j(.. -, ~It? r:~~.J~".l i," ,.
~~; (,1, .<. . t: 1,17:.~ t t ;:""c

B.

..
! •

1') . •... 11':'•
.....J !

T {~: 1:,~ j,(i: ~ 'l i{':i t='~nd. ::.nq:'t. t,,? l' d~:' ,';' i. ;;.f ,,,,:: ,' : t':

:;-"1' t 11;~ I; I;; tI'.,I;~"5..t· t ~ ~ c-l ~!d t. !\'~~;'-1. (~~ 1-' € '!:i"1 r· ..... "~
by r.tv:" c Oi!.:n it t.; <!1!'

:2 .. ~~:~·,:-.··;·idt:: ;~:'.!t~·r' ie' ,- f ~~t:" i,,~J:t~ r.~r:~)

,,~~',e'~, Ll. ~- .:;;; 'E Clto< t.1.\~,:~ r~:~" i -11Q. t ~ .1= :~ .:~: CJr

7!';.~ 1,:1 ~'"';:. / '.~ ri~. ~ t r , af;r~':, r .~~,-,..'..~ t'

1'S,s,= p'p~" C,t.,·.~ ~~. tt"8: e !'! l.:- t !' ~ [; r ':~ 9"(1 ~.:.i.:). ~, Ti,4, j, !;
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FROM:

SUBJECT:

THE UNDER SECRETARYOF~EALTHA UMAhl SERVICES
WASHING 0

FOR: Lowell Harm ~~:.~ 2 [)
Bob RacI~

Don Newm~~
Under Secretary

Follow-up of March 17 Policy council Meeting

As a follow-on of the March 17 Policy Council meeting on
implementing the Technology Transfer Act, I would like you to
initiate the planning to implement that Act, working closely with
the General Counsel, Assistant Secretary for Management and
Budget, Inspector General and Assistant Secretary for Planning
and Evaluation.

Specifically, you should develop a plan that addresses such
things as the management structure and OS involvement; degree of
centralization or decentralization; procedures for licensing,
patent and cooperative agreements, and negotiating these with
industry; how to ensure that these procedures provide the
necessary due process for industry, and protection of the Federal
Government's interes~; guidelines for allocation of royalty
proceeds within HHS, etc. .

In your planning, please consider:

(1) the necessary coordination steps both within and
outside the Department;

(2) ways to achieve uniformity of policy with other
Federal agencies, including consultation during the
development of your plan;

(3) compatibility of whatever data systems are appropriate;
and

(4) ways to ensure procedures provide the flexibility and
simplicity for the private sector to work with HHS.

Given the discussion at the Policy Council, clearly there are a
variety of issues that need to be resolved. Please identify
these and options to address them.

I would like to review your plan and related issues with the
Policy Council on April 15 . So that we can focus on the most
important issues, please discuss your draft plan and
issues/options with the General Counsel, Inspector General, and
Assistant Secretaries for Health, Management and Budget and
Planning and Evaluation prior to our meeting.

i

J,

1

I

Thanks.

cc: Bob Helms
Tony McCann
Dick Kusserow

Ron Robertson .
Bob Windom: . .

/



A•• l.t.nt S.cretary for H•• lth

I.p.ct of the T.chnololY Tr.nlfer Act of 1986 on ••• Coop.r.tive
a•••• rch .nd D.v.lop.ent Alre.ment, P.tent, .nd Llc.nlinl
ActlYitie.

Und.r Secret.ry

The purpo.e of thi •••Nor.nduN il to provld. you with PHS'
propoled pl.n for the impl.ment.tion of the T.chnololY Tr.nlfer
Act (TTA) of 1986 ••nd to r.viev for you the option.l .ppro.ches
for future conduct of lic.nlinR .ctiviti••• th.t PHS considered
in the dev.lop.ent of th.t pl.n.

Thi. pl.n .110 r.que.t. your .ndorlement .nd tr.nl.itt.l to
the Seer.t.ry of • publie It.t •••nt for the Secret.ry to i.lue
.nd of • deres.tion of .uthorlty from the Secr.t.ry to the ASH.

BACKGROUND

The TechnololY Tr.nlfer Aet of 1986

Under the terN. of the TTA of 1986 •••ch 'eder.l .I.ncy •• y
permit the dir.ctor of .ny of its Government-op.r.ted '.d.r.l
l.bor.tories to .nt.r Into cooper.tlve r •••• rch .nd d.v.lopment
.Ir ••• ents (eRDA.) with 'eder.l .Ienci ••• lndu.trl.l
orl.ni •• tion •• publie .nd priv.te found.tions or other "p.rlonl."

The
"Pederal

.et provide.
laboratory".

the folloviDI definition for the t.rm

" •••• f.cillty or ,roup of f.clliti •• own.d. l •••• d. or
oth.rwi •• u •• d by • F.d.r.l ••• ncy•••ub.t.ntl.l
purpo •• of which 1. tb. perfor••nce of r •••• rch.
d.velop.ent. or enlineerinl ••• "

This d.finition 1. bro.d .nou.h to .llow .pplic.tion of the
t.r. "l.bor.tory" to or••nt •• tion••t v.ryin. l.v.l. of the PHS
hi.r.rehy. ren,in. fro ••••ncl •• (tho •• with lab.t.nti.l
l.bor.tory r.l.t.d .ctlvltle.). to bure.u •• in.titat ••• nd
c.nterl. to r •••• rch dlvl.ionl or l.bor.torie••nd br.nche.
wlthl. bur••u., In.tltut•••nd c.nt.r ••

Und.r .uch .ar••••nt. ". Cov.rn••nt-op.r.t.4 l.bor.tory
••Y••• lr.nt or •• r •• to ar.nt In .dv.nc., to • coll.\or.tl••
p.rt,. p.t.nt lic.n••• or ••• iSn••nt •••• ln .n, l ••••tlo•••d. In
wbol. or In p.rt by • r.d.r.l •• plo, •••• 4.r the
.ar••••nt ••••nd/or w.lv•••• ln .dv.nc•• In whol. or in ,.rt, .n,
rlaht of own.r.hlp which tb. rad.ral Covarn••nt .a, hay. to any
.ubJect lny.ntloD ••d. aad.r the •• r •••• nt by • coll.bor.tlna
p.rt, or ••ploy•• of • coll.bor.tln. p.rty ••• "
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Th. Act provid.1 th.t roy.lti.1 or oth.r ineo•• r.c.ived by
a ,.d.r.l .s.ney from the lie.nling or .I.ign••nt .f inv.ntions
.nd.r .Ireements .h.ll be r.t.in.d by the .,ene, (heretofore it
went to Tre••ury). The income i. th.n to be tre•• terred to ita
Go•• rnment-op.;.ted 1.bor.tori.1 to be used 'o r oblilat.d by th.t
lebor.tory for .uch aetiviti.s .s .dueation and tr.ining of
anploy•• I, .on.tary r.varda, .dmini.tration .nd lie.nling of
Inventions, etc.. Bovever•• t l.a.t 15 percent of the royalties
rec.iv.d (not to axe.ad $100.000 .nnually. p.r perlon) mUlt b.
paid to the inv.ntor (or eo-inv.ntor.) if the inventor waa an
employee of the .g.ney at the time the invention w.s ••de.

Und.r the Act •••ch Federal .g.ney m.y p.rmit the Dir.etor
of any of .n aseney'a Gov.rnment-oper.ted F.deral laboratories to
nesoti.te lic.nling asreement. (including roy.lty income) for
Government-owned invention••ade at the laboratory (and other
inv.ntionl ,of red.ral .mployee.) not previou.ly includ.d or dealt
with in the teral of cooperative R&D .gr.ementl.

Anoth.r provi.lon of the Act il the .stabli.hment of a
red.ral Laboratory Conlortium for T.chnology Tranlfer
(adminiltrativaly .upported by the N.tion.l Bureau of St.nd.rds)
to provide tr.inin" promotion, and av.r.nes., in both the
'.der.l .nd private •• etors, of the eoam.rei.l potential of
l.bor.tory technology .nd innovation ••

Within HHS, PHS h•• been and continues to be the only OPDIV
involved in those activities of the Act rel.ting to cooperative
r.search .nd dev.lop ••nt .greeaent••nd the promotion and
.dminiltr.tion of lic.n.el for patent. d.v.loped by r.d.r.l
inv.ntorl within HHS. (In f.ct. PHS ba. the prepond.rance of
non-milit.ry rel.t.d pat.ntl throu,hout the Cov.rnaent.) The
foeua of thil .emorandum is on thes. aetiviti •••

The Draft Executive Order

Of p.rtieular .i.nifieanee to the plan to i.pl••ent the Act,
the dr.ft Ex.cutiv. Ord.r. which w••r. told vtll .oon b. t.lued,
••ys in Saetion 11

"In p.rticul.r. the he.d of a.ch Bxaeutiva dep.rtment
.nd ••ancy .h.ll. within ov.r.ll fundin•• lloe.tiona
and to the fulla.t axtant and in the ••nnar parmitted
by l.w•••• d.l.sate authority to its Co.arn.ant-ovned
l.bor.tori••••• to .nter into cooper.tlve ~e.a.rch .nd
da•• lopaent .Ir••••nt. with other 'ed.ral la.or.tories,
It.te and local lov.rn.ant •• ualvereltl •• and the
priv.te ••etor ••• "

- - - - r - - - - - -
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Delcription of Current Activitiel

Attached at Tab A i. a de.cription of the current process
for developins CRDAI in the PHS a.encie. and of related illues
concerning the Act.

Tab! delc ribes the proce •• for obtalniul pateatl for PHS
tn.entions whe n an Inventor's act ivities bave not been ,reviously
aelottated under a CRDA.

TabC contains a de.cription of the licen.ins processes that
currently exist, includinl what the National Technical
lnformatlon Service (NTIS), our a.ent for the ad.inistration and
promotion of llcenles for PHS inventions, does for us, their
orlani.ation and re.ources devoted to tbese activities, and the
interrelation.hips tbat currently exi.t.

Tab D contatnl a dilcu.lion of optional approaches for
carryinl out futura PHS lican.ing activities for PHS.

THE PHS PIOPOSED PLAN

We recomeend tbat tbe Secretary i.lue a policy .tatament
callinl for the vigorou. implementation of the Act. Thi. would
.bow .upport for tbe legl.lation and re.pon.ivene •• to tbe intent
of the Ex.cutive Order being drafted by OM8. Thi •• tat ••• nt
.hould be publici.ad, and diltributed throu.hout tbe PHS
.cientific co••unity. (A propo.ed .t.te.ent for Secretarial
lign.ture i. attached at Teb E.)

Becau.a PHS il the only OPDIV within HHS that carri •• on
activiti.s directly affected by this Act, I .m .Iking th.t the
S.er.tary d.l.,.te to .e the authoriti •• n.c •••• ry to impl •••nt
the Act. 1 pl.n to report to hi. periodically on PHS actlviti.s
related to tbe Act. Tbe n.c •••• ry del.latlon papers (the .a.e a.
tho.e originally transmitted to OS) are attached to thi ••••0

(Tab P) for you to tran ••it to tb. Secretary for bts lilnature If
you approve of the plan I aM proposln. belows

1. I will e.tabli.h within .y own offic •• reporting to the
Deputy A•• istant Secretary for Health, the po.itlon of TecbnoloRY
Tr.n.fer Advi.or to over•• e tb. activit i •• of the a.encie. with
re.ard to tbi. Act. The incumbent will al.o review and .ake
reco••endations to .a. tbroulh the Deputy ASH, concerning
a,pro.al of exclu.ive a.ree.ent. and licen.e., .erve a. lIy
repre.entative in the licen.e nelotiation proc•••• collect
t.tor.atlon and report to .e OD CRDA'., patent. aa' 1tce•• inl
8etl.1tle. of tbe PHS a.encie. and coordinate the 'r.ftla. of the
report required by the Act to be lubmitted by tbe 'ocrotary to
the Conare•• on income received and expenditure••••••

... .. _c .. . .. _ ....... __ •• _ .. _ . . . . .. _
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2. I plan to appoint a ta.k force to develop and reco••end to me
policy/procedure'/Iuideline. i.ple.entins the CRDA .ection of the
Act. The Deputy ASH IIould cheir the Iroup. Me.berlhip would
Include up to two .enior repre.entative. fro. each of the PHS
alencie., cho.en by the alency bead. from their l ••ediate office
'taff" ••e.ber of the Ceneral Coun.et', office, a
repre ••ntative of OS, and of the Office. of Re.ource Manasement,
Orlanlaation and Manale.ent 5y.tem. and Per.onnel
Mana.elll.nt/OM/PRS. The Science TechnololY Speciali.t. nov
report Ins to the Deputy ASH. and the Office of Hanale.ent would
provide .taff .upport. The ta.k force will be a.ked to coordinate
with the oth.r D.part ••nt. and Alencie. which are h.avily
involved in technology tr.n.f.r i •• ue. to en.ure th.t the
.ppro.che. to lapte.entlns the Act are comple.entary.

Th. polic i •• and procedure. deyeloped by the Iroup viii deal
with i •• ue••uch a.r

--how to define "laboratory" a. u.ed i n the Act. Th. Act doe.
not do thi.. Our reco.mendatlon would be to define it a.
bro.dly a. po •• ible, e.g. to conaider all RIH intr.mur.l
r •••• reh a. a Ilnll. "l.boratory". A d.finltlon 1. crltic.l
bec.u.e It will influ.nc. the loci of relpon.ibility for. i

numb.r of the ar.a. d••cribed below.

--how to luard asain.t conflict of tntere.t both vithin and
betw.en alencie. a. thi. Act i. i.plemented.

--how to en.ur. that the ba.ic
aleneie. t. not diverted by
patent.ble .ppli.d re.earch.

re.earch
the nev

1Il1•• ion of
incentiv ••

PHS
for

--how and by whom the decialon viii be .ade •• to whether or
not the objective of a propoaed alree.ent i. de.irable to
pur.ue,

--what .hould b. the proce •• for determining patent.bility of
.n inv.ntion .nd who Ihould do it,

--wh.ther and how competition and/or peer review Ihould be
inyolv.d in the negotiation and e •• cution of CRDAI. to
.aintain fairne •• a.ong intereated partie.,

--who .hould have the authority to nelottate luch alree.enta.

--how and when the ASH or hi. office .hould be Involved in the
.pproval of the •• alre •••nt ••

--who Ihould have r ••pon.tbility to n'lotiate ••d ad.ini.t.r
ltcen.e. r •• ultlns fro. the.e CRDA.,

- _ ... _..... - _.... __ .. - - -~ - _ ....... -- ...
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--how the ca.h award. program called for in the Act .hould
work,

--how Det royalty income .hould b. di.tribut.d,

--bow .ci.nca infor.ation conc.rninl PHS r ••••rc••ctivities
Ihould be tran••itted to partie. potentially iatere.ted in
CRDA. in order to ".arket" them aore .ilorou.ly without
j.opardi.ina or di.tortlna the r •••• rch al.lion of the PHS
a,encle.,

--who .hould r.pr•••nt the aR.ncy on the Fed.ral Laboratory
Con.ortium for T.chnology Tr.n.f.r, •• t.bll.h.d by the Act.

Th. procedur•• dr.fted by thi. ta.k forc. will be lent to
the agenci •• for r.vi.w and comment. I h.ve .et a t.rg.t date of
two montha from the date of the ••• i,nment for the ta.k force to
.ubmit it. r.co.mendatlon. to .e for .pproval and promulgation.,

3. 1 will direct all agenct •• to d.velop written internal
pollele. and proc.dur•• to conform with tho.e promulgated by the
ASH and to charge a c.ntral offic. within the lamedlate office of
the agency h••d with the r ••pon.ibllity of tracking and of
r.viewing and apprOVing all luch agr••ment. that do not need a
hiah.r lev.l of approval.

4. I plan to rely on the Deputy Under Secretery to promote
out.id. contact. with inve.tor. and other •••b.r. of the private
.ector who mtght participat. in technology tran.f.r activitl •••

5. A ••nas.ment information .y.t •• that provid•• d.ta needed .t
each oraanl.ational lev.l In PHS and OS vlll be ~.v.lop.d. nata
ele••nt., d.finition., and reporting protocol ••hould be
identifi.d and lor dev.lop.d for it ••••uch a. cooperative
agre.m.nt., pat.nt applic.tion., pat.nt., and lic.n.e ••
Appropriate off-th.-.h.lf loftwar. and hardware .hould then be
•• lect.d to .upport proc••• ing of thl. lnfor.ation. By u.ing a
di.trlbut.d databa.e and by •• l.ctlng compatlbl••quip••nt and
coamOD .oftwar., .u••ary data .ay be el.ctronlcally coll.ct.d and
r.port.d at the ASH l.v.l. I plan to •• k RIR to take the
le.d.r.hip In d.v.loplng auch a Iy.te., .Inc. approximat.ly 90
percent of the activity within PHS i. within RIH. Th•••mb.ra of
the Ta.k Forc. and Itaff from ASHB would r.view aDd approve the
fl.al .yate. propo.al.

6. Th. curr.nt arrange.enta with MTIS r.f.rr.d t. in Tab C re
,.tent llcenllna ahould be modified 10 aa to en.u~e t.at PHS ha.
the opportunity .nd the fleXibility to l ••• l.e It.elf
.ub.tantially, .nd on a ca.e-by-ca •• ba.i., la ltc.n.tng
activitie. and in deci.ion. concerning whether .~ aot to a.ek
foreign patent.. After con.iderinl varioul optionl, I ha••
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conclud.d th.t contlnulns to r.ly on the .ervlee provid.d by NTIS
would en.ble PHS to h.ve the be.t of botb world. -- direct
t."olve••nt. wb.n w. d••m neee ••• ry •• t tb. critical ,art of the
pat.nt and licen.ins proe•••• no r ••pon.lbillty '.r c ••pllc.ted
direct oper.tion•• a fl •• ible arranl•••nt with a••ff.ctive .nd
axpert.nced orsani •• tion. no require•• nt to co•••p witb Ic.rce
PTE to run the activity. and a r.l.tively ri.t fr •• budget
arr.nle••nt. Thil approacb allowl u. to •• t.bli.b prlorltle. for
focu •• ing the effort. of our It.ff on the .o.t i.port.nt
activitl •• th.t v. are concerned about.

Since the ••mor.ndua of aaree••nt dr.fted by "TIS .llow. for
it. termination with 90 d.y. written notice. luch • decilion
would not be irrevoc.ble. In tbe .vent th.t "TIS f.iled to
perfor., PHS could at th.t time e.t.bli.h an office-to t.ke over
the NTIS .ctivitlel.

If you .pprove of thi. propo •• d pl.n. pl •••• tr.nl.lt the
S.cret.ria~ .t.t •• ent .nd D.l.s.tion of Authority to tbe
S.cr.t.ry for bit lilnature. I vill .Ik the D.puty A•• i.t.nt
Secret.ry for H•• lth to undert.ka it. imple.ent.tion ia.ediately.

Robert !. Windom. M.D.

'D_"' __ ~ ...... _ .. _ -
)



TAB A

DEVELOPMENT OF COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS

A number of terms are in use by those involved to deal with
the concept set forth in the Act. These include: "cooperative
agreement", "collaborative agreement", "joint endeavor", "joint
funding agreement", etc. This situation is further confused by
the fact that the legal definition of the term "cooperative
agreement" differs, depending on whether one is referring to the
TTA or to the Federal Grant and Cooperative Agreement Act of
1977.1/ The TTA definition of "cooperative research and
development agreement" (CRDA), and the one to which the rest of
this paper refers, is:

"any agreement between one or more Federal laboratories and
one or more non-Federal parties under which the Government,
through its laboratories, provides personnel, services,
facilities, equipment, or other resources with or without
reimbursement (but not funds to non-Federal parties) and the
non-Fed~ral parties provide funds, personnel, services,
facilities, equipment, or other resources toward the conduct
of specified research or development efforts which are
consistent with the missions of the laboratory; except that
such term does not include a procurement contract or
cooperative agreement as those terms are used in ••• (The
Federal Grant and Cooperative Agreement Act)."

The only clear "policy" that is understood with respect to
CRDA's, despite the fact that it is not in writing, is that ASH
approval is required on those collaborative agreements which
propose license "exclusivity" or waiver of the Government's
patent rights. In the past, such proposals were transmitted to
OASH. where they were staffed out by the former Science Advisor
and sent to the ASH for signature. There is no public notice
required of ASH's decision on these agreements. (An estimated 12
or fewer CRDAs were sent by NIH to the ASH for approval in 1986.
Exact figures are not available since central records were not

I/-lii f acC,- PHS reg u I a t ion s imp I e men tin g the 1 9 7 7 act
drastically contradict the purposes of the TTA.

"Cooperative agreements have been established not to encourage
more involvement in assistance activities, but rather to
p r o v t d e a formal instrument for those assistance activities
which do require substantial involvement. Except where there
is a demonstrated need for the involvement of programmatic
ataff during the performance of a sponsored activity, awarding
offices should continue to implement existing ••• istance
programs through the grant mechanism."
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maintained prior to November, 1986. Ten proposed subjects for
agreements were submitted directly to the Deputy ASH in response
to an RFP published last summer. These are awaiting his review
and will require the development of formal CRDAs. The number of
CRDA's that will be sent to the ASH for approval 1s expected to
be greater in 1987 than in 1986.)

Otherwise, there is no written, official HHS or PHS or agency
policy regarding 1) the process or procedures by which CRDAs are
developed, reviewed, and decisions made regarding their merit, or
2) the language or terms to be included in such agreements, or
even the stipulation that they must be in writing. No mandate
exists that these agreements deal uniformly, or at all, with the
subject of patenting and licensing of inventions that may result.
No organized system exists in any PHS agency to keep track of
CRDAs and their results.

Discussions with agency officials about the Act raise a series
of c o n c e r ns about its potential impact. For example, FDA is
studying the impact of increased CRDAs with the private sector in
terms of potential conflicts of interest that may arise, given
its regulatory mission. Some NIH officials are concerned that
the incentives for scientists to do basic research may be changed
by the potential monetary rewards that could come from a shift to
applied research. How to deal with the exchange of scientific
information, so necessary for scientific advancement, when that
exchange might result in the loss of considerable income, is
another issue. How to distribute royalty income to people and
organizations other than the inventor needs to be decided. This
question has a great many personnel and labor relations
ramifications. These and many other issues will need to be
worked out over the coming months.

The CRDA/joint endeavor process has been working as follows:
rough drafts of proposed agreements and related protocols
concerning collaborative efforts are worked out by the Federal
researchers and the outside organizations and are then provided
to the concerned Institute or Center management by the Federal
researcher. For those thought by the scientist to be of
significance, and for those requiring ASH approval of exclusive
licensing arrangements, the Institute/Center requests either the
NIH Branch or the Patent Branch of the General Counsel's (GC)
Office to review the proposal, especially the sections that
relate to patents and licenses. The GC reviews the agreement to
assure conformance with legal policy and procedures, and may
provide recommendations of new or better language.

In 1985, then-Deputy Director of NIH, Dr. Tom Malone directed
that a study be undertaken and that data be gathered concerning
"joint endeavors". The outcome of that study vas information
(available centrally for the first time) on such
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activities, and a recommendation that the data gathering process
continue. The data gathered as a result of the study showed that
during FY 1985 NIH had approximately 225 such "joint endeavors"
in effect. None of these has resulted in a patent thus far. A
review of NIH files showed that most of these were short term
agreements with non-government organizations to .hare resources
to accomplish some specific goal or perform a ta.k. Only two
appeared to include provisions for licenses and patents. NIH is
in the process of gathering comparable information for FY 1986.
FDA currently has 6 agreements outstanding, none of which appear
to have patent and licensing provisions. Other PHS agencies have
reported no agreements.



TAB B

OBTAINING PATENTS

The responsibility for obtaining domestie patents lies
primarily with the HHS Office of the General Counsel in the
Patent Branch of the Business and Administrative Law Division. A
total of 6 FTE perform the work involved. Contraets exist with 3
law firms to "prosecute" HHS patents (i.e. to shepherd the
applications through the u.s. Patent Office and obtain issuance
of the patents). The cost of these contracts in 1986 was
approximately $335,000. Foreign patents are obtained by NTIS,
which carries this out primarily through contractors. Foreign
patents are filed on a very limited basis, however, based on
scientific and economic importance, and on the advice of PHS.
(37 CFR Part 100 gives the Department of Commerce (DoC)
responsibility for coordinating foreign patent filing throughout
the government.)

,
Approximately 250 patent applications for PHS inventions were

filed with DoC and sent to NTIS for licensing during the period
1982 through 1986. All but 17 of these were for NIH scientists'
inventions. FDA accounted for 16 of these. There are 188 PHS
employee patent applications currently pending.

The Process - All employees are required to report to the ASH
every invention made by them in the course of their official
duties, according to 45 CFR Section 7.1. (It would appear,
however, that most scientists are not aware of this requirement.)
These reports are filed with the OGC Patent Branch, which
evaluates the reports for possible patenting. The Patent Branch
first asks NIH/Office of Medical Applications of Research (OMAR)
for technical evaluation of the invention in terms of its
scientific significance and whether it appears to be worth
patenting. The Patent Branch then searches the scientific
literature and existing patents (on its own or by using
contractors) to determine if the invention appears to be
patentable. If so, the Branch has a patent application prepared
and filed in the Patent and Trademark Office of the Department of
Commerce (DoC). This is done by contractors working under the
supervision of the Patent Branch. Following filing, the Branch
provides a copy of the patent application to the NTIS/DoC.

Under the terms of an Inter-Agency Agreement of January 20,
1975 titled "To obtain patents in foreign countries on selected
inventions in the custody of the Secretary of Health, Education
and Welfare" (IA-75-046), NTIS under the direction of the Patent
Branch, files selectively for foreign patents to protect U.S.
interests abroad. This is done for NTIS by eontractors. The
total cost of this activity by NTIS on PHS' behalf in PY 1986 was
$206,000.
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TAB C

PROMOTION, NEGOTIATION AND ADMINISTRATION OF PATENT LICENSING BY
NTIS

The NTIS, located organizationally in the Department of
Commerce, is the central source for the public .ale of U.S.
Government-sponsored research, development, and engineering
reports, as well as foreign technical reports and other analyses
prepared by ~ational and local government agencies, their
contractors, or grantees.

The Office of Federal Patent Licensing (OFPL) in NTIS' Center
for Utilization of Federal Technology (CUFT) handles the licensing
of inventions developed by Government employees at the Departments
of Health and Human Services, Agriculture, Commerce, Interior, the
Environmental Protection Agency, and the Veterans Administration.

Total staffing for the licensing operation, including CUFT's
Director, licensing specialists and clerks, and staff allocated
from other torganizations for accounting, Freedom of Information
Act (FOIA), and legal support from DoC headquarters, has totaled
about 9.5 FTE. In addition, the General Counsel's office at DoC
does all the staff work concerning protests of exclusive licenses.
As the number of protests increases, so does the FTE allocation of
this office.

The Patent Licensing Program planned budget for FY 87 is $1.1
million, including an estimated $330,000 for foreign patent filing
costs and $120,000 for inventor awards. HHS activity normally
accounts for approximately 70 percent of this, or about $770,000.
Of this HHS total, NIH accounts for approximately 90 percent.

OFPL serves as the principal marketing/promotion agent for the
licensing of patents of Government scientists' inventions. It
also negotiates the terms of licenses and size of royalties to be
paid for patents, and receives and administers royalty income. It
does this in accord *ith 37 CFR Chapter IV; Part 404 - "Licensing
of Government-Owned Inventions".

For PHS, the terms of an HHS/NTIS Inter-Agency Agreement which
deal with licensing of foreign patents have been applied on an
informal basis to the licensing of domestic patents. In other
words, although NTIS has been doing this for a number of years,
there is no formal agreement underlying their activities.
However, NTIS has recently drafted such an agreement, given the
new law, and has begun discussing it with PHS agencies.
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Volume of NTIS Activity

New HHS Patent Applications
Forwarded to NTIS

Licenses Issued by NTIS
on HRS Patent Properties

FDA

1 7

13

CDC

o

o

1982 - 1986

HRSA

1

o

NIH

232

124

TOTAL
HHS

250

137*

*A Total of 197 Licenses for all Federal Agencies
were Issued by NTIS During this Period. Thus 70% of
NTIS "business" is RRS. Of this, nearly 90·4 is NIH.

($ in millions)

!
Total Income, 1982-1986 ••••••••••••••••••••••••••••••••• $6.1

1986 1987 (est. ) 1988 (est.)
Income
AIDS Anti-body test $3.5 $0.8 al $0.8 al
Hepatitis 1.0 .8 bl • 7 bl
All Other c/ .3 .4 .4

Total Income 4:8 2:0 1:9

Payments
Royalties to scientists .05 .1 .3 dl el
Foreign filing charges • 2 .3 .3

Total Payments -:r --:4 -:6

Net Income $4.5 $1.6 $1.3

a) Assumes income will decline because of Franco-American
agreement.

b) Assumes hepatitis royalties will soon decline
because of a non-government invented replacement. Could
decline further if new product is marketed more heavily.

c) Includes fees from licensees.

d) Awards are made based on the prior year income. 1988 awards
reflect the TTA enactment. Of the total, $200,000 is for the
inventors of the AIDS test.

e) Does not include funds for the cash awards program.
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NTIS Promotion Activities - NTIS serves as a national technical
information clearinghouse for information on the products of U.S.
Government sponsored research, development and engineering. As
part of its efforts to promote licensing of Government-owned
inventions, it produces a series of products, which it .ells.
These include:

o Government Inventions for Licensing Abstract Newsletter
(weekly).

o Catalog of Government Patents (annual).

o Federal Applied Technology Database (electronic and
online).

o Published Search Catalog (annual).

o Director of Federal Laborator and Technolo Resource-
A Guide to Services, Facilities, and Expertise

o Brochures and pamphlets.

In addition to these ongoing information activities, OFPL/NTIS
promotes PRS patents by writing letters to selected market sources
likely to have interest in particular patents.

When NTIS receives an expression of interest in a patent from a
potential licensee, it requests a "transfer of custody" of that
patent from OGC/RRS. (Such interest is usually manifested within
two years of filing.) OGC queries the PRS agency involved to
determine if it has any problems with the terms offered and, if
not, drafts and signs a document assigning custody to NTIS.

Negotiation Activities OFPL/NTIS negotiates the terms of
licenses (including size of royalty) for all PHS patents, unless
they have been pre-arranged in a cooperative, agreement. Royalty
rates are negotiated on a case-by-case basis, using net sales
price, primarily, as a basis for running royalty calculations.
The usual range of rates is 5 percent to 10 percent for exclusive
licenses, and 2 - 8 percent for non-exclusive licenses. In recent
years, NTIS has had a bias toward issuance of exclusive licenses
as the best way of fostering commercialization of Government
inventions. When it does choose to grant an exclusive or
partially exclusive license, it must publish notice of its intent
in the Federal Register three months prior to the final approval
of the license. In any case, OFPL/NTIS, as a .atter of practice,
discusses with HRS the terms of licenses prior to final
negotiation with potential licensees even though re.pon.ibility to
make that decision rests with NTIS. The sole exception to this,
as discussed above, is where an exclusive license va. a part of a
cooperative agreement and was approved by the ASH.
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License Administration - OFPL/NTIS administers domestic and
foreign patents for HHS. This includes the collection and
handling of, and accounting for fees, royalties, and other income
from licenses under PHS patent properties in the cUltody of NTIS.
The Office also keeps track of the number of patent applications
received and the number of exclusive and nonexclusive licenses
issued by NTIS for its clients. NTIS also has traditionally made
small cash awards to inventors through an awards ceremony held by
the DoC. Under the new Act, it plans to make royalty payments to
inventors and could also allocate other funds in accord with
policy decisions made by PHS.

NTIS Charges to PHS - For FY 1988 NTIS has proposed charging
PHS a flat fee, sufficient to cover only approximately 3 FTE, plus
a share of the royalties and fees received, assessed on a sliding
scale. Total estimated charges are $727,000.1/ Because NTlS must
recover all its costs, NTIS officials believe that this approach
provides the best incentive to OFPL staff to promote licenses. If
its costs exceed income at any point, it uses monies from the sale
of documents that are in a no-year "trust fund" to cover
unanticipated expenses in the patent licensing program.

17 In FY 1987, charges to PHS will be approxima~ely $472,000.
The remaining cost of running the operation will be covered by
appropriated funds which will not be available in FY 1988.
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OPTIONAL APPROACHES TO THE PROMOTION OF PATENTS AND ADMINISTRATION
OF LICENSES -

1. Continue the Existing Process.
Required by Law.

Make the Minimum Changes

The NTIS arrangement could be formalized with. new aemorandum
of understanding (which NTIS has already begun to draft). Any
outstanding issues, such as whether PHS should have the right to
review and approve each licensing agreement, would be resolved in
that context. Policies developed within PHS re the allocation of
royalty income could be implemented by NTIS as part of their
license administration activities.

Pros

NTIS already has an operation in place, well supported by
accounting, publication and other overhead staffs to promote
patents to prospective licensees, to negotiate and to execute
licenses and administer them. It would take PHS considerable
time to 'develop these support functions and run its own
licensing operation.

NTIS has a network of contractors to carry
patent activities, and a network of contacts
promoting domestic licenses. In short,
business.

out their foreign
for marketing and
they know their

An independent contract study of NTIS/CUFT technology transfer
activities concluded that NTIS' performance compared well with
private sector technology transfer programs in universities and
non-profit institutions.

The Congressional Conference Committee report indicated the
conferees "value the licensing activities that have been
performed by NTIS f"r other agencies ••• "

PHS does not current ly have the FTEs or funds to support the
start up and operating costs of such an operation. The income
from the licenses that support the costs of the NTIS operation
have just been drastically reduced.

NTIS has demonstrated a Willingness to accommodate PHS needs in
terms of adjustments to NTIS' operations either in general or
on a case-by-case basis. Because it is administered like a
business, it can lIIore easily "buy" additional s e r v t e e s it may
need, or, likeWise, shrink its effort.
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Cons

OFPL's future may be jeopardized by OMB's desire to contract
out NTIS current activities. The OMB proposal •• y result in
staff departures that could cripple NTIS' operations.
(Congressional hearings on contracting out NTIS functions
suggest, however, that Congress may not accept the OMB
proposal, and that this issue may be moot within a couple of
months.)

Some allege that NTIS has not always acted vigorously in the
promotion of PHS patents and if PHS ran its own licensing
operation, it could be a great deal more active.

Some argue that a PHS-run organization could do what NTIS does
for us more efficiently and effectively.

PHS would not have total control, and would not have the
flexibil~ty to deviate from fixed arrangements with NTIS.

~. Set Up an Organization Within OASH to Carry out NTIS Functions
Plus Other Activities to Vigorously Administer the Act

Establish a position of Technology Transfer Advisor reporting
to the Deputy ASH to serve as the head of not only a new
organization to carry out NTIS licensing functions, but also to
oversee the activities of the agencies with regard to the Act.
This Advisor would also be assigned the responsibility to review
and make recommendations through the Deputy ASH to the Assistant
Secretary for Health, concerning approval of exclusive agreements
and licenses; collect information and report to him on CRDAs,
patents and licensing activities of the PHS agencies; and
coordinate the drafting of the report required by the Act to be
submitted by the Secretary to the Congress on income received and
expenditures made.

Pros

Responsibility for all PHS activities relating to administering
the Act would be focused in one place. PHS would be firmly in
control.

Negotiation of important, complex or unusual licensing
agreements could be accomplished more expeditiously and with
greater regard to health policy issues.

A potential director for such a staff is already in PHS employ.
He is highly experienced in all .spects of patent licensing.

- - g - - - - - - - - - --
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Cons

Staffing such an office would require initially approximately 6
FTEs in the office itself, plus additional FTE for the
establishment and operation of an accounting .ystem, and for
FOlA responses. Additional GC support to handle appeals of
exclusive license awards and other related legal issues, as
well as the foreign patent operation, would probably require
about 2 FTEs. These FTEs are not now available in OASH, and
would therefore require commensurate reductions in other areas
of OASH or unpopular taps of PHS agency FTEs. Futhermore, this
staffing level does not take into account the probable increase
in activity that will come about as a result of the
implementation of the new act.

PHS could not easily increase or shrink staff resources to
accommodate variations in workload.

Such a function would cost nearly $700,000, per year excluding
foreign !f i l i n g fees and payments to inventors. This is the
same as what NTIS would charge us. Thus we would save no money
by this approach.

It would
approach
proposed.

not be possible for PHS to establish an incentive
to funding this organization the way NTIS has
There are no other "customers" to share the risk.

Because of the recent Franco-American agreement on the patent
for the AIDS tests, income from the largest income producing
license has been drastically reduced. Futhermore, royalties
from the hepatitis vaccine are expected to decline given the
expected marketing of 8 new, non-governmental invented vaccine.
Thu5 it 1s questionable whether such an office could be self­
supporting until such time as other major income producing
licenses could be negotiated. Start-up funds for such an
office are not currently available in the OASH budget.

OMB is not likely to look favorably on such a proposal, given
its desire to contract out the existing NTIS activity. PHS
represents the preponderance of the business of OFPL. Were we
to propose pulling out, the contract to do the residual OFPL
licensing work would not really be saleable.

OASH does not currently have in place the systems necessary to
support such an operation. Accounting and FOlA systems and
procedures would have to be established, data systems would
have to be set up, etc. Considerable time and effort would be
involved.

PHS would have to focus on all patent and licensing activities,
low as well as high priority.
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3. Modifv the Arrangement with NTIS to Provide Opportunity for
More Direct Involvement of PHS in Licensing Activities. Set Up an
Organization Within OASH to Administer Other Activities Under the
Act.

Include a provision in the memorandum of understanding that
would ensure that PHS staff can participate, al they determine
necessary, in the negotiations of licenses, and in decisions
regarding which patents will or will not be filed in foreign
countries. Require NTIS to provide regular reports on their
activities.

Establish a position of Technology Transfer Advisor reporting
to the Deputy ASH. The incumbent would have the same oversight
responsibilities described in option 2, above. However, instead
of managing an office carrying out all patent licensing and
foreign patent activities, he would serve as PHS representative in
the NTIS license negotiation process.

!

Pros and Cons

All of the other pros listed under option 1, above, would still
pertain. The cons would be alleviated except with regard to OMB
interests in contracting out the NTIS operation. This option
would have the following additional advantages:

The major objectives of taking over the current OFPL
activities would be achieved without PHS having to get
involved in developing. staffing and operating the
entire administrative operation.

No financial/budgetary risk for PHS would be involved.
This approach would not require additional PHS FTEs.

With PHS participating in the NTIS licensing process,
negotiation of important, complex or unusual licensing
agreements could be accomplished more expeditiously and
with greater regard to health policy issues.

PHS staff would have the opportunity to determine, on a
case by case basis, priority for and the intensity of
their involvement in terms of questions, issues, or
special interests, related to individual patents.
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TAB F
Office of the Secretary

Washington, D.C. 20201

SLJBJECT: Delegation of Authorit y : ~tA\enson-iwJler 'I'echnoLoav
Innovation Act of 1~80 as amended by the Federal
Technology Transfer Act, of btsb

I hereby delegate to the Assistan t: Secr e t a r y for Health all of
the aut.hor i t i es under the Stevenaon-wvd.l er- Teohno Log....- Lnnova t i on
Act of 1980 (15 L;.~.l. 3,01 e t seq.). as amended b....r ttle Federa I
Technology Tr ans f e r Act> of 199b. P . L. ~~-5u~. e xcLudang the
authority to promul.aat,e reguiat r ons and. to submit r eport s to the
Cong r e s s . Th i s authuri l~ mav be r ede Leaar eu .

This de Le ga t i on is e ffeC Ti \ ' f? upon the dat e or s i zna t.ur -e.

ot j s R . Boven , ~I . LI •

-'



BILL] V , ( Uill:: .j ] b ll-],

l-unI i o Hea I t h Servi Ce

St evenson-wvo .l e-r Tec hn 01 0.I:! .\ l IllYI\Hl. 1011 A.- ·t 01 ] ~HO

Aq, Amended I....:'. th-. Federa t 'lrans i e i IP,·i lll" j ll f2.\' A '---' t. ot 1~86

TAB F - Page 2

, ,.. 1" " 1 ~ c, U ..

i i : ' , .Jl : ~ h . r.-,I.·' )" 'i . ll .
:-,, " . ' ·. - 1 Ct1



~·i~~ 'I""- ' .'., . PHEW ') .

~
/) I~~f ri-:.. d

PATENT BRANt~, Ul .J at:L
DHE t-.J eV~c I/'{ ere .?

t.\J\Y t ~ 1978 R,.S-Ii 0 .3
. ~UN 29 Jj1j33 tJ~J1/;tv..d tu-A~

MEETINC OF 5/18/78 dNINTELLECTUAL Be 1~(&tJ '"JYW
PROPERTY AND INFORHATIOn ).O(}/¥

t T"ili. ~... ~ .', ~ .

John M. De~tcht Director 11
Office of ~ergy Research
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Distribution:
1. Addressee
2. Chrono.
3. GC Read File
4. Yohalem, GC
5. FCCSET: Cpyrt.Workg.Grp.

(COGPP)
6. Commerce Draft Bill on

Fed. IP - dm
7. Gov't PAT Policy - jed

Congratulations: You picked "the meeting of the month" to be absent
from.

Jordan s~ent two hours guiding a discussion of what the different
agencies considered to be appropriate patent policies, the practices
follol~ed by the agencies, and in general their theories on why they
selected the policies they followed. 'The last half-hour was devoted
to a discussion of the proposed copyright policy which my Executive
Subcommittee drafted, which the Copyright Office objected to on .
questionable legal grounds, and which the Department of Justice~,ed.
for the expressly stated purpose that they did not know what the p ~y

statement was all about . '.
. . ~.

The overall effect of the meeting was, in my mind, a major step backward
in arriving at government-wide resolutions of these issues.

original signed by

James E. Denny
Acting Assistant General

Counsel for Patents

Enclosure:
cc of .l t r . to J. Baruch

iNto encls.

cc: n. Yohalem w/cncl.
(did not encl. ERDA 76-16

or cc of PAT Regs.)

.:

PAT

J EDenny : dm
C/H)/"iP'

"
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MAY t 9 1978

i
Dr. -Jordan J. Baruch
As~istant Secretary for

Science and Technology
U.S. Department of Commerce
Washington, D.C. 20230

Dear Jordan:

Enclosed is a copy of our Patent, Data and Copyright policy which was
issued under ERDA on July 13, 1977, and which we are currently utilizing
as DOE patent policy. Our provisions regarding waivers begin in §9­
9.109-6 on page 23. Paragraph (a) sets forth four objectives of our
waiver policy which come directly from our statute. In addition, para­
graph (b) sets forth 13 factors to be considered in making advance
waiver determinations-12 of which come from our Nonnuclear Act and one

_whi ch comes from the Atomic Energy Act. Finally, subparagraph (c) on
page 24 sets forth 12 factors to be considered in making _waiver deter­
minations on individually identified inventions.

For universities, we approve technical transfer capabilities and programs
. of educational institutions in the same manner as HEW and nSF under

their Institutional Patent Agreement (IPA) program; however, we do not
- utilize IPA' a , Instead, we equate approved programs with the equivalent

of manufacturing and marketing capabilities for purposes of advance
waivers; and for individual waivers, we reverse the presumption in favor
of granting the waiver to the universities with approved programs.
These prOVisions start with subsection (h) on page 26 and specifically
note paragraphs (4) and (5) on page 27.

Also enclosed is a copy of our domestic and foreign patent licensing .
procedures which have not been -modified subsequent to the exi~tence of
ABC. We have a revision underway, but the regulations will be substan­
t1~y unchanged.

If you have not done so to date, I would recommend that you or David
give some careful study to the details of the first llarbridge House
study which provide~ a substantial amount of factual information of the

. t)~e being discussed in yesterday's meeting. It took a rather large
sampling of government-supported inventions, revie~ed their utilization
and reasons for nonutilization, compared their effects on competition,
searched for the existence of "windfall," identified the amount of
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1Dvestment in further development and marketing of the inventions, and
accumulated considerable other data which everyone seems to assume does
not exist. This was an expensive and thorough study, which was monitored
by it he Department of Justice; and Dr. F. M. Scherer was the consulting
ec~nomist on both conducting the study and analyzing the results. I do
not believe anything equivalent to this study will be supported again,
as to do so would cost approximately $1 million. Therefore, I highly
recommend it to you.

In addition, DOE is presently supporting a second Ilarbridge lIouse study
in the area of compulsory licensing. Under this study, Harbridge Rouse
1s looking into the effects of the two present compulsory licensing
statutes (Atomic Energy Act and the Cle~n Air Act), reviewing the
effects of antitrust compulsory licensing decrees and of injunctive
enforcement of patents; and examining the compulsory licensing expe­
rience in several foreign countries. All of the preliminary results of
this study are available to you through the Commerce representative on
our task force, Barry Groasman of the PTO.

Barry also has access to the transcript of the public colloquium through
which DOE supported the writing, presentation and discussions of six
papers on the issue of compulsory licensing authored by economists
(F. M. Scherer and Jesse w. }~rkhRC), the legal profession (}~rcus B.

, Fi nnegan and James B. Gambrell), and the business community (Dayton H.
Clewell and Dr. Nat C. Robertson). This effort was an attempt to assess

. expert opinion in this area in~rder to parallel the factual information
, whi ch we hope to obtain through the second Harbridge House st~dy.

Finally, I have enclosed an initial report rhat;' .ERDA prepared fot the
President and Congress as required under §9(n) of P.L. 93-577. This
report provides the historical development of Government patent policy,
a review of legislative enactments, and a detailed summary of the
development of ERDA's nonnuclear patent legislation. Of particular
interest is the transcript of the public hearings that were held in
regard to Govenunent patent policy and compulsory licensing, and the
comments that were received on this subject.

It is because of the information enclosed and referred to above that I
keep stating the position that we probably have before us as much1nfor­
mation on this topic as we are going to get. The problem is that, after
digeation of the information, all parties concerned with the issue have
not been led to the same policy decision. In my opinion, this is not
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