
b(Ll-e,( a,J e /.fJ '(J '1 I e,.) cc,-

Step 15, PRELIMINARY VALUE SCREEN. "Yost employee ideas wi,'1 not
~r A~ ha v e s i q n i f i can t pot en t i a I. This two - par t e val uat ion

step is designed to be a Quick and low-cost process for sortIng
those which may have significant value from those which have
I ittle promise. The first question (Step 15-A, COMMERCIAll
GOVERNMENT VALUE SEEN?) involves technological, economic, and
managerial questions. The Government may anticipate using the

'~_~defensiveprotection even jf there does not appear

(
~ to be any c omme rei a I pot en t i a I . 1ft her e i s rea son to bel i eve

the idea or discovery may be of commercial value or of use to the
Government, the second part (Step 15-B, PATENTIBLE?) should be

t~~ performed by a patent attorney to provide advice on what type of
patent protection may be obtainable. If this Prel iminary Value
Screen indicates the idea may have commercial potential or value
to the Government and be patentable, the employee is considered
to have made an invention.

This step wi II involve the employee, the technology transfer
officer, the person designated by the laboratory for conducting
the screening process, individuals who may be members of a
screening committee, a patent attorney, and perhaps others.
~t1ft-t f:::i;:c:&on t tho ugh t s h 0 u I d go i n to how a I abo rat 0 r y wi I lor g ani z e

~
a n d conduct this step which should include the content and flow
of ,invention reports, confidentiality agreements. and controls.'

Je~'1 6/e -
/J ,J(' (Part 2c. Determinina.11l.!. Value.2..!. A Technoloay outl ines
C U factors and approaches to evaluating technology; page 14.)

Step 16, COORDINATE PUBLICATION WITH PATENTING. It may be
desirable to publish a paper on the discovery or idea.
Publication is entirely consistent with patenting, but done
prematurely, publ ication can destroy the opportunity to obtain a
patent. In addition, "publication" has a special meaning in
patent law. The inventor should be advised on how to coordinate
the timing of discussions of the technology and publ ications with
dome s tic and per hap s for e i gnp ate n tap p I i cat ion s .

and

no

NO.

LET EMPLOYEE KE
and
in i~a-R04 the employee

(I f YES, go to Step 20)

I 1 the i n v e nt£~a~4n 0 t wo r k
"~...Q..Q..l:l~~oF-~'f--Hlre--+FR-Jli-W:qz:lDl~"t heGo vernmen t has

shouldtallowed to keep it.
/I 0/?~ t¥'--( ItJ~

SIGNIFICANT COMMERCIAL VALUE SEEN? Y~S. If the
is work related or has been donated by the employee

Step 20,
invention

Step 19,
related,
interest

Step 18, DONATED BY

Step 17, WORK RELATED? Execut ive Order 10096 sets the pol icies
and the rights 01 the Government and its employees to employee
inventions. A test is whether the invention was work related or
made in the course of regular assigned duties. If YES, the
invention should be examined more extensively for possible
commercial value. Leliftlt iAJ
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it has passed the Prel iminary Value Screen. its
potential should be evaluated more extensively.
step on the chart. determining commercial value
complex process. (If NO. go to Slep 33.)

commercial
Although a small

can be a

(See Part z e , "Determinina.11l.t.. Valye .lU. §. Technology";
page 14.)

Step 21. APPLY FOR PATENT. The laboratory should apply for a
patent on an idea or discovery of an employee to which the
Government has rights. that appears to be patentable. and that
a ppea rat 0 ha v e a i q n i f i can t c omme r cia I val u e . Wh i let he
Government has obtained thousands of patents. few of them were
o b t a i ned p rima r i I Y for c omme r cia Ius e . The I abo rat 0 r y nee d s to
ensure that the appl ication is designed to produce a strong and
I icensable patent.

Step 22 . ADDITIONAL DEVELOPMENT NEEDED? YES. The i d e a may
need additional development. either to meet Government needa or
to make it more attractive for promotion and licensing.

Step 23. COOPERATIVE DEVELOPMENT POTENTIAL? YES.

T0 bed 0 ne i fit a p pea r a t h'a t
the invention-- )IF

r
........_ --_._-"

ent application an

(See Part 2a. Technigues LQL Finding ~ Cooperators ~
Ljcensees;page 10. )

Step 25. FIND LICENSEE/DEVELOPER? YES. If a I icensee/developer
is found. the logic of the chart flows back to Step 7 for
creating a cooperative R&D project.

Step 26. LABORATORY WILL DEVELOP? YES. If the invention does
not appear l i k e l y to intereat a cooperator. or if one cannot be
found. the lab must decide whether to continue development on its
own.,V0"' obtaiPl_ a pate"t 5i1 ,d try to I ieeR'. it.

Cf N'c/ t";/;1I4/v-L )",, (;/1 1# '1 ;@q~(-JJ ;o"okc/'·o# "Pi/of h'U:-=i'-'/'/C"r'f
Step 27. LABORATORY DEVELOPS. r

Step 28. OBTAIN PATENT.
continues development. if
comme r c j a I po ten t i a I. the

Step 29. FIND LICENSEE .

Regardless of whether or not the lab
the idea still appears to have
lab wi I I continue to pefrsue a patent.

v'

(See Part 2a . Techniques for Finding R&D Co~perators and
Ljcensees; page 10 .)

7
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Step 30. RESOLVE CONFLICTS OF INTEREST. The degree of
i n v 0 I v eme n t t hat a I abo rat 0 r y emp loy e e i n v e n tor ma y h a v e i nth e
follow-on development and commercial ization of an invention must
be decided. This should be considered before the laboratory
enters into negotiations with a potential licensee, recogn izing
that the I icense,'s wishes must also be considered. (

(See Part 2d . Confl jets !U. Interesta page 16 .)

Step 31, NEGOTIATE AND EXECUTE LICENSE. Under the new law,
laboratories may be delegated authority to negotiate their own
I icenses. Once the lab has decided to seek a patent, it should
start looking for a I icensee. If one is found before the patent
i sis sue d , the lie ens e e ma y8i to ame n d 11 n d the s t r eng the nth e
patent application in relat on to a specific product.

W I] "'-

Step 32, HELP DEVELOP PER LICENSE. Extensive development is
us u a I I Y r e qui red toe 0 n ve r tan i n v e n t ion i n to a ma r k eta b I e
product, and often the inventor or the originating lab can make
unique contributions . The new law allows laboratories to include
in their I icenses. provisions for the laboratory or the inventor
to contribute to further development and commercialization of the
invention. Although not shown on the chart. the license might
actually be a cooperative R&D agreement which could lead to

. additional, follow-on inventions. In this case, the logic flow
would be from Step 32 back to the cooperative agreement
activities beginning at Step 7.

Step 33. EMPLOYEE WANTS? YES. The new law says that an employee
wi II be allowed to keep his or her invention that the Government
has a right to own. but has dec ided not to patent or
c 0 mme r cia liz e . Sin c e the em p loy e e may bel i eve the i n v e n t ion has
more value than the Government recognizes, this serves as a
backstop to prevent destroying the invention's commercial value.

Step 34. GOVERNMENT PROTECT ION NEEDED? YES. In t he pas t , the
Government obtained most of its patents to protect i t s royalty-
free right to use inventions it had funded. The Government will
continue to need this protection for many inventions regardless
oft he i r c omme r cia I val u e .

Step 35. LET EMPLOYEE KEEP. The employee should be allowed to
keep the invention on the condition that the Government will
retain a royalty free right of use .

Step 36. HELP PATENT WITH GOVT. USE LICENSE. Had the employee
not wanted the invention. and had the Government decided to file
a Statutory Invention Disclosure, (see Step 40) the Government
~ould have incurred fi I i n g and attorney costs. Thus. it is
equitable for the lab to help the employee obtain a patent where
the Government retains a royalty-free use I icense. The help

8
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could include actual fi I ing of the patent for the employee or
paying a fair share of the costs.

Step 37, LET THE EMPLOYEE KEEP. If the Government sees no use of
its own to protect. the employee should be allowed to keep the
invention without giving the Government a license .

Step 38, GOVERNMENT PROTECTION NEEDED? YES. If the employee
does not want an invention that the Govenment does not intend to
patent. then the Government should decide whether it needs to
protect its royalty-free right of use. This is the same decision
as Step 34 , but the actions taken are different.

Step 39. PUBLICATION ADEOUATE? YES . Once an idea or discovery
has been publ ished, statutory bars to patentinQ take effect.
After prescribed periods. the bars prevent anyone from obtaining
a patent. and the idea or discovery can be used freely. Thus.
pUbl icat ion may provide the use protection the Government needs.
and where adequate, publ ication is also the cheapest form of
protect ion.

Step 40, STATUTORY INVENTION REGISTRATION. P.L. 98-622 al lows an
inventor or the Government to register an invention with the
Patent Office without obtaining a regular patent. By this

- process (called a SIRl, the invention is put into the public
domain for anyone to use freely. It serves the Government's
purpose of protecting the right of free use. It takes effect
soon e r t han a pub l ie a t ion, whie h ma y be imp 0 r tan t for rap i d I y
moving fields of technology. A SIR costs less than a patent but 6
more than a simple publication. I'

Step 41. PUBLISH.

9
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Part 2a.

PART 2

An..Q. Licensees

To lc:
efr;,- hv~.
II- ; {
clt'<c f

f'?1 f-

for

o

o

Close cooperation between and a commercial
firm is a etothe culture of
most Government employees and managers. have legitimate
concerns that relationships with the private sector both be fa '
and appear fair. An attribute of the industrial culture.
however, isto maintain secrecy around actions that may affec
f u t u rep rod u c t s . M.u.,c h 0 f t l' 8 t r HHl i n 8 /I, tab Ii. t:l i A 9 A. 00 per a t i v e
R&D agreements and patent I icensesv~.,i*p: br idge the two cui tures.
The way a laboratory decides whom to accept as cooperating party
is important to both the appearance and actuality of fairness.
This is particularly true where the industry partner wi I I obtain
a degree of exclusivity in the results . Labs will have to
exercise some ingenuity in.olgaiiizing their ~ening gaMbit."?r',,
hU Ideas. VII M,~fl<iAJJ 'fl" jj r/-8St-l:;) ~ ,<l/v"/ /;';:1

«-r«: r . 9 i~S.1-I J /.1
, which a laboratory and a a,J

mi ght be brought toge er ina c . t i ve 4 J-../
r e t(h r 0 g h : / 1 '1'""L-t-.~ 1-:

~.=4'tT\ c) f~k ~ e:t~, ./ " ' ~ { J hfhe.
the oratory" o(cJA!'p

. • t i 01f ......t>a [ I a 0 r tor y •
e. .\ Vq.J ><j t. {;(O {

' a t
r t

A. If the cooperation stems from an existing laboratory
invention. t"'.r. are lhr:e.e.,..,qpjl, uuWs to ensure fairness<e{l!ro'

1/te.. V (J t , ,,,,,- ,,-- /2,j ~/h vc/y
(1) Advertising the invention as available for licensing
through NTIS publications, agency fliers, and industry
contacts, or use of intermediaries, and other dissemination
techniques that expose the invention to possible licensees.

(2) The Federal patent I icensing regulation C37 C.F.R. Ch.
IV based on 35 U.S.C.208), establ ishes a process for
determining the best potential I icensee for a Government
owned invention and includes a Federal Register publication
r e qui r eme n t for ex c Ius i ve and par t i a I lye x c Ius i vel ice n s e s .
Wh i I e c umb e r some and a t time s lHt:J f IJ. f • La i Ii g. the reg u I a t ion
provides for a .election proc s that is perceived as fair.

(3) Use of a technology manage ent intermediary (such as
NTIS, Roseach Corporation. or fo -profit technology brokers)
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to approach industry for the laboratory. In general, these
services work best for inventions that have an obvious
market value and require relatively I ittle additional
deve lopment .

B. If the laboratory tries to find a collaborator to help
conduct research or develop a technology for which no property
rights have yet been establ ished, there are several factors and
approaches to consider.

(1) Whi Ie procurement rules do not apply to cooperative R&D
agreements, the feel ing of need for an open process comes
from the requirement for competitive procurements. There
is, however,provision for sole source procurement of R&D
that involves unique ideas and when it makes sense to deal
directly with those who have the ideas . This view might
g u ide ~ e n t e r i ngin toe 0 0 per a t i ve R&D a g r e eme n t s but I a b s·
should be sure to have recorded justifications of their
actions . . , /- / J J /g.".t;. ·r

f
6 4. U.5 e /VII,e«. _ t' a / ~ 4 I ,0 F.:> "'l- . 1 "'7 u

(2) A lab could ublish notices that it is seeking a
cooperating party It could use the Federal Regjster as a
formal ity, but scientific, professional, and trade journals
and associations would probably be more effective.

(3) Depending on the structure of the industry, the lab
co u I d con t act the fir msit bel i eve s mo s t I ike I y to be
interested and negotiate with those that respond.

(4) The lab could organize the project in conjunction with
a university or unit of State or local government as a
par t n e r 0 r i n t e r med i a r y . AI low i n9 the par t ne r 0 r
intermediary to select the company or companies could remove
the choice from the laboratory. This may be useful where
lower levels of government or universities are more able to
establish relationships With industry that are closer than
arms-length. The partner or intermediary may not, however,
be able or willing to evaluate the technical capabilities of
a potential R&D cooperator, however .

c. Handl ing cases where a firm approaches the laboratory with a
request to collaborate i n research or in developing a technology
on which the Government holds no patents, can be divided into two
time periods.

o Reque$ts received before the lab make$ a general
announcement of its wi llingness to enter into cooperative
R&D agreements, and

1 1
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o Requests received after the lab has mad~ an announcement.

(1) I t appears that a laboratory can announce its
wi I I ingness to consider cooperative R&D agreement proposals
in fields of science or technology. to be acted on at the
lab's convenience. The announcement can provide for a
first-come. first-considered selection process. or one that
accumulates proposals for a whi Ie and then picks the most
desirable. The announcement could offer confidential ity
for the proposals and present the general agreement terms
the lab would offer and require. Once a lab makes this sort
of announcement. and follows a rational selection process.
it would probably have met the requirements for both actual
and apparent fairness. With the general announcement made
in advance. no additional publication should be needed for a
specific agreement.

(2) The problem may be greater if a proposal is received
that leads to a cooperative R&D agreement before an
announcement is made. This may be primari Iy a start-up
problem. but it could occur any time a firm offers a
proposal in a field not covered by a lab's announcement. It
would be good if the company would agree to a public notice
of the proposed agreement. But possibilities of delays.
actions by e ome e t t t c r e , and publicity may lead a company to
reject the idea. Many labs have service for others programs
that make lab faci lit ies avai lable to companies for
proprietary work. The pol icies on deciding who can
participate in these programs may be a useful and realistic
precedent. It may also be possible to work though a
university or local government intermediary to remove the
selection onus from the laboratory. Finally, the view
discussed above (2(a)), that R&D aigreements don't fit the
nor ma lop en ne s s mo I d 0 f pro cur eme n t mig h t be a ppi i e d .

Part 2b. Types QL R&D Cooperation

The range of different types of cooperative R&D projects, in
or d e r 0 fin c rea sin g c omp I ex i t yin c Iud est he f 0 I low i ng .

A. Parallel Efforts. Probably the simplest type of cooperat ive
R&D project that a laboratory may undertake would consist of
parallel but separate work by the lab and the cooperator. with
agreement to exchange results. This would not involve joint or
shared management, mingl ing of resources. or the I ikel ihood of
inventions made jointly by laboratory employees and non-Federal
co-inventors. Since the cooperator would not be a party to the
work done by the lab. there would be no provision under .xisting
law to restrict publ ic access to the results produced by the lab.
If restricted access is important to some aspects of the project.
such as creation of computer software that the non-Federal party
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desires to Copyright. the work should be divided so that the non
Federal party develops and controls those aspects.

B. Facj I ities Sharjng. Either party might agree to provide the
use of equipment or faci I i ties to a joint project. For example,
either party might provide an environment to test equipment
developed by the other party under the agreement. Under SUCh
agreements , there would be minimal mingl ing of resources, but
there may need to be provisions covering damage to and
disposition of the shared faci I ities and the equipment being
tested .

c . Per son ne ISh a r i n g . Next ~ the c omp I ex i t y sea Ie, wo u I d be
where either the laboratory or t~e cooperator would provide the
services of personnel to pursue an agreed program of work,
perhaps at the other's site. This could occur under a patent
I icense where the lab agrees to allow the inventor to assist the .
I icensee with advice or other types of assistance in transforming
the i n v en t ion i n to apr 0 due t . 0 r , i teo u I d res u I t from a c omp any
requesting the opportunity for one or more of its employees to
assist a particular Federal laboratory employee in the conduct of
a particular line of work. Under these situations, there would
bel itt leo r nom i ng lin g 0 f res 0 u r c e sot her t han per son ne I time,
but co-inventions involVing the non-Federal employees might e e a
distinct possibi I ity.

D. Indystry funding . A firm might be wi I' iog supplement the
funding of work undertaken by the laboratory . In their simpler
forms, these agreements would include an explicit and
predetermined statement of work that is not likely to change, so
there would be minimal sharing of decision-making responsibi I ity .
Industry funding agreements may require provisions listing the
types of t a bo r a t o r y costs that will be allowable and how the
costs wi I I be reported. In laboratories whose accounting systems
are slow to report. special records may have to be kept to track
the use of non-Federal funds.

E . Shared Management. Probably the most complex type of
cooperative R&D arrangement would involve a project with
significant unknowns and where it is necessary to provide for
mutual sharing of the project direction responsibilities . The
agreements for these projects need to provide for the management
and decision making process. Perhaps the best approach to
developing such a project is for the lab and cooperator to work
out in technical terms, the initial direction of work. the
pre lim ina r y dec i s ion poi n t s , the po s sib I e a I t ern at i ve s t hat ma y
be followed as a result of the decisions, and other sign ificant
anticipated or possible events. The formal agreement for the
project would then be drafted after the strategy for conducting
.t he p r o j e c t has bee n 0 uti i ned. .
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Part 2c. Oetermining ~ Value Qi • Technology

to repl icate the many books and
written about evaluating
some points of particular relevance

This paper will not attempt
articles in print and being
technologies. but there are
to Federal laborator~i~ __

;?cs .J1f
A. Basis iQL ~ Value. For our purposes.
technology is kn wledge resulting from R&O. of how to achieve a
desired physical", The value of the technology is basically the
value of the result minus the cost of achieving the result.

Sometimes. the value of a technology is directlY related to the
number of people or firms who have access to it and can use it.
To achieve its greatest value. such technology should be put into
the pub I i e d oma i nth r 0 ugh pub lie at ion e , me e tin g s , etc.. and
distributed through technology dissemination programs.
consultants such as Agricultural Extension Agents. and education
programs.

At the other extreme. the value of a technology may be inversely
re1ated to the number of people or firms that have access to it
and can use it. This is often the case with an invention. where
a significant capital investment is needed to bring the invention

. to market by thef i r s t firm to use it. but where other firms if
allowed. might bring similar or improved products to~)
without having to repeat the investment. "f+t-e keYS iSAprotectit"fMJ ~

the first firm's capital investment by restricting other firms' :J;J In,)
ability to copy. Simply put thit i/s what a patent does. r I f"'

e "-1J;)~~'J, "if (h1?/Z"'fl fJU{,C (Y/la l/vc.f; ),IV'v .IOr!

Perhaps the clearest exa~..R'?' "io;'!:.O:-r where millions of ,/--l5
do i I a r s mu s t be s pen t by the de vel 0 pin g fir m 0 n t est i n g and lv---'fJrth- vv}-
obtaining pre-market approvals. A firm making a direct copy
would be spared much of this investment. would have lower costs tv
to recover. and could sell at a lower cost. Without confidence
that copying would be restricted. no firm would make the initial
investment. and the .aJISI~e would not come to market. Thus i1
anyone were al lowed 0 use the technology necessary to make the

~
me d ; e i lLe . thet . e would ·never be made and its practical
val u e tot h e (~u b I i can d the e con omy wo u I d be z e r 0 .

e.~ t-«: (h?-t<-¢r>vl. c. 'H /J<c.~Pc.Jf-,C.
A7d /I ...f Abo d y 0 f tee h not 0 gym i g h tin c Iud eel erne n t s wit h bot h t Ypes 0 f
J

r

- value. This could occur. for example in a field of measurement.
where an part of the technology consists of data that should be
widely publicized. Another part of the technology might be
needed to make special measurement equipment and would require a
significant developmental investment before the equipment becomes
available to those who need to make the actual measurements.

Fin a I I v , the val u e 0 fat e c h n 0 log y rna y stem prj ma r i I Y from its
use1ulness to the Government. In such cases. the Government may
need to protect its right to use the t e c nn o t o qy it created
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without having to pay royalties to others who may claim it as
th~ir invention. In the past, most Government patents were
obtained to gain this protection .

Step 2 on the system chart requires a prediction of th~ value of
the technology that a new project is most I ikely to produce.
Step 15 r e au r r e s a preliminary evaluation of a discovery or idea .
In both steps, the distinct ions just described must be appl ied to
each particular case.

B. Intellectual Prooertv. The way to protect the rights of one
party to use a technology whi Ie control I ing the opportunity for
others to use it/is through identifying and protecting the
technology as intellectual property . Normally this is done today
to protect an investment in developing the technology and
bringing it to market. It i s done primarily through:

o Patents,
o Copyrights, and
o Technical data kept in confidence.

Conversely. the way to ensure that anyone including the
Government can use a technology is to "'iber&-te', destroy any
intellectual property value it might have by putting it in the
public domain throug~ publication or some other means.
Unfortunately, itis easy to accidentially destroy the
intellectual property value of a technology that should be
protected. In part, Steps 2 and 15 should lead to a del iberate
dec i s ion 0 n pro t e c t ion. p u b I i cat ion, 0 r a comb ina t ion 0 f the two .

C. Commodities ~ Differentiated Products The goods traded by
the world's economies tend to be either commodities or
differentiated products. The markets for commodities Ce.g. iron,
wheat. and oil) are usually very competitive and there is l ittle a
single producer can do to increase his profitabi lity. The
markets for· differentiated products Ce.g. "'tIte<JICiJ1~'special
devices. and computer programs) allow a single pr ducek-m~ch mo.re .
opportunity to influence his profitability . v~-c~r;;'./Y:l c.-J

Technology is used by producers of both commodi ties and
differentiated products. However, technology in the form of
intellectual p r o p e r t y is often the basic ingredient necessary to
create a differentiated product. If many producers could use a
new technology, the product would soon become a commodity.

This distinction is important when evaluating a technology. An
objective of most nations that have or aspire to have modern
in d us t ria lee 0 n om i e sis to inc rea set h e~ po r t ion 0 f the i r
economy dedicated to differentiated products, whi Ie redvcing
dependence on commodities.
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D. ~ Evaluation Process. Evaluating an idea or discovery can
be time consuming and costly. A laboratory can conserve its
resources by using a multi-step evaluation process, highl ighted
on the system chart as Steps 15 and 20. Step 15, the PRELIMINARY
VALUE SCREEN, is intended to be a weeding process to reduce the
number of ideas under consideration to those which appear to have
the best potential. The three primary purposes ofJ;1!l this Step
are to obtain prel iminary indications of:

o What the technology wi II actually do and how well it wi II do
it from a technical standpoint,

o Identify what the market or markets may be for the
technology, including its ability to meet a Government need,
and

o Whether it can and should be protected as intellectual
property.

If ~all three indications are positive, then the lab is
justified in spending more resources for additional evaluation.
Th is is what Step 20 is to indicate. The conti~ing evaluation
may be analytical or it may be done by an actual market test . .

If the invention will be used in a commercial product, the sooner
a firm is involved in the development process, the more likely
the chances of ultimate success . Once a patent appl ication has
been filed, the lab can start to seek a licensee. This is the
ma r ke t t est a p pro a c h . The a na I y tic a I a ppro a chi s nee de d i f the
lab has to do prel iminary market and cost projections to interest
a potentia' licensee.

The po int i3 to work gradually into the evaluation process,
committing or not committing additional resources on a controlled
basis as knowledge is gained .

Part 2d . Conf I ict 21.. Interest

Conflict of interest is often mentioned in conjunction with
technology management by laboratories. Whi Ie this paper is not
to provide legal advice , there are indications that the term is
frequently used incorrectly. Three different situations are
often confused, but need to be recognized and handled separately:

A. Confl iet Qi interest. A legal confl ict of interest
situation is probably one that:

o Is prohibi ted by Federal statute,

o Allows a Federal employee to commi t the Government or
Government resources including the employee's work time,
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wi thout pr ior approval or subsequent management review. and

o May lead to personal benefit for the employee.

Most conflict of interest statutes were written before enactment
of the Federal Technology Transfer Act and were based on the
concepts that a Federal/industry relationship shou1d be arm's
length and a Federal employee CoUld serve only one master. These
statutes must be applied in light of the new relationships
Congress intended under the Act.

Agency regulations written before the Act that do not provide for
Federal employees having relationships with more than one
or g ani z a t ion ma y nee d to be rev i sed. Wh i leu n hear d 0 fin mo s t
agencies. such arrangements have long been accepted and promoted
by ~t le.,t two. In addition. implementation of the Act requires

0
g~ n c Y regulations to accommodate the technological innovation '

process as it is used in the United states economy. This means
that the publ ic good may best be served by special treatment for
innovating firms and restricted access to the technology on which

f(,.".,.-f. a new product is based .

B. Conaruence.9.1. interest, is a situation anticipated by the
Act, where, for example. a laboratory employee inventor is

. allowed to contribute to and directly b e ne t I t from the
comm ere i a liz a t ion 0 f the i n ve n t ion wher e the emp loy e , can ma ke a
unique contr ibution that is in the interest of both the
laboratory and a private firm. Patent I icenses. cooperative R&D
agreements, and employee ownership of inventions not managed by
the laboratory are types of hand-in-hand congruence of interest
situations which are fundamentally different from the arms-length
relationships toward which the confl ict-of-interest statutes were
directed.

Congruence of interest situations are more I ike partnerships than
typical Government/private sector, arms-length relationships, and
the a g r e eme n t s est a b lis hi ng them s h 0 u I d be s i mil art 0 par t ne r s hip
agreements. In many cases, relationships between firms and
laboratory employees that would result in confl ict of interest
situations if the employees acted on their own, can become
congruence of interest through agreements between the
laboratories and the firms.

C . Conflict.Q.1. committment. or the competing demands for
resources. This can arise, for example, when the services of an
i nv est i gat 0 r are des ire d bot h to aid e omme rei a liz a t ion 0 f a
technology and to perform other laboratory work. If it arises,
it is a management problem, not a legal conflict of interest
issue. It should be solved on the basis of the laboratory's
p rio r i tie s , inc Iud i n g its miss ion c 0 mm itt men t s , e 0 mm ere i a liz a t ion
objectives, des ires to accommodate its staff. and the value of
the technology.

17
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The moltd iff i cuI t asp e e t 0 f t his for rnan y to ace e p t wi I I .
probably be the fundamentally new types of relationships the Act
permits. The Act wal deligned to bridge between what have
formerly been two entirely separate cultures--industry and
Government research. The bridge may involve co-work. co
management. co-acceptance of risks, and co-enjoyme~t of rewards.
Wh i Ie some emp loy e e s 0 f a few age n c i e e , par tic u I a r I y A9 ric u I t u r e
and the VA have experience in these types of relationships, for
most Government people, ~they wi I I be entirely new. As such,
the Act is plastic and waiting to be molded in the wisest and
most imaginative ways that can be created.

One wayan agency could approach this gradually, would be to
develop prel iminary pol ieies or a statement of intent for the
bas i e t Ypes 0 fin v e n tor par tic i pat ion inc omme r c j a liz at ion t hat
the agency wi II normally allow. It could establ ish a review and"
approval process for proposals of types of participation that go
beyond. The organizational levels that could approve more
extensive participation should probably correspond with those
that make or approve research project funding decisions for a
laboratory. These levels will probably also be involved with
decisions to approve cooperative R&D projects.

18
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Dear Dr. Wil liams :

CSIS is pleased to invite you to attend a conference on
"Technical Change and the Politics of Energy." The conference
will be held on 9 September at the International Club of
Washington, 1800 K Street, N.W.

This conference is sponsored by Los Alamos National
Laboratory and addresses a number of technologies and technology
i s s u e s that potentially impact on the energy future. The sUbject
is timely as u.S. dependency on oil imports cont inues to grow.

Enclosed is the proposed agenda for the conference. Please
indicate whether or not you plan to attend by returning the
enclosed reply form to Mrs. Mary Park at CSIS before 4 September.
You may also RSVP by phone to Mrs. Mary Park at (202) 775-3102 .

We look forward to see ing you on the 9th of September.

Sincerely,

Reginald J. Brown
Senior Fellow

Enclosures

~·~~I~~~~ , ~ ~~- -------~ - - - - ~ - ~ -



Proposed Agenda (8/7/87)

TECHNICAL CHANGE
AND

THE POLITICS OF ENERGY
CSIS, INC.

SEPTEMBER 9, 1987

•

8:45 - 9:00 a.m.

9:00 - 9:10 a.m.

9:10 - 11:30 a.m.

9:15 - 9:35 a.m.

9:35 - 9:55 a.ID.

Registration
Abshire Room, 3rd Floor
International Club
1800 K Street, N.W.
Washington, D.C.

Welcome
W. J. Taylor, Jr.
Executive Vice President
Chief Operating Officer CSIS

Morning Session

Chair: Charles K. Ebinger
Senior Consultant, Putnam, Hayes & Bartlett
Adjunct Fellow in Energy Studies, CSIS

Technical Change In Industry-Economic

Charles D. Kolstad
University of Illinois

Discussion

Break

10:00 - 10:20 a.m. Technical Change In Industry - History

Mark P. Mills
Science Concepts, Inc.

10:20 - 10:40 a.m. Discussion

Break

10:50 - 11:10 a.m. Technology & Structural Change

Ahmed Faruqui
Battelle Memorial Institute

11:10 - 11:30 a.m. Discussion



11:30 - 11:50 a.m. Electricity Production & Deregulation

Richard Schuler
Cornell University

11:50 - 12:10 p.m. Discussion

12:15 - 1:30 p.m. Lunch: Mediterranean Room

1:30 - 5:15 p.m.

1:30 - 1:50 p.m.

1:50 - 2:10 p.m.

2:15 - 2:35 p.m.

2:35 - 2:55 p.m.

3:00 - 3.20 p.m.

3:20 - 3:40 p.m.

3:50 - 4:00 p.m.

4:10 - 4:30 p.m.

4:30 - 4:50 p.m.

4:50 - 5:10 p.m.

5:15 p.m. Adjourn

.I-c.-or._ 1· .......... 1JI""rl. .....

Afternoon Session

Chair: Ron Smith
Los Alamos National Laboratory

Motor Vehicles & Motor Vehicle Fuels

Al Sobey
General Motors Corp.

Discussion

Air Transport & Aviation Fuels

William Alley
Aviation Consultant

Discussion

Clean Coal Technologies

Peter Blair
Office of Technology Assessment
u.s. Congress

Discussion

Natural Gas Technologies

Robert Kelly
Gas Research Institute

Discussion

Petroleum Finding & Production

Frank Finch
Los Alamos National Laboratory

Discussion

2



TECHNICAL CHANGE AND THE POLITICS OF ENERGY

September 9, 1987

[ J I will attend [ J Sorry, I am unable to attend

I will attend the following (Refer to tentative agenda):

[ J Morning Session

J Lunch

[ J Afternoon Session

Name------------------------------
Title-----------------------------
Organization. _

Address----------------------------

Phones (Business) (Home)---------
Dietary Restrictions: Please indicate------------



Assistant Secretary for Health

Federal Technology Transfer Act (FTTA) of 1986

PHS Agency Heads

100 - 5 1981

DRAFT

The Secretary has delegated to me authority to carry out all

provisions of the sUbject act and has requested me to prepare an

implementation plan for his review by the end of September.

The purposes of this memorandum are: (1) to ask for your

agency's participation on a PHS Technology Transfer Advisory

Board to develop a PHS implementation plan and adequate and v/
effective policies, procedures, and reporting relationships

necessary to govern the administration of the Act: and (2) to set

forth some policies that should govern your agency's activities

in the interim.

ESTABLfSHING A PHS TECHNOLOGY TRANSFER ADVISORY BOARD AND

DEVELOPING A PLAN

I plan to have Dr. Lowell Harmison convene and chair a PHS

Technology Transfer Advisory Board to develop an implementation

plan, to consider the issues described below, and to make

recommendations to me on their resolution. I would like each

agency to be represented on the Board by two participants: your

deputy, who will represent you personally, and another principal

official who has been involved in technology
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transfer. The first meeting of the Board will be on August~

n agenda and list of participa~ts will vided before hand •
..-":._-- "

P ea e send your nominees to Wilford Forbush by AU9US~

By late September, procedures and policies must be planned or in

place throughout PHS, and incorporated in the implementation plan

requested by the Secretary. At the time these are in place, I

will make appropriate delegation of authority to you for carrying

out the Act's provisions.

Listed below are several areas 0 concern to the Secretary and me

that must be addressed in the PHS implementation plan:

o the structure and procedures necessary to manage

effective implementation and operation of the Act,

particularly certain common procedures and data

systems, conduits for transfer of information to and

encouraging support from the private sector, and

relationships with other Federal Agencies:

7

o how cooperative research and development agreements .

should be negotiated and approved:

o the degree of decentralization and roles of OS, OASH

and PHS Agencies:
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o how to ensure the continued fulfillment of the

Department's research mission, and at the same time,

effectively promote the transfer of new knowledge from

Federal to the private and non-Federal public sectors;

o how to assess progress in transferring technology and

the impact of the Act on HHS activities, including

reporting requirements and the appropriate structure

for review;

o guidelines necessary for defining conflicts of interest

both within and between Federal Agencies;

o how to ensure that public benefits are given proper
(

weight in matters involving potential commercial gain

by Government agencies and by private sector

organizations;

o whether and how peer review and advisory mechanisms can

be involved at some stage of development and approval

of cooperative research and development agreements to

maintain objectivity; and

o policies regarding uses agencies will make of royalties

and other income.
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INTERIM POLICY

Outlined below are several steps.that you should take immediately

within your agency to govern the administration of FTTA

activities while longer range policies are being developed.

Cooperative Research and Development Agreements - Henceforth, all

agreements must be in writing. In addition, the parties involved

in the development of agreements, as well as in their review and

approval, should be made a matter of record.

At a minimum, until our policies and procedures are more fUlly

developed, you should be sure that each new agreement is reviewed

for:

possible conflicts of interest or ethical

improprieties, even though formal guidelines have yet

to be established, and

whether a laboratory's basic research/regulatory

mission could be impaired by the proposed agreement.

You should also be aware that the law requires that your review,

or that of your designee must be completed within 30 days of the

date the agreement is presented to you or your designee by the

head of the laboratory concerned. I request that you send to
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me for my review and approval:

o all agreements providing exclusive licenses or waiving

government patent rights~ and

o all cooperative agreements dealing with research

activities related directly to AIDS.

Reports and Data Collection - Of immediate concern to me is the

FY 87 report on FTTA activities that must be made to the

Secretary and to the Congress. I would like you to assign an

agency-level organization responsibility for collection,

analysis, and maintenance of FTTA-related data relevant to your

agency. Until PHS has established formally the data collection

and reporting requirements necessary to respond to the

Secretary's needs and Congressional requirements, the preliminary

information requirements listed in Attachment A must be collected

by each agency.

Robert E. Windom, M.D.

Attachments

_ .. .,_ ~ __ ~ 'liooli ....... ~ &11 C::; ~. L- a ..... : ... ~ w .a r- '7 .... " _ ,.". _ _ _ _..... L.. _



Attachment A

Preliminary Information Required for the Development of

a Report to the Secretary (and . Congress) on Implementation

of the Federal Technology Transfer Act of 1986

Cooperative Research and Development Agreements (for each

Institute/Center)

The number of cooperative research and development

agreements in effect.

The number put in place in FY 88.

A brief explanation of each of the more significant

agreements.

,
The number of cooperative research and development

agreements under development, including a brief explanation

of the nature of the more significant of these agreements.

Patents and Licenses (for each Institute/Center) 1/

The number of government-owned u.S. and foreign patents in

effect, including brief explanations of the nature of the

patent and government inventors of record (and current

license status) for the more significant of these).

I"JI.J r ....... m~..,'I""' e-



Attachment A, page 2

A summary list of significant U.S~ and foreign patents owned

by our collaborators, government employees, contractors and

grantees resulting from activities funded in whole or in

part by PHS.

A summary list of patent applications pending, including

brief explanation of the nature of the patent, date of

filing, and inventors of record.

1/ In order to maintain reporting and nomenclature consistency

and continuity, each Institute/Center is to take steps to

establish ' r e g i s t r i e s of cooperative agreement titles and of

patent titles which will be the basis for all FFTA reports.

- -,a;: - - ----~ _ •• -



THE SE CRETAR Y or HEAL TH AN D HUMAN S[R\lIC E~

WASHING10N . 0 l.. ~0101

MEMORANDUM FOR ROBERT E. WINDOM, M.D.
ASSISTANT SECRETARY FOR HEALTH

SUBJECT: Implementation of the Federal Technology Transfer Act
of 1986

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 sector. It offers new incentives
to government scientists and industry to participate in this
process.

I am rlirecting the Public Health Service to begin vigorous
implementation of the new law within existing resources, to
include entering into collaborative research arrangements with
the private sector, arranging for the marketing of technological
innovations made by PHS scientists, and representing HHS on
Commerce's interagency committee.

Accordingly, I am delegating you the authority to carry out the
major provisions of the Act. Since the Act offers significant
new opportunities, in your implementation planning please
consider: , .

o the structur~~.~5Lprc;:>cla_dux~!?__n~cessa.ry to manage ef fect i ve
implementation and 9pe~~t:ion of the Act, particularly
certain common procedures and data sy s t ems, conduits for
interacti~n with the private sector, and relationships with
other Federal Agencies, including use of their services for
invention management, where appropriate;

o the degree of decentraliz*-ie-n-and roles of my office, OASH
and PHS agencies;

o recommendations concerning royalty sharing and a cash awards
program;

o how to ensure the continued fulfillment of the Department's
research mission, and at the same time, effectively promote
the transfer of new knowledge from Federal to the private
and non-Federal public sectors; and

o how to assess progress in transferring technology and the
impact of the Act on HHS activities, including reporting
requirements and the appropriate structure for review.

..... _ _ _ ~ v r n ~~ s l - .... n r '1 ~ r ~ --- ----- _..



Page 2 - Robert 'E . Windom, M.D.

In your implementation of the Act, you should plan to use
existing HHS mechanisms for information exchange, gradually
building more systematic ones, as appropriate.

While the Technology Transfer Act applies principally to
laboratories within the Public Health Service, I look to the PHS
to develop procedures that we could apply HHS-wide, as appro
priate. I would like you, after coosultation with your agency
heads and others-9s appropriate, to send me your detailecr
implem~tatTo-nplan within three months, including how you will
address the issues discussed above, and any other issues for my
consideration. In addition, please keep me advised on a
periodic basis of progress in implementing the Act within the
PHS.

Under your leadership, I know that PHS scientists will respond
enthusiastically to the purpose as well as the opportunity
created by this important legislation.

Otis R. Bowen, M.D.
Secretary

cc:
OPDIV Heads
STAFFDIV Heads

~,



TOpics on Implementing the Technology Transfer Act

I. Internal Government Actions

v A. Who has agency lead?
~/ B. Define "laboratory·
v C. Develop guidelines for conflict of interest rules

D. Prepare executive summary of laws
E. Create guidance for awards system
F. Develop guidance for items reportable to Congress
G. Develop procedures for the "30-day" review
H. Develop on-line "bulletin board" for CRDA's

v I. Propose identification of the "deal maker· at the lab level
(/ J. Ci rculate a model CRDA

K. Executive briefing for functional units, eg, FoIA, Conflict of
Interest, procurement, political appointees/public
affairs/Congressional affairs, finance

L. Propose that each agency establish a "Lab Directors Council"

II. Implementation/Laboratory Resources

A. Training laboratory personnel
-screening projects for commercial potential/development
-protection of intellectual property
-relationship of patents to pUblication
-licensing negotiations
-types of cooperation posssible

o co-venturing
o through universities (royalties too)

-external work by lab staff
-managing technology produced through cooperative ventures

B. Granting rights to inventor if lab unwilling to commercialize
C. Inventorying resources and providing access
D. Rewards for personnel other than inventor
E. Methods of advertising availability of opportunites
F. Interacting with other labs and universities
G. Science entrepreneur/broker
H. Role for state and local governments

III. Actualization

A. Preparation of business and technical proposals
-Internal--existing technology
-External--cooperative R&D
-Internal--cooperative R&D

B. How (and should) we select and use brokers
-State and local government bodies
-Contractors
-Self (electronic systems)
-Professional brokers

- - - -------- --- --- ~ - - - -- - - - -, - -~ - - - r -· · - - - -



*C. Capitalization procedures
D. Sharing existing facilities not directly involved in

cooperative R&D and developing costing procedures
E. How is lab compensated in equivalence for employee

compensation
*F. How and who manages a lab's equity portfolio



DEPARTME NT OF HEALTH & HUMAN SERVICES

August 4, 1987

NOTE TO DR. WINDOM:

Public Health Service

Office of the Assistant Secretary
for Health

Washington DC 20201

Attached is my recommendation for restructuring the AIDS
activity within the Public Health Service. As noted in the draft,
the formulation of policy, its implementation and advisory input
is crucial to success in meeting the challenge posed by AIDS. As
the budget exceeds the size of some agencies (approximRtely $1 billion),
the structure will permit prioritization of critical efforts, the
effective use of the PHS budget, and the application of all PHS
resources to the urgent demands of AIDS and the people affected by the
disease. Further, it will provide you and the Secretary with the
needed capacity to manage the problem of AIDS by being able to be
responsive to research opportunities, to be sensitive to the needs of
AIDS patients and the health care delivery system, and to assure the
Administration and Congress of management effectiveness on the part of
the PHS, and sound stewardship of the funds being committed to AIDS.
We must act now to strengthen and to provide the leadership in the
struggle against AIDS.~ ("'"

~
. • rm" 0, n ,n.

, Deputy Assistant Secretary for Health

Attachment



Suggested Executive Task Force ~sition

under secretary or designate: chair
Assistant secretary for Health
Assistant secretary for Legislation
Assistant secretary for Management and Budget
Assistant secretary for Planning and Evaluation
Assistant secretary for Personnel
Assistant secretary for Public Affairs
General Counsel
Representative Laboratory Director
Representative Labor~tory Director
Chief of staff ':
Chairs of task forces" .
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FROM:

SUBJECT:

THE UNDER SECRETARYOF~EALTH A UMAN SERVICES
WASHING 0

FOR: Lowell Harm ,
Bob Racl~ - -,

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 de."elop 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 interest; 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
,deve l opment 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.

Thanks.

cc: Bob Helms
Tony McCann
Dick Kusserow

Ron Robertson
Bob Windom

1
:'oP' " ; ~ ,<? ' , . ~;
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Bxecutive Task rorce

Ista~~~rt 1- -- - Omir: Under or designate - Information
.~.) Management-.-

I
• I I

Intergovernmental Administrative IIIplementatiClll Public Legal.
Task rorce Task rorce Task rorce Relations Issues

.IAgency !'as~
rorces
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Fran: Deputy under Secretary

SUbject: Facilitating Access to Science and Technology

To: '!be under Secretary

ISSUE

On Tuesday, March 3, 1987, the Department received a draft Executive order
entitled "Facilitating Access to Science and Technology" fran CJllB requesting
coaments by March 2. I called the author of the transmittal letter, John
carley, who agreed to allow us until Friday, March 6, to provide our coaments.

DlsaJSSlOO

'1be Executive order stresses the importance of fully implementing the Federal
Technology Transfer Act of 1986 which we have discussed. It is a strong
statement of support for technology transfer, requiring:

o procedures to facilitate the transfer of technologies fran Federal
laboratories,

o establishment of the Technology Share Program between laboratories
in Agriculture, Ccmoerce, Energy, NASA and HBS,

o technology exchange involving scientists and engineers,
o procedures to ensure that the united States benefits fran

technology develoPed abroad,
o procedures to facilitate technology transfer from the Department of

Defense,
o procedures to facilitate technology transfer from universities, and
o an annual report coordinated by OSTP.

Considering the importance of this issue to the Department, I believe it would
be i.qJortant to respond on Friday with a vigorous reply that shares our
implementation plan with them. I have attached a copy of the draft Executive
order as well as the i~lementationplan to this -.orandum for your review.



Date

From

DEPARTMENT OF HEALTH &. HUMAN SERVICES

tCJ 24 I9Bl

Assistant Secretary for Health

Public Health Service

Memorandum

.\

Subject Implementation of the Technology Transfer Act

To Heads of PHS Agencies, Center and Institutes
(Delegatees of Technology Transfer ~ct of 1986)

In followup to the first meeting of the PHS Technology
Management Advisory Board, I am providing additional
information and guidance to be followed in implementing the
Act. This memorandum contains:,

(1) Additional information on actions that may be taken
under the delegation of October 14, 1987 memorandum and
points to be addressed in cooperative research and
development agreements (Attachment I Part A and B).

(2) Attachment II presents Draft Model Agreements for
cooperative/collaborative research and development
agreements and Draft License Agreements:

o Agreement A--Department of Commerce Model R&D
Agreement;

o Agreement B--PHS Model R&D Agreement;

o Agreement C--Department of Commerce License
Agreement; and

o Agreement D--PHS License Agreement.

These documents provide a basic guidance that
institutes or centers can utilize to shape precise
agreements to accomplish the specific tasks of
collaboration with other organizations or in licensing
of technologies.

(3) Identification of three working groups to support the
work of the PHS Technology Management Advisory Board.

A. Implementation Group. This group is to assist,
review and facilitate the PHS agencies, centers
and institutes in their deve16pment of
implementation plans required by ASH's October 14
delegation. Further. the group is to establish-

•
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appropriate guidelines and procedures for carrying
out the Act which includes developing reports,
information and data needs and other operational
procedures pertinent to the Advisory Board. This
group will be chaired by Dr. Ronald Hart, Director
NCTR-.

B. Operations Grou7. This group will develop
collaborative R D, licensing and other instruments
for carrying out the purposes of the Act. It will
provide descriptions of, and access to, tools
available to the institutes and centers. As a
first agenda item, this group will be responsible
for reviewing cooperative research and development
and licensing agreement for use by the institutes
and centers (see Attachment II above). This group
is to be chaired by Dr. Vince DeVita, Director,
NCr.

C. Legal Support Group. This group is responsible
for assisting the Implementation and Operations
Group and in providing legal assistance of issues
related to conflict of interest, confidentiality,
patent and license agreements, and other support
material as requested. It is to chaired by Mr.
Robert Lanman, NIH General Counsel.

Full consideration of other cross-cutting issues shall
be folded into the work of each group on a best-fit or
case-by-~ase basis as they arise. I will leave
selection of the membership of the three working groups
to the Chairperson. Further, I would request that
those of you who have interest in one or more of these
areas contact Chairperson and indicate that interest.

(4) For you information, I am attaching a memo entitled
"Preparation of Materials Explaining the Application of
the Employee Standards of Conduct to Activities Under
the Technology Transfer Act of 1986" by Robert Ortner,
Under Secretary for Economic Affair at Department of
Commerce, see Attachment III.

r~-LO- ____
~~~ Windom, M.D •

-, •
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DEPT OF COMMERCE/OFC OF FED TECH MGMT-DRAFT-ll/4/87

Introduction
•..

This proposed model cooperative research and development

agreement (CRDA) is presented in accordance with Section 5 of the

Technology Transfer Act of 1986 (15 United States Code (USC)

Sec. 37l0(g) (1) (B». In providing this model agreement our

intention is to furnish advice and assistance for a generic model

from which parties can add to or substract as they think is

appropriate for their particular situation. The definition of

cooperative agreement in the Act (15 USC 37l0a(d» excludes a

procurement contract, grant, or cooperative agreement.

Consequently, the CRDA does not include all the terms and

conditions used in these legal instruments nor the required

clauses in the Federal Acquisition RegUlation (FAR). Of course,

an agency or laboratory has the discretion to insert wording from

selected clauses of the FAR or may paraphrase such clauses for

use in the CRDA. We are available to assist you in any way

relating to this matter.

Model Cooperative Research And Deyelopment Agreement

This Cooperative Research and Development Agreement

________________ , is entered into by

and between the ABX Company, Inc., a New York Corporation

(8ABX·). and the XYZ Center, a laboratory of the X Agency

(·XYZ 8) •

A. Whereas, the Congress in enacting the Federal

Technology Transfer Act of 1986, Public Law No. 99-502,

October 20, 1986, has found that Federal laboratories'

DEPT OF COMMERCE/OFC OF FED TECH MGMT-DRAFT-ll/4/87 Page 1
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DEPT OP COMMERCE/OPC OP PED TECB MGMT-DRAFT-ll/4/87

I

D. WhereAS, XYZ possesses certain adVAnced scientific
._-

skills, fAcilities, special eqUipment, information, computer

software, and know-how pertAining to the Technology;

E. Whereas, XYZ desires to pursue the development of the

Technology with the objective of developing {For example, CAncer

therapeutic reagents consisting of specific monoclonal antibodies '

coupled to specific radionuclides with cell killing potentiAl};

F. Whereas, ABX is interested in the further development

of the Technology and its utilization by private and pUblic {For

example, medical institutions},

G. Whereas, ABX desires to provide resources for XYZ's

further development of the Technology and subsequently, upon the

successful completion of development, carry out a plan for

marketing of the {For example, reagents leading to the widespread

commercial availability of such reagents};

B. Whereas, XYZ views its collaboration with ABX to

develop the Technology and the commitment of ABX to undertake its

marketing plan to be in the furtherance of the public interest;

Now,_therefore, the parties hereto agree as follows:

Article 1. Definitions

As used in this Agreement, the following terms shall have

the following meani~gs and such meanings should be equally

applicable to both the singUlar and plural forms of the terms

defined:

DEPT OF COMMERCE/OFC OF FED TECH MGMT-DRAFT-ll/4/87 PAge 3
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DEPT OF COMMERCE/OFC OF FED TECH MGMT-DRAFT-11/4/87

l

1.1 Cooperative research and development agreement (CRDA) means

this agreements as used herein.

1.2 -Invention- means any invention or discovery which is or may

be patentable under Title 35 of the United States Code or any

novel variety of plant which is or may be protectable under the

Plant Variety Protection Act (7 U.S.C. 7321 et seq.) •

•
1.3 -Made- in relation to any invention means the conception or

first actual reduction to practice of such invention.

1.4 -Proprietary Information- means information which embodies

trade secrets developed at private expense or which is

confidential business or financial information provided that such

information:

(i) Is not generally known or available from other sources

without obligations ,concerning its confidentialitYJ

(ii) Has not been made available by the owners to others

without obligation concerning its confidentialitYJ and

(iii) Is not already available to the Government without

obligatio~ concerning its c~nfidentia1ity.

1.5 -Subject Data- means all recorded information first produced

in the performance of this Agreement.

1.6 -Subject Invention- means any invention conceived or first

actually reduced to practice in the performance of work under

this Agreement.
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Article 2. Cooperative Research *

2.1 Statement Qf~. Cooperative research performed under this

Agreement shall be performed in accordance with the Statement of

Work (·SOW·) attached hereto as Appendix A. XYZ agrees to

perform the cooperative research and to utilize such personnel
I

resources, facilities, equipment, skills, know-how and

infor~ation as it considers necessary, consistent with its own

policies, missions and requirements.

2.2 Review gf~. Periodic conferences shall be held between

XYZ and ABX, personnel for the purpose of reviewing the progress

of work, however, XYZ shall have exclusive control and

supervision over the conduct of all cooperative research. It is

understood that the nature of this cooperative research is such

that completion within the period of performance specified, or

within the limits of financial support allocated, cannot be

guaranteed. Accordingly, it is agreed that all cooperative

research is to be performed on a best efforts basis.

2.3 Principal Inyestigation. XYZ agrees to assign a substantial

portion of the work to be performed pursuant to the SOW to the

·W· Branch. The work will be performed under the supervision of

Dr. who as principal investigator has the

responsibility for the scientific and technical conduct of this

project.

2.4 Sco~e Change. If at any time Dr.
. .j

deter~ines that the research data justifies a substantial change, .:-.t'.. .., .
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in the direction of the work, XYZ shall promptly notify ABX and

the parties shall make a good faith effort to agree on-~ny

necessary change to the sow.

2.5 -An alternative- {To the extent that the conduct of

sponsored research may require a joint technical effort of ABX

and XYZ, the parties agree to establish a joint research and

deve~opment team (the -Team-) which shall conduct sponsored

research in accordance with the SOW. Each party shall make

available to the Team such unique resources, facilities,

equipment, skills, know-how and information as it considers

necessary and appropriate. Both parties pledge to support the

Team in a mutually cooperative manner, on a best efforts basis,

consistent with their respective policies, missions and

requirements. The Team shall prepare and submit written reports

to both parties, on a periodic basis, setting forth the technical

progress made, identifying such problems as may have been

encountered, and establishing goals and objectives requiring

further effort. The Team's progress shall be prepared as an

unwritten amendment to this Agreement and SUbsequently subject to

t~e joint supervision of the parties, each of whom shall make

their own_independent judgment regarding the Team's progress and

direction. Either party may suggest changes to the SOW or to the

scope and direction of the effort which, if agreed to by the

other party, shall be implemented by the Team. Although the

members of the Team shall be considered as having been delegated

to the Team, they shall continue to remain employed by their

respective employers with full benefits and salary}.
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Article 3. Reports

3.1 Quarterly Reports. Commencing three months after the

expiration date, XYZ shall submit quarterly written reports to

ABX during the term of this Agreement on the progress of its work

and the results being obtained and shall make available to ABX,

to the extent reasonably requested, other project information in

sufficient detail to explain the progress of the work.

3.2 Final Reports. XYZ shall submit a final report of its

results within four months after completing the sow.

Article 4. Financial Obligation

4.1 Adyance Payment. The performance of research by XYZ under

this Agreement is conditioned on the advance payment by ABX of

XYZ's full cost for the performance of such research. (Use this

clause only if agency desires advance payment).

4.2 Deposit Account. ABX shall pay ${X} to XYZ for the

performance of the research specified by Article l. Such funds

shall be deposited in {Department of Treasury, Special

Collaborative Agreement Account No.

-
______________1 as follows:

${.4X} to be. deposited upon the execution of this Agreement;

${.2'} to be deposited 30 days prior to the beginning of the

second budget period;

${.2X} to be deposit~d 30 days prior to the beginning of the
~~

third budget period; ~nd,
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${.2X} to be deposited 30 days prior to the beginning of

the fourth budget period.

XYZ shall not be obligated to perform any of the research

specified herein or to take any other action required by this

Agreement if the agreed to funds are not deposited as required by

this Article. (An alternate clause establishing an Agency rather

than a Treasury deposit account may be used).

4.3 Insufficient And Excess Funds. XYZ shall not be required to

continue its research and development activities under this

Agreement if the funds provided by ABX are insufficient to cover

XYZ's full cost for such continued activities. Funds not

expended by XYZ shall be returned to ABX upon XYZ's submission of

a final fiscal report to ABX.

4.4 Accounting Records. XYZ shall maintain separate and

distinct current accounts, records, and other evidence supporting

all its expenditures under this Agreement. XYZ shall provide ABX

a semi-annual report accounting for the use of ABX's funds and a

final fiscal report within __________ months after completing the

SOW or ending its research activities under this Agreement and

the compl!tion of the research work. These accounts and records of

XYZ shall be available for reasonable inspection and copying by

ABX and its authorized representative.

Article 5. Title 1Q Property

5.1 Capital Eguipment. All capital equipment developed or

acquired under this Agreement shall be the property of XYZ,
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except that title to the following items of capital equipment

provided to XYZ by ABX or acquired by XYZ with funds supplied by

ABX shall remain or vest in ABX: _ Upon completion of the

research by XYZ, ABX shall be responsible for all costs attendant

to the maintenance, removal, storage and shipping of the above

identified capital equipment to ABX.

5.2 Disposal 2! Toxic ~ Other Waste (A clause may be necessary

to govern the disposal of toxic and other waste resulting from this

agreement).

Article 6. Patent Rights

6.1 Reporting. XYZ shall promptly report to ABX each Subject

Invention reported to XYZ by its employees. ABX shall promptly .

report to XYZ each SUbject Invention reported to ABX by any of

its employees.

6.2 ~ Employee Inyentions. XYZ, on behalf of the U.S.

Government, waives any ownership rights the U.S. Government may

have in Subject Inventions made by ABX employees and agrees that

ABX shall have the option to retain title to any such employee

Subject Invention. ABX shall notify XYZ promptly upon making

-this election and agrees to timely file patent applications on

such Subject Invention at its own expense. ABX agrees to grant

to the U.S. Government on its employee's SUbject Invention! a

nonexclusive, irrevocable, paid-up license in the patents

covering a Subject Inventions to practice qr have practiced,

throughout the world by, or on behalf of the U.s. Government, and
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such other rights as ve specified in Article • Such

-

nonexclusive license shall be evidenced by a confirmatory license

agreement prepared by ABX in a form satisfactory to XYZ. ABX may
-

release the rights provided for by this paragraph to employee

inventors sUbject to a license in XYZ. (See paragraph 6.4)

6.3 XIZ Employee Inyention. (Note: The parties may agree to

allow.ABX the option of obtaining title to subject invention

sUbject to a paid-up, nonexclusive, irrovacable license in the

government. In this event paragraph 6.6 viII need to be

deleted). XYZ, on behalf of the u.S. Government shall have the

initial option to retain title to each Subject Invention Made by

its employees and in each Subject Invention Made jointly by an

ABX and XYZ employee. In the event that the XYZ informs ABX that

it elects to retain title to such joint Subject Invention, ABX

agrees to assign whatever right, title and interest ABX has in

and to such joint Subject Invention.

6.4 Filing Qf Patent Applications. The party having the right

to retain title and file patent applications on a specific

Subject Invention may elect not to file patent applications

thereon provided it so advises the other party within 90 days

from the date it reports the Subject Invention to the other

party. Thereafter, the other party may elect to file patent

applications on such Subject Invention and the party initia}ly

reporting such Subject Invention agrees to assign its right title

and interest in such Subject Invention to the other party and

cooperate with such party in the preparation and filing of patent
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applications thereon. The assignment of the entire right title

and interest to the other party pursuant to this paragraph shall

be sUbject to the retention by the party assigning title of a

nonexclusive, irrevocable, paid-up license to practice, or have

practiced, the Subject Invention throughout the world. In the

event neither of the parties to this agreement elect to file a

patent application on subject invention, either or both (if a

joint invention) may, at their sole discretion and subject to

reasonable conditions, release the right to file to the

inventor(s) with a license in each party of the same scope as set

forth in the immediate preceeding sentence.

6.5 Patent Expenses. The expenses attendant to the filing of

patent applications as specified in 6,4 above, shall be borne by

the party filing the patent application. Each party shall

provide the other party with copies of the patent applications it

files on any Subject Invention along with the power to inspect

and make copies of all documents retained in the official patent

application files by the applicable patent office.

6.6 Exclusive License

6.6.1 Grants. XYZ, on behalf of the Government, hereby

agrees to grant to ABX an exclusive license in each U.S. patent

application, and patents issued thereon, covering a Subject

Invention, which is filed by XYZ on behalf of the U.S. Government

subject to the reservation of an irrevocable, royalty-free

license to practice and have practiced the Subject Invention on
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behalf of the u.s. Government, and such other terms and

conditions as are specified by XYZ in such exclusive license.

6.6.2 Exclusiye License Terms. Upon filing of a patent

application on a Subject Invention by XYZ, ABX shall have the

option to acquire a limited term exclusive license in the

resulting patents at r,asonable royalty rates upon the execution

of an exclusive license agreement containing the terms and

conditions and substantially in the form specified in Exhibit A.

The specific royalty rate and term of exclusivity shall be

negotiated promptly after the Subject Inv~ntion is filed in the

u.s. Patent and Trademark Office, provided however, that this

option must be exercised by ABX by written notice to XYZ within

____ months from the date the U.S. Patent Application is so

filed. {The reasonable royalty rate for each exclusive license

shall be based upon a portion of the selling price of the {item}

attributable to the presence of claimed subject matter where such

{item} is a machine, article of manufacture, product made by a

process, or composition of matter as defined by the claims of the

patents. Where the claimed subject matter relates to a process

or method to be practiced under the claims of the pat.nt, the

royalty will be based upon the net savings attributable to the-
implementation of said process or method.}

6.6.3 Extension gf Exclusiye Licenses. The term for each

exclusive license acquired by ABX pursuant to 6.6.2 above shall

extend from the issuance date of the u.S. patent on the Subject

Invention. Requests by ABX for extensions of an exclusive
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license may be filed at any time prior to the expiration of the

exclusive license and must be supported by a factual showing that

such a renewal is necessary to permit ABX to recapture its

investment and make-a reasonable profit. The decision to extend

an exclusive license shall be within the sole discretion of XYZ.

(Note: If premarketing approval is required by a federal agency,

the extended term time period for the patent grant should be

taken into consideration by providing for an extension by the

period of exclusivity).

Article 7. ~ And Publication

7.1 Rights. SUbject to the provisions of paragraph 7.3, subject

data which is required to be delivered to ABX under this

Agreement shall be the property of ABX. ABX shall, upon request,

have the right to review all SUbject Data first produced under

this Agreement which has not been delivered to ABX, except to the

extent that such SUbject Data is SUbject to a claim of confidence

or privilege by a third party.

7.2 Proprietary Information. ABX shall place a Proprietary

notice on all information it delivers to XYZ under this Agreement

which it fsserts is proprietary. XYZ agrees that any information

designated as proprietary which is furnished by ABX to XYZ under

this agreement, or in contemplation of this agreement, shall be

used by XYZ only for the purpose of carrying out this agreement.

Information designated as proprietary shall not be disclosed,

copied, reproduced or otherwise made available in any form

whatsoever to any other person, firm, corporation, partnership,
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association or other entity without the consent of ABX except as
._-

such information may be subject to disclosure under the Freedom

of Information Act (5 U.S.C. 552). XYZ agrees to use its best

efforts to protect information designated as proprietary from

unauthorized disclosure. ABX agrees that XYZ is not liable for

the disclosure of information designated as proprietary which,

after notice to and consultation with ABX, XYZ determines may not..
lawfully be withheld or which a court of competent jurisdiction

requires disclosed.

7.3 Release Restrictions. XYZ shall have the right to use all

Subject Data for any Governmental purpose, but shall not release

such Subject Data pUblicly except: (i) XYZ when reporting on

the results of sponsored research may pUblish Subject Data,

subject to the provisions ·of paragraph 7.4 below, and provided

ABX is given a ninety (90) day opportunity to review the

manuscript and provide suggestions before publication, and

(ii) XYZ may release such Subject Data where such release is

required pursuant toa request under the Freedom of Information

Act (5 U.S.C. Section 552); provided, however, that such data

shall not be released to the public if a patent application is to

be filed (~5 U.S.C. Section 205) until the party having the right

to file has bad a reasonable time to file.

7.4 Publication. XYZ and ABX agree to confer and consult prior

to the publication of Subject Data to assure that no Proprietary

Information is released and that patent rights are not

jeopardized. Prior to sUbmitting a manuscript for review which
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contains the results of the research under this Agreement, or

prior to publication if no such review is made, each party shall

be offered an ample opportunity to review such proposed

publication and to f~le patent applications in a timely manner,

if it is so entitled under this Agreement.

Article 8. Representations ADA Warranties

8.1 Representations And Warranties Qf 1I1. XYZ hereby

represents and warrants to ABX as follows:

8.1.1 Organization. XYZ is a Federal laboratory of the X

Agency and is wholly owned {or leased} by the u.s. Government of

the United States whose substantial purpose is the performance of

research, development, or engineering by employees of said

Government 1

8.1.2 Mission. The performance of the activities specified

by this Agreement are consistent with the mission of XYZ.

8.1.3 Authority. 8.2.1 (1) All prior reviews and

approvals required by regulations or law have been obtained by

XYZ prior to the execution of this Agreement. The XYZ official

executing this Agreement has the requisite authority to do so.-
8.1.4 Statutory Compliance. XYZ's Laboratory Director,

prior to entering into this Agreement, has given special

consideration to the entering into CRDAs with small business

firms and consortia involving small business firms.
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8.2 Representations ~ Warranties Qf ABl. ABX hereby

represents and warrants to XYZ as follows:

8.2.1 Corporate Organization. ABX, as of the date hereof,

is a corporation duly organized, validly existing and in good

standing under the laws of the State of {New York}, and (if

applicable) is a wholly owned subsidiary of Y, Inc., a Delaware

corporation •
•

8.2.2 Power And Authority. ABX has the requisite power and

authority to enter into this Agreement and to perform according

to the terms thereof.

8.2.3 ~ Authorization. The Board of Directors and

stockholders of ABX have taken all actions required to be taken

by law, ABX's Certificate -or Articles of Incorporation, its

bylaws or otherwise, to authorize the execution and delivery of

this Agreement.

8.2.4 ~ Violation. The execution and delivery of this

Agreement does not contravene any material provision of, or

constitute a material default under any material agreement

binding on ABX or any valid order of any court, or any regulatory

agency or ather body h~ving authority to which ABX is subject.

Article 9. Termination

9.1 Termination Qy Mutual Consent. ABX and XYZ may elect to
. .

terminate this Agreement, or portions thereof, at any time by

: ¥mut ual consent. In such event the parties shall specify the
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disposition of all property, patents and other results of work

accomplished or in progress, arising from or performed under this

Agreement. Upon a termination by mutual consent, XYZ shall not

make any new commitments and shall, to the extent feasible,

cancel all outstanding commitments that relate to this Agreement

or portions thereof mutually terminated, by the termination date,

or as soon thereafter as ' feasible.

9.2 Termination b2 Unilateral Action

9.2.1 Written Notice. Either party may unilaterally

terminate this entire Agreement at any time by giving the other

party written notice, not less than 30 days prior to the desired

termination date. If ABX unilaterally terminates this Agreement,

any exclusive license entered into by the parties shall be

simultaneously terminated unless the parties agree to retain such

exclusive license.

9.2.2 ~ Commitments. XYZ shall make no new commitments

after receipt of a written termination notice from ABX and shall,

to the extent feasible, cancel all outstanding commitments and

contracts by the termination date.

·- --

9 3 . - i C• Term1nat Quosts. Within 90 days following termination of

this Agreement, XYZ shall submit a statement of all costs

incurred prior to the date of termination and for all termination

costs for removal of abandoned property. Any unspent funds .

provided to XYZ by ABX shall be used to fund termination costs.

In the event such funds are insufficient to cover all the
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termination costs, ABX agrees to promptly meet with XYZ to reach

a settlement agreement regarding the payment of the remaining

termination costs.

Article 10. Disputes

10.1 Settlement. Any dispute arising under this Agreement which

is not disposed of by agreement of the { } shall be.
submitted jointly to the signatories of this Agreement. A joint

decision of the signatories or their designees shall be the

disposition of such dispute.

10.2 If the signatories are unable to jointly receive a dispute

within a reasonable period of time after submission of the

dispute for resolution, the matter shall be submitted to the head

of the agency or his designee for resolution.

10.3 Continuation gf~. Pending the resolution of any

dispute or claim pursuant to this Article, the parties agree that

performance of all obligations shall be pursued diligently in

accordance with the direction of the XYZ signatory.

Article 11. Liability

11.1 Property. The U.S. Government shall not be responsible

for damages to any property of ABX provided to XYZ or acquired by

XYZ pursuant to this Agreement.

11.2 Sponsor's IEmpl oyees . ABX agrees to idemnify and hold

harmless the U.s. Government for any loss, claim, damage, or

liability of an~kind involving an employee of ABX arising in
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connection with this Agreement, except to the extent that such

loss, claim, damage or liability arises from the negligence of

XYZ or its employees. XYZ shall be solely responsible for the
-

payment of all claims for the loss of property, personal injury

or death, or otherwise arising out of any negligent act or

omission of its employees in connection with the performance of

work under this Agreement.

11.3 HQ Warranty. Except as specifically stated in Article 8,

XYZ makes no express or implied warranty as to any matter

whatsoever, including the conditions of the research or any

invention or product, whether tangible or intangible, made, or

developed under this Agreement, or the ownership,

merchantability, or fitness for a particular purpose of the

research or any invention or product.

11.4 Indemnification. ABX holds the U.S. Government harmless

and indemnifies the Government for all liabilities, demands,

damages, expenses and losses arising out of the use by ABX, or

any party acting on its behalf or under its authorization, of

XYZ's research and technical developments or out of any use, sale

or other disposition by ABX, or others acting on its behalf or

-with its authorization, of products made by the use of XYZ'S

technical developments. This provision shall survive termination

of this Agreement.

11.5 Force Majeure. Neither party shall be liable for any

unforeseeable event beyond its reasonable control not caused by

the fault or negligence of such party, which causes such party to
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be unable to perform its obligations under this Agreement (and

which it has been unable to overcome by the exercise of due

diligence), including, but not limited to, flood, drought,

earthquake, storm, fire, pestilence, lightning and other natural

catastrophes, epidemic, war, riot, civic disturbance or

disobedience, strikes, labor dispute, or failure, threat of

failure, or sabotage of the XYZ facilities, or any order or
•

injunction made by a court or pUblic agency. In the event of the

occurrence of such a force majeure event, the party unable to

perform shall promptly notify the other party. It shall further

use its best efforts to resume performance as quickly as possible

and shall suspend performance only for such period of time as is

necessary as a result of the force majeure event.

Article 12. Miscellaneous

12.1 HQ Benefits. No member of, or delegate to the

United States Congress, or resident commissioner, shall be

admitted to any share or part of this Agreement, nor to any

benefit that may arise therefrom, but this provision shall not be

construed to extend to this Agreement if made with a corporation

for its general benefit.-
12.2 Goyerning~. The construction validity, performance and

effect of this Agreement for all purposes shall be governed by

the laws applicable to the Government of the United States.

12.3 Entire Agreement. This Agreement constitutes the entire

agreement between the parties concerning the SUbject matter
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hereof "and supersedes any prior understanding or written or oral

agreement relative to said matter.

12.4 Beadings. Tit)es and headings of the Sections and

Subsections of this Agreement are for the convenience of

references only and do not form a part of this Agreement and

shall in no way affect the interpretation thereof.

12.5 ·waivers. None of the provisions of this Agreement shall

be considered waived by any party hereto unless such waiver is

given in writing to all other parties. The failure of any party

to insist upon strict performance of any of the terms and

conditions hereof, or failure or delay to exercise any rights

provided herein or by law, shall not be deemed a waiver of any

rights of any party hereto.

12.6 Severability. The illegality or invalidity of any

provisions of this Agreement shall not impair, affect or

invalidate the other provisions of this Agreement.

12.7 Amendments. If either party desires a modification in

this Agreement, the parties shall, upon reasonable notice of the

proposed modification by the party desiring the change, confer in

good faith to determine the desirability of such modification.

Such modification shall not be effective until a written

amendment is signed by all the parties hereto by their

representatives duly authorized to execute such amendment.

12.8 Assignment. Neither this Agreement nb"r any rights or

obligations of any party hereunder shall be assigned or otherwise
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transferred by either party without the prior written consent of

the other party except that ABX may assign this Agreement to the

successors or assignees of a substantial portion of ABX's

business interests to which this Agreement directly pertains.

12.9 Notices. All notices pertaining to or required by this

Agreement shall be in writing and shall be signed by an

autho~ized representative and shall be delivered by hand or sent

by certified mail, return receipt requested, with postage

prepaid, addressed as follows:

If to ABX: Mr.

Vice President

ABX Company, Inc.

New York, New York

If to XYZ: Dr. John Doe

~aboratory Director

XYZ Center

X Agency

Washington, D. C.

Any party may change such address by notice given to the

other patty in the manner set forth above.

12.10 Independent Contractors. The relationship of the parties

to this Agreement is that of independent contractors and n9t as

agents of each other or as joint venturers or partners. XYZ

shall maintain sole and exclusive control over its personnel and

operations.
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12.11 ~ of HAm& QL Endoraements. (a) ABX shall not use the

name of the XYZ or X Agency on any product or service which is

directly or indirectly related to either this Agreement or any

patent license or assignment agreement which implements this

Agreement without the prior approval of XYZ. (b) By entering

into this Agreement XYZ does not dir~ctly or indirectly endorse

any product or service provided, or to be provided, by ABX, its

successors, assignees, or licensees. ABX shall not in any way

imply that this Agreement is an endorsement of any such product

or service.

Article 13. Duration Q! Agreement And Effectiye~

13.1 It is mutually recognized that the development program,

cannot be rigidly defined in advance, and that the contemplated

time periods for completion of each phase are good faith

guidelines subject to adjustment by mutual agreement, to fit

circumstances as the development program proceeds. In no case

will this Agreement extend beyond , unless it is

revised in accordance with Article 12 of this Agreement.

The provisions of Article 6,

terminatlon of this Agreement.

13.2 Effectiye~.

shall survive the

This Agreement shall enter into force as of the date of the

last signature of the parties.
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IN WITNESS WHEREOF, the Parties have caused this Agreement

to be executed by their duly authorized ~epiesentatives as

follows:

For the Company:

Date

For the u.S. Government

Date
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•

APpendix A

Statement of Work

.-
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ATTACHMEMT I PART A

ACTIONS THAT HEADS OF PHS AGENCIES, CENTERS, AND INSTITUTES
MAY TAKE UNDER THE OCTOBER 14, 1987 DELEGATION OF AUTHORITY
UNDER THE FEDERAL TECHNOLOGY TRANSFER ACT

The Head of a PHS Agency, Center or Institute may:

o Negotiate licensing agreements for Government-owned
inventions made within the respective Center, Institute
or PHS Agency, or other inventions of Federal employees
that may be voluntarily assigned to the government.

o Negotiate and enter into, subject to the approval of
the appropriate PHS Agency Head, cooperative research
and development agreements, under which the PHS
components may accept, retain and use funds, personnel,
services, and property and, in exchange, provide
personnel, services and property, but not funds.

Under these agreements, the Institute, Center or Agency
may waive the Federal Government's right of ownership
to any invention made under the agreement by
collaborating party or employee of a collaborating
party, subject to reservation by the Government of a
nonexclusive, irrevocable, paid-up license to practice
the invention, or have the invention practiced
throughout the world by or on behalf of the Government.

In addition, a collaborating party may be granted a
patent license (exclusive or nonexclusive) or
assignment, or option thereto, in any invention made in
whole or in part by a Federal employee under the
agreement, retaining for the Government a nonexclusive,
nontransferable, irrevocable, paid-up license to
practice the invention or have the invention practiced
throughout the world by or on behalf of the Government.

o Identify, evaluate and file patent applications on
inventions made by employees of the respective Agency,
Center or Institute. These activities may be
undertaken through the use of distributed royalties or
other "i nc ome .

o Subject to approval by the Assistant Secretary for
Health, enter into agreements for the services of other
agencies, persons or organizations for invention
management and licensing services. The purpose of
these services is to facilitate pirect support ~o carry
out the work of the institute and center in
transferring technology to bring the result of research
to the marketplace and patient •

•
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o Use royalty income distributed to the PHS component to
reward scientific, engineering and technical employees
of the laboratory, for payment of expenses incidental
to the administration and licensing of inventions, to
further scientific exchange among the Government
operated laboratories, and for education and training
of employees consistent with the research and
development mission of the Agency, and for other
activities that increase the potential for transfer of
technology.

·0 Heads of the PHS agencies shall receive all royalty or
other income produced under cooperative research and
development and license agreements for distribution to
their respective Centers and Institutes. After paying
the inventor's share, the majority share of royalties
and income shall be returned and utilized by the Center
or Institute where the invention occurred. Any
remaining amount shall be used as directed by the
Agency, either at the Agency or at the Agency's other
Centers and Institutes, in accordance with the
requirements of the Act.

o Institutes and Centers may enter into Cooperative
Research and Development Agreements negotiated by the
Centers and Institutes. Part B of Attachment I
identifies points to be considered in negotiating and
finalizing such agreements. It should be noted that
the PHS Agency Head has thirty (30) days to review and
disapprove in writing to the Institute or Center
Director •
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ATTACHMENT I PART B

Topics to be Addressed in Cooperative Research and
Development Agreements

A Cooperative Research and Development Agreement should
contain provisions addressing the following subjects:

1. The effective date.

2. Principal investigator(s) for the Government and for
the collaborating party.

3. Funds, personnel, services and property to be provided
by the collaborating party.

4. Personnel, services and property to be provided by the
Government.

5. Retention and ownership of property in the event of
termination.

6. Delineation of the research encompassed by the
agreement.

7. Procedures for interaction between the collaborating
parties.

8. Provisions protecting the Government's right to publish
research results while giving the collaborating party
an opportunity to protect its proprietary information.

9. Provisions for the protection of proprietary
information, including appropriate references to the
Freedom of Information Act. Such provisions should
reference 35 U.S.C. which authorizes federal agencies
to withhold from disclosure to the public information
disclosing any invention in which the Federal
Government owns or may own a right, title or interest
(including a nonexclusive license) for a reasonable
time in order for a patent application to be filed.

10. Patent rights clauses, which may include the granting
to the collaborating party of an exclusive or
nonexclusive license to inventions made in whole or
impart by a Federal employee and a waiver of any
Government rights to an inventio~ made in whole or
impart by a collaborating party or an employee of a
collaborating party. Both of the foregoing are subject
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to retention by the government of a nonexclusive,
nontransferable, irrevocable, paid-up license to
practice -the invention or have the invention practiced
throughout the world by or on behalf of the government.

11. A disputes resolution clause, providing that disputes
which cannot be resolved by the parties are to be
resolved by the Head of the Agency.

~2. A clause addressing identification. The Government
cannot agree to identify the collaborating party for
damages, nor may the Government agree to pay attorney's
fees or waive any of its rights in litigation that
might arise regarding the agreement but may permit a
collaborating party to assume responsibility to pursue
of patents licensed by government.

13. The term of the agreement.

14. Procedures for termination of the agreement and a
statement of what rights survive termination.

15. A statement as to what law governs the validity and
effect of the agreement. Federal law must control, but
in the absence of any conflicting Federal law, State
law may control •
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