"~ INTRODUCTION . oy

jdisposition of rights to_inventiohs made in the course of
.- work done un&er research'grants and'ﬁrocurement contracts.-
}eIn theory, our approach to these dlsp051tlons is the same
.for both research grants and procurement contracts, but in |

,tpractlce they are treated somewhat dlfferently.

the disposition of rights to any invention made in the

course of a research grant or procurement contract, with

I_invention'is reported, the frrst determination to be ‘made
is whether patent protection should bé‘sought for the
 1nvent1on. If a patent 1s not desrrable, the 1nventlon'is

_ publls ved for any person to use. This is called "dedicatio

1/ The only other inventions administered by HEW are those
made by employees. Executive Order 10096 reguires that

HEW PATENT POLICY

Z'This paper.addresses'tﬁempolicy of HEWeregarding the.

-
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- Our general pollcy is to acqulre the rlght to determlne

such determination usually made after the invention is

reported toc HEW by’ the contractor'or grantee. .Once anf~:

2y

these inventions be assigned to the Government in most
instances. The Commissioner of Paténts was given the
authority to issue requlations on this subject and they
appear at 35 CFR 100. The disposition of these inventi
- 1is governed by the Federal Property and Administrative
Services Act and by regulations promulgated bv G3A

appearing at 41 CFR 10l1-4. We have little discretion o

the how we deal with these inventions, and our regula-
~ tions at 45 CFR 7 are simply to lmplement the Executlve
Order. : _
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Vof the invention;a Once tt ie determined that'a-patent should
be sought the Stated preferred dlsp051tlon of the rlghts to
nthe patent is to require 1ts a551gnment to the Government
: through HEW,eonce a patent appllcatlon_ls made in the
tinﬁentors name. .The'oontraetor:ordgrantee retains a non-
hexclusive licenee to use the invention, but may be granted
Fegreater‘rights in'certain.oircnmetanoes. These @reater
nrlghts“ generally are elther an exclu51ve.11cense to

practlce the lnventlon for a llmlted term of years or a

‘leav1ng the ownershlp of the patent to the grantee or con-

"tractor, or to the ‘inventor.
'ithat covers a substantial Dercentage of 1nventlons made

. These IPAs are glven to non—proflt lnstltutlons that have

"‘approved patent policies, and permlt the 1nst1tutlon to

'made in the course of a research grant to that 1nst1tut10n.

.or requlre llcen51ng if the 1nwentlon is not being propnrly

A-rlght is often referred to aS'"marchfln rlghts."

c0mplete waiver of our rlght to take title to the patent,-

Thls general pollcy is subject to one major exceptlon

w1th HEW. fundlng, the Instltutlonal Patent Agreement (IPA).

exerc1se a flrst optlon to ‘retain the rlghts to any lnventron

Through HEW, the government retalns a non—exclu51ve license

to use the 1nventlons ‘and the right to elther acqulre tltlE

developed or if the patent rlghts are abused This latter'




jftives to our current basic approach, and possible'changes'

-appllcable to research grants, and applylng these standards
o supportlng enactment of statutory authorlty for a llcen31n;

-presented for dec151on.

~ BACKGROUND
- shifted'from_a policy in the late 1950's which favored publ

to a pollcy of allowmng grantees to retaln tltle when they

:,in'policy'has been reflected in the administration of the

'regulatiOns rather than the regulations themselves.

- occurred after a series of internal memoranda from NIH in
- the early 1960s and after a General Accounting Office study

‘iésued in 1968. GAO conducted a study of the utilization

3.
" This paper will discuss the baCkground of our_current_

policy, current,and potential objectives, the two alterna-

]
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in the current approach ' These‘possible changes include
termlnatlon of the IPAs, maklng the standards for greater

rlghts determlnatlons applled to procurement contracts

more strlctly than in the past, rev151ng our regulatlons, and

program For each of these changes alternatLVes are

The basic emphaéis of the Department's patent policy'hae

cation or dedication of'inventions made with HEW's funding,

'The shift in emphasis away from‘publication and dedicaoon

{J

drugs'formnlated with NIH funding, and found that many

] -

. request 1t and of grantlng rlghts greater than a non—exclusive
llcense when requested.' The basic approach of the'regulations

.governing these decisions has been the_same and the difference




' for. a certain number of years.

2
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finahce the required clinical trials without some guarante

that they ‘would have the’ exclu31ve rlght to produce the dry

drug cannot be marketed In order to obtaxn FDA approval

fexten51ve cllnlcal testlng is requlred The cost_of this
~and a drug company would generally not underwrite the cost
- time suff1c1ent to COmpensate it for underwrltlng that cos
.If such exclu51v1ty were not avallable, a competlng compan

:'having only to show FDA that its product wes the same as’

" that previously approved.

" of rights on drug inventions appliee to many other iuventic

' where additional investment is required to bring an invent:

.

."‘potentially.useful drugs were'never developed beyond”their '

initial formulation because no company could be found to

f13)

Once a new drug has been formulated and proposed for a

Sp@lelC use patent protectlon may be avallable, but the

b4 B
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testing is the major component in the cost of a new drug,

of this testing without some assurance that it would have

" the exclusive”right to manufacture the drug for a period of

[

¢ould also market the drug once FDAnapproval'was.obtalned,_

.The reasons for granting exclusive licenses or a waivel

to the marketplace.  Our polioy now is to grant.such.greeter

rights when this is the case, and our practice has been to

make these grants of greater rights freely.
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'7-_group that continues to have a role in shaplng_government-

s,
\.There.have been many other studies_conducted;‘both'of
.government—wide’patent policy and of the polioies of indi-
rvidual agencies: The most.comprehensive of'these_ﬁas a _t
 study condtcted in.1966:by Harbridge.HouSe, Inc.'forﬁtheh

Committee on Patent Policy of the Federal Counc11 of

'Sc;ence and Technology. (This Commlttee is an 1nteragency

wide policy.) The latest attempt.to'ohange the polioy_for
f:the'government is the."Thornton billh,'now oenoing_before
:Congress. ‘Among other thlngs, this bill would ‘give the
flrst option to take title to all 1nventlons made under'
egovernment procurement contracts or research grants_to.the
rcontractor or grantee,.subject to'oertain'“marchfin“hright.

similar to those in the IPAs. .Responses to this bill“are

- protidingithe occasion for a new review of patent policY=b3,

many other agencies as well_as'HEW Through'the Federal‘
'Counoil-of'Science andITechnoiogy, there is a drlve to for:
.hlate a uniform pollcy for the government, and one questlon
to be con51dered is whether such a unlform pollcy is
'_de31rahle given the dlfferlng missions of the agenc;es,
?here is currently no government-wide statute that gove
.the disposition of patent rights by'FederaI agencies. Sevl
' agencaes have statutes that regulate these dlSpOSltlonS in

varylng degrees of detail and which glve the agencies

0
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- explicit authority to make these dispositions. The two most . -




A=_t10ns is part of the Federal Coal Mlne Health and Safety

B detailed statutee are'those"or ERDA-and NASA. ' These
:-'statutes essentfally provide that title to all 1nventlons
lmade under fundrng from these agenc1es be a351gned to thos
agenc1es, w1th the agencres glven the authorlty to grant
greater rlghts when approprlate._ ‘The ERDA statute llStS il
‘considerable detall_the crlterla ‘to be used in mak;ng thes
‘{determinatioas. ' The NASAhatatute-requires'that hearings_b|
held dn.the &etermihations, but the Oniy criteria given is
that a disposition of rlghts must be ln the interest of th¢
a:Unlted States. | _ _ o |

The only statute that dlrectly affects HEW determlna-.

Act of 1969, At 30 U.S.C. 951(c) that Act authorizes

contracts for research on-that-subjeet and provides that

[{}H]
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7.
1nventlons made under these contracts and grants be available

. : 2/
to the general publlc.

Because there is no governlng statute; determlnatlons 0y
tHEW of_patent rlghts te 1nventlons made under granthor
:contfacts, are.govetned‘by the President‘s_Statement.ef
_Govetnment'Patentholiey,'issued fifet'by Pfesident'Kennedl
‘iln 1963 and modlfled by Pre51dent leon in 1971 The ba51c'
purpose of thlS Statement was enunC1ated by Pre31dent
‘-Kennedy as follows: 7

¥... This statement of policy seeks to
protect the public interest by encouraging

“the Government to acquire the principal
rights to inventions in situations where
“the nature of the work to be undertaken or
the Government's past investment is the field.
"of work favors full public access to result-
ing inventions. On the other hand, the o
policy recognizes that the public interest
might also be served by according exclusive
commercial rights to the contractor in '
situations where the contractor has an
established nongovernmental commercial posi-
tion and where there is greater likelihocd.

- that the invention would be worked and put
into civilian use than would be the case if
the invention were made more freely

" available.™

't”TheIStatement outiined the circumstanees nnder.whichztle
"government should acqulre the principal rlghts and under
~which circumstances greater rlghts should be left to the.

contractor. The Statement expllcltly included grants in the

.definition of contracts.

2/ Our-'regulations on the subject, at 42 CFR 55.22, state
- ‘that our general regulations at 45 CFR 8, apply. These
regulations, however, appear to conflict with the :

- statutory mandate to dedicate the inventions.




8.
" “For procurement contracts this Policy Statement was

implemented'in-the Federa;_Procﬁfement1Régulatidns'at 41

CFR 1-9, which repeat'the provisions of thelPolicy Statement

-and provide clauses for use in contracts. Thess regulations

' -are-mandatory'and leavé the Departmént iittle.leeway'in
 chéﬁging the éolicﬁ £hey seek to.implementf_There are also|
' regulatiohs at 41 CFR_IOl—4-that fegulate-the_licensing:of
 government Qwhéd invéntionsrto entities other than the
3Cdntrac£or or grantee that deﬁeloped them. .fhey providé-a
”more.éxtensive list of consider§ti0ns;to be taken into
'account in a decision to_grant ah exclusive license and
'._require thaﬁ notice_bf ihe availabiliﬁy of the patent'far
'liCensing be éiven-at least six monthsibefore any proposél
‘to grant an exclusive license. _Before.an exclusive license
“can Bé grahfed,'notice of intent to do so must'be.published
‘and'comments upon the.propdsal”must ke considered. They da
notjéilow.disposiﬁion of the enﬁire pafent; and.ahyjsﬁgh;

action would be'prohibiteq by the Constitution absent a

3/

_statuté au£hori;ing such disposal.

‘_ E/I‘In Public Citizens,-iﬁc.-v. Sampson (CA 74-303, D.C.D.C)

rev'd, 515 F.2d 1018 (D.C. Cir. 1975) the licensing regula-

" tions have been challenged on the basis that a grant of
~an exclusive license is also an unconstitutional dis--
position of property. The plaintiffs won the challenge
at the District Court level but the Court of Appeals fo
that they lacked standing to raise the issue. The stat!
of these licensing regulations remains in doubt. '

aind
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T 9,
- There are no correspondlng regulations coverlng 1nventn0ns

“made under grants, although the President's Pollcy Statemehlt

."applles to them as well. The Department s regulatlons
regarding'dispositions of rights to inventions made in the

] course of grants are found at 45 CFR 8.

o OB;JECTIVES OF HEW BATENT POLICY
The objectlve of the current pOllCles ls.essentlally to
rmake 1nvent10ns made with government fundlng available to
Vthe publlc, either by dedlcatlon of the 1nventlons or by
encouraglng thelr commerc1al development when necessary.-
Thls is not the only‘objectlve that we can seek to achieve

nor is it always the appropriate objective.

o

ttThere are inventione made‘nnder.onrrgrants'and contracT
ethat have nO'clear potential effect on the public health or
'velfare; ‘Gatorade is the best known eXampie of such an
'invention,_and there have been others. There is no reason
'_for.ﬁEW to take anv.role,in the development of these inventLons.
- If thev have no commeroial value, they shouid be dedicated
~ to the publlc, and if they have commercxal value they should
be sold in a way that will generate the hlghest income for ||
-the government HEW-lS not equlpped-to perform this functJen,
_nor does it have the authorlty to do so. Such 1nvent10ns-

_should be passed to GSA to be dlsposed of as’ surplus

property.

It is also p0551ble that 1nventlons might be made that

ij/' could be harmful to’ the public welfare. We mlght w1sh to’




'.could give us. that capabllity.

0.
soppress such an invention or to carefully regulete its use
"We may also wish to regulate the use of benef1c1al inventio
to achieve other objectives of HEW. The Department' s
recentlreport on Health Teohnology Mansgement has.sdggested
that éatent'licensing can plaf.a role.in HEW's,initiative.
“on health technology manageﬁent;' Among'the;factors that
oould'be.oonsidered in lioensihg'HEW patents are the cost
at which they will be sold, the type.of‘edditional develope

:,ment to be taken by the potential 1icensee,_or.wﬁetherrthe
'?:potential licensee might be willing to license others to
use similar or related patents owned by it. HEW'does not
'currently have the capac1ty to 1mplement to p0531ble variet
of policies that 1t might seek to implement through patent

: licenSing, but establishinganloffice of technology manageme

ALTE RNATI‘VE BASIC APP ROACH_ES

The flexible approach embodied io oﬁr ourreot policy is
) Virtually mandated by the President's Policy Statement-and
- the regolatioos of'GSA.. Any initiative that we take must b
- within this framework. HEW should nevertheless formulate
'a poSition on whether to continue this basic'approech;
because of the Thornton bill and other possible initiatives
outside the'Department thet could alter the basio‘frameWOrk
There are'two basio-alternative-approaches, one being the

dedication of all inventions made with HEW funding and the

'S




'i‘current framework; Thls approach has the obv10us appeal th

other “being to‘waive all.rights to inventions made in the

. course of a research grant or procurement contract to the '

' i

'contractor or grantee. The-walver approach is the approach

- oF the Thornton blll and of our current IPAs .,

The pr1nc1pal objectlon to thededlcatlonpollcy 15 that

1.

'noted 1n=the GAO,report Many lnventlons developed w1th H
hfunds would not be developed unless we. fund the addltlonal
ﬁdevelopment requlred. ‘Without exclusive rlghts,-no prlvate
Lfcompanfpwonld do'so‘unless the deVelopment'coste are lom
'_ enough that-they could easily be'recovered even when there
are competltors who could market the 1nventlon w1thout pay1
for the addltronal development, or unless the addltronal
,development could be protected elther asra trade.secret_or
'as a-separate patent. The most serious example'offthie is

,drugzpatents,._Because-of thls problem, thls polrcy would

’find-Iittle'support.' Whlle it could be 1mplemented w1th1n

" the context of the Presrdent s Statement, our d01ng so woul
clearly be contrary to the Splrlt of that Statement.

“The alternatlve of walvrng all rlghts,'and leav1ng them

'Jto the contractor or grantee, is not avallable to us in the

_hhlt 1nvolves no 1n1t1al admrnlstratlve burden on the agency.;

It also tends to serve the purpose of expedltlng further

development of inventione made with our funding, since the

¢
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12,

cohtractors and grantees could immediately file a'patent
applicatlon on any lnvetlon rmade and could begln to market
.:1t lmmedlately thereafter.' | |
‘ The prlnc1pal problem thh the walver approach is 1t
assumes that all 1nventlons are llke drug compounds in tha
they require substantlal amounts of money to be invested
:gi before they can be brought.to the publlc._ It also assumes
‘.that there is a public interest in brihginglthe.inveution
to-the public as rapidly as possible. 'Neither_of these
3 assumptlons is necessarily always corréct. Some invention
are - 1mmed1ately marketable, and the development of others
_pald for by the publlc (thls is partlcularly true at the
::;Natlonal Cancer Instltute which funds the clinical tests
. for manyldrugsl.‘_In either of these cases a‘contractor or

grantee would receive a windfall if they*were allowed to

'hretain all rights; and in some 1nstances would be able to

’ reap monoply proflts on an 1nventlon made w1th publlc mone
These instances could not be comnon because most invention

_that are made under HEW fundlng are’ somewhat esoterlc, but

| o))
& ;

[f))

le

'there lS no- questlon that they would occur. A recent exa
was the CAT scanner developed by AS&E | |
There are. other inventions whlch whlle lmportant in
_themselves, might be subject to considerable 1mprovement-i
- development were under competitive'conditions. Anrexample

“of this is again the AS&E CAT scanner. , There was enough'

Z
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1nterest in this invention so that several companles were~
:w1lllng to develop and lmprove upon it w1thout hav1ng an
: exclu51ve llcenee. AS&E,had it retarned.a monopoly_on this
:'type of SCanner; mould have had littie incentive to invest
‘ large.sums'of_money_to improve itt In a comhetitive'market‘
"homeﬁer; the§ would have to compete not'ohly as to price,
[;rbﬁt as to qualitylas'well : The case of AS&Erprovides one.
"iaddltlonal example of the problem w1th a conSLStent ‘policy
of waiving rlghts,_and that is that the contractor or grantee
.e:may not have the capac1ty to develop an invention properly
;meut'may nOnethelees.attempt to do so. ASSE has recently
.¢~abandoned the scanner bu51ness after spendlng a year to enter
- the market | |
R Further, as noted above, HEW has several potentlal
ftobjectlves to achleve other than the raprddevelopment of the
| _lhventlont Nelther of the 1nflex1ble approaches would allow
us to aehieve these. A set of “march—ln" rlghts that would
t.m.eei:. all the objectlves we could reasonably seek tO‘aehieve,
'would most llkely prove to be more burdensome to administex
.than a system where the burden of justlfYLDg the need for

greater rlghts is on the appllcant. To,attempt to achieve

_‘our objectlves ln thlS manner would likely result in considerable

lltlgatlon, even if we were able to adequately review the

performance of the patent holders. The StIOHGQSt Crlthlfm.




| | 14.
‘ﬂ‘bf the current flexible approach is that*it.is.difficulﬁ to

 admini$tér and that in the pasﬁ_we have taken so long £o ma
:thé;determinatioh of righté thaﬁ we seriously impedéd:the'
aeyelopment of the invgntions. Thié‘need:not_be the case.
_hoWever, and'eStablishinglah office of technOIOgy manégemen
- wouid be one possible way‘?b.provide_the capacity.to.ovérco

"_this managemeﬁt problem.

RECOMMENDATION

We recommend that the current flexible approach be

» ‘continued and that the Department oppose any efforts to adopt

the two alternative inflexible approaches.

. Concur ‘ . Non-concur




' ’outsxderHEW In thlS latter category are changes whlch wou

;CHANGES TO THE CURRENT APPROACH

Wlthln the framework of the approach of the Pre51dent'q

.. Policy Statemert, and the Federal Procurement and-Llcen51nq:

-Regulations, there are several 90551b1e changes in pollcy
l to:be-considered although some of these changes would conf

w1th the detalls of those documents and requlre approval

_ brlng into llcen51ng determlnatlons, consrderatlons other
-than those included in the Federal Regulatlons which relate
.primariiy‘to:commercializatioh of inventiohs. These change
WOuid_like;y require approval outsidehthelnepartment or
special legislation. Since the formulation of those other
hobjectlves should be made by other operatlng components of:
'HEw; thls paper: will not make spec;flc recommendatlons on
that sub]ect, but w1ll recommend that such addltlonal
i objectlves be con51dered and 1ncorporated lnto our pateht
jpollcy. | o } | | ”
There are, nevertheless;'changee to'be considered that
;might better'achieve our curreht objectives_and other'deuel
rln the future. -Those to be addreesed are°
) l}_ Applylhg to research grants the same ‘standards
L for determ;natlons of greater rlghte appllcable“

- to procurement contracts;

lict
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16.
2. Terminatibn.of,the_Ihstitutionai'Patent': | .
‘ Agreemeﬁts; o |
3. 'Revisiea of the HEW Patent Regulatlons,
{4, - Developing clearer standards and better
‘procedures for determination of-rlghts to

1nvent10ns made ‘with HEW fundlng,‘and

*‘fS;. Seeking statutory authorlty.

1. Applying to research grants the same'standards for

determinations of greater rights applicable to

prOcurement contracts

The Pre51dent s policy statement makes no drfferentrat'

_‘between grants and c0ntracts._ The requirements of the sta
" ment apply to both There areldifferences between them,
aﬂhowever, and arguments Cah be made for different treatment
_aitheugh this must be‘within the context of the President‘
r;Statements; Graﬁts usually contemplate the'grantée insti=-
: tution sharing in the cest'ef the‘érant,'are usﬁallf for
'jbaSLC research, and are always with nonﬂproflt 1nst1tut10n
,The arguments for treatlng non-proflt entities in-a dlffer
fmanner from proflt makers will be dlscussed ln_the context
of IPAs. Contracts‘aresmore often for appliedsresearch,
'seehing a'mere definite result, and unless_special'provisi
are’made‘the'governmeht'pays the entire cdst'of_the work,

Thus contracts would, on the average, result in the more

1




17.
fullf deveicped in#enrieeS‘ﬁhere the public has a greeter
:"equlty The Federal Procurement Regulatlons take  these
factors. into aceeﬁnt and applylng them to grants as well ‘as

lcontracts would llkely result 1n dlfferent average results
efor each class, but only when this dlfferent result is
'Justlfled “In add;tlon, this would better serve to lmple-‘
ment the PreSident's'Pblic§7statement," In the past this
"@oule'have had:the effect,of:auromatiealiy eliminating the
' 7iPAs; bﬁt this is no longer the case eince the FPRs now
' allow such agreements - -

There are also other consrderatlons we would want to-

‘Ltake into account 1n‘determ1n1ng the rlghts to patents than

~'are listed in these reguletions. Some of these might never

'rheless be'pérmissible. and these could be set our‘iﬁ'a.
' ,re?ised version of eurIOWn'regulations; 'For those‘thet'wou
'_conflict_with the regulations, we wouid-require alapﬁroval
éf the_deviatron.frem GSA, or perhaps.eeperate stetﬁtory

'~authority.

eZ} ?Termination of InstiﬁutionelPatent Agreemeets f .

| Since the GAO study in 1968, HEW has exbanded its uee C
Institutional Patent Agreements and has adopted.en uniform
agreement. There are-currently over 70 institutioes thet
‘have such agreements with HEW The Natlonal Scrence

s Foundatlon also makes wide use of these agreements. There

1d
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-is-wiaespread support'for these agreements, both within HEW

and_outside“thefbepartment,'in other agencies and among resgarch

inetiturions.w:ésﬁ has just promulgated a requlation allowing

[_agencies to use such agreements with non-profit institutionl
.to cover inventions made under research and development
‘contracts.4/

' IPAs are not mentloned in thelPreSLdent's Pollcy State-
ment, and they depart from the approach of the Statement in
 that they automatically waive the rights of the gbvernment
';£¢,ail inventions made under grants mede throﬁgh a giVen
; instituﬁidn; Nevertheless, becauee their use has feund sucg
.widespreed'approval the queetion of whether to. continue th

- IPAs should be consxdered as a pollcy questlon and not on

fthe basis of whether they are authorlzed by the Presxdent'

{0

wr

LPollcy Statement. We currently have IPAs with 72 lnstltutians,

with other agreements pehding. The agreements amount to an
eadoption of the waiver policy for these institutions, with

certain restrictions on their administration of the patent

'rights.- The agreements give the institutien first optionjo

take title to any invention made under a grant from HEW .

'agreement-provides, among other things, that licenses to

use the invention shall be non-exclusive unless an exclusive

5/ 43 Fed. Reg. 4424 (1978) (Amendment to 41 CFR 1-9).
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19, '-
litenSeiis necessary_to have the'inventien de&eloped,_and
iimiting'theltefm of such a-license.- There are also_:
'prestrictions aéeinst unreesonable.repalties. Therepreemer
‘give us”"march—in rights" if these conditions are violated
or 1f the invention is not develoPed | ‘ B

“These agreements reflect a policy judgment by the agen
}‘that in the case of research agreements thh non—proflt
inﬂflnstltutlons, 1f'the 1nst1tut;on has an'acceptable patent
':pelicy end agrees to abide by Certain conditions,'that the
public_interest will be better served by allowing the inst

‘tution to retain all rights to inventions made by its |

: researchers. The major reason advanced for this is thet.
" inventions made under funding from HEW wiilrbe_breught“te
Lthe public much more quickly this way, and‘that.the'instif
thutlons can be trusted to serve the publlc interest in .
admlnlsterlng their’ patents. -The march-in rlghts are incl
to protect the public interest should this latter essumptx
‘preve_incorrect. Another reason for the adoption of these

' -agreements was the problems caused by the slowness of the

~ Department in'responding to requests by grantees for.Qreat

_rights;_and the résulting,criticism by GAO..
The IPAs are;.however, subject to ali theﬁsame'criticL
nies thenwaiver.peliey, The iPAs adopt the. waiver policy fo
e certain'group of non—profit'institutions, ieaving other

grantees and contractors to be Qoverned by the standards i

5
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:.;'addréSSéd is whether this difference in;treatment between‘

- reportlng of 1nvent10ns. Most of the inventions made with

20,

the President's Statement. One question that must be

- non—proflt and proflt maklng entities can be justlfled On
of the reasons for thls dlstlnctlon was noted before. Ther

is an assumptlon that non—proflt institutions can be truste%

rto protect_the publac 1nterest and that_prof;t maklng entit
n;lgannot.. Another justificationjiSfthat any royvalties receis
'fby the institutions will be put into‘researoh,'soithat the
- w1ndfall argument does- not apply. 'The'IPAs reguire'only'
‘that the money be used for educatlonal or research pursu1t<
.:and allow the lnventor part of the royaltles. In'addltlon
“many institutions admlnlster thelr patents through patent
'Vmanagement companles that share the royaltles.' These reasq
snfor the dlstlnctlon between non-proflt lnstltutlons and
_proflt makers are not partlcularly strong.
- The other arguments in favor of the IPAs are not neceSs
limited to non-profit'institutions, but'some are baSed upor
d51tuatlons ‘that ‘are more likely to arlse in such 1nst1tut1<

"One of these arguments is that the IPAs encourage better

HEW fundlng are made under grants for basic research.  The
_researchers are academic persons whose primary bias is in-

favor of publishing results of_their'investigations;' Many

“of them are not concerned with commeroial development of th

inventions, especially since they would not3get'benefits_
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.from thls development. One of the’problems noted in the GAf

.study was that 1nvest1gators would formulate a promlslng ne
. drug-and publ;sn:thelr ﬁlndlngs without reportlng the.‘
Vinvention. Once an.investion-is publioiZed an appiication
- for-a patent must be filed W1th1n one year of the publlca—
.ltlon or the appllcatlon is barred The IPAs give 1nst1tut1

. .an incentive to monitor their'investigators and to encourag

patent applications where appropriate. Researchers, however

also have an interest in seeing their inventions put into

~use and most researchers can be relied upon to report

Ui

inventionsiso that”they will be developed PrOJect OfflCeL

can also be lnstructed to see that lnventlons are reportedp

lalthough the Department s experlence in relylng upon prOJedt

'dofflcers to enforce business requlrements has not been
entlrely satlsfactory in the past

" One of the effects of.the IPAS is'to delegate the
~agency's re5pon51b111ty for determlnrng whether lt is necegs
'to glve a commer01al developer exclusive rights to an
: 1nventlon in order to get it to undertake its development;
fThe IPAs requlre non~exclusive llcenSLng unless exclu51ve

llcenses are necessary to develop the inventions. (The

Q’standards for thlS oetermlnatlon are, however broader than

those of the Presmdent s Pollcy Statement ) This is ‘the

_most serlous defect of the IPAS in that the lnstltutlons

ons
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‘A company could be exPected to pay much more for exclu51ve'
,'rlghts than for_non—exclu51ve rights, and in some instances

' the value of one exclusive license may exceed that of the

: profltwmaklng, ex1st on their: share of the royaltles. They
 have no 1ncent1ve o protect the publlc interest. The.

‘ determlnatlon of whether to give an exclu31ve license is in

test the market for the institution as part of thelt

B expand the staff now managing the Department's patents.
. vidual basis would require an'expandedistaff..>This_is not)
.:if'they are not being'met by the IPAs. As noted previously

Nestabllshlng an office of technology management could

't__tallev1ate this problem.

thelr patents and these companles, whether or not they are

Just processing the petitions-for greater'rights on an indi

22,

are in no better position to determine this than we are,

and they have a’strong incentive to issue exclu51ve llcensee.

non-exclusive licenses that could be issued. Many insti-

‘tﬁtions employ patent mahagement organizations to administem

effect left to the patent management company, since they

résponsibility of managing the oatent{'

If the IPAs were terminated, we would have to substanti

however, a good reason for abandoning our responsibilities

ally
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The.IPAsusuffer‘frdm the.same infiexibility.as.does'the
fwaiVer approaqh: and they necesaarily imply a distinction
. hetneen-contraétors and gtantees that is.not logically |
‘defensible. 'If the'Department is to take arlarger role in
health technology management, contlnuatlon of the IPAs

_ would ellmlnate many opportunltleq to use patent licensing

to do so. -The 1nvent10ns made under grants covered by IPAS

'constltute a najor portion of the inventions made with HEW
1gfund1ngf_ Many of these 1nvent10ns.are_rather-esoterlc and
theit development'would require the‘actiﬁe participation 01
the 1nventor as well as a vigorous promotion effort,‘and
.these could reasonably be left to the institutions to
'udevelop. But sone lnventlons would be 1mportant enough to.
.t warrant our management, and the only clear reason for allow
,ing‘the_institutions to tetain title to these is that the
adminiatrative‘effort requitedhto differentiate between the

two classes of inventions is too great.

L1
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~ RECOMMENDATION

There are three courses of action that can be taken,

{one_béing to décide'£§ continue the IPAs for the time beingy
‘and another being deciding to immediately terminate them.
, Wé.reC6mmend‘thé ﬁhird alternative ofjannounding that we are
‘COHSidérinélterminating thém,'once an officé.ofltechnology
_ménagement is éstablished; and‘soliéiting comments on that
“5‘prqposal.‘ Bedausé of the popularity,of'these agfeements,'
.énd_becéuse HEW in the pést hés spearheaded fhé ﬁse of such
 ég:eements in the Federél Governmenf,-we do not recémmend
~ that any action toterminate them be taken without'carefﬁl
: éfudy“and 0pp6rtuhity for.commént. | |

'AlternatiVe l1: Continuation of IPAs

Concur o ‘ Non-concur

Alternative 2;' Termination of all IPAS

Concur . .. Non-concur

‘Alternative 3: ' Announce intent to consider termination
: of the IPAs and seek comments

Concur , : Non-concur
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"3;“.Deﬁeloéihg'C}earer“Standards and BetterrProoedures"
| 'As ourrently-administered, our currentgpolicy amounts to
.ta v1rtual adoptlon of the waiver DOllCY, even though it is
artlculated as a flexlble approach favorlng tltle in the
government ‘and non—exc1u51ve llcen51ngi- As noted prev;ously
:ﬁhenever-a'éarty has asked forlrights greater'than a- non- -
'exclu51ve license 1t has recelved what 1t asked for. While
Hadmlnlstratlve changes haVe allev1ated this problem sonewhat
-the lack of clear standards and adequate procedures has

| hamnered thls effort |

:Assum;ng_that the standards'of'the.federal.Procuremeht
:REgulations'are applied; most applications for either waiver
'“of title or for an exclus1ve llcense W1ll hlnge on whether
. that grant of: greater rlghts is necessary to call forth the
‘prlvate_r;sk capltal to brlng the invention to the po;nt of
practical application. In most circumstaﬁces'this means that
some measure of exclusivity isgneceSsary'to get:a.company to
.invest enough money to_bring'the-inventioh_to the marketpla:e..
:tThere'are-no standards for determining this and no meohanism
?forlteeting assertions byrappiicants, exoept.ia'the fe&eral
Licehsing Regulations. ‘Taese;regulations regquire that if an
' excluSive_license to a goverhment—owhed inveﬁtion is proposed,

notice of intent to issue suCh_a'lioense must be published
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in the Federal Register and'parties given an opportunity to
o T

comment and apply for non—exclusive-licenses. ‘This serves

g

_the purpose of 1nqu1rlng whether there are other partles

" interested in developing the lnventlon w1thout an exclus1ve

* license.

This procedure of notice could be applied to all'greate
rights determinations or at least to those where we suspect
. that there might be some outside interest. This would pose

'.two problems,.neither of them insoluble. One is the

admlnlstratlve problem posed and the necessary expansron of_

—staff.. The other is the problem caused by publlcatlon of a.

_invention prior to a patent application. If we were to pub

‘lish a notice of intent to grant an exclusive license to an|

~invention, we would have to make a‘full description of the
' 1nventmon avallable for 1nspect10n. If this took place moxr

than a year prior to a patent appllcatlon, that appllcatlon

lnwould be barred Appllcants for greater rlghts under grant

and contracts are currently allowed to apply for a patent,
"once a determlnatlon is made to patent a reported invention
‘They are told, however, that if the greater rlghts-are not
. ;granted,rthey nill not be reiﬁbursed'for costs they incur.
-.'OurapaSt-readiness to‘grant such reQUests for greater right
made this an unlmportant consideration, but a change in-tha
oollcy would make the appllcant more reluctant to file an

..apollcatlon until the rlghts are determlned. The most

({)
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- once the appllcatlon for a patent had been approved, unless

3 'include a certain degree of cost sharing; ‘There are no

27.
sensible solution to this would be to make the patent

application an allowable cost under the grant or -contract,

the contractor or grantee were allowed rlghts greaterthan a
snon exclu51ve llcense. '
One other problem that should be addressed is a provm-
'sion of the Federal Procurement Regulatlons that exempts
cost sharing agreements from the mandatory nature of those
rregulations,:although it'urges that they be,folloﬁed as-

‘clOSely as possible. 'This,ﬁould be a major problem if we

',applied those regulations to grants, since grants by defini:ion

cstandards given for determlnlng when thlS exemptlon applles,
or for_determlnlng rights to 1oventlons made under cost
sharingfagreements. Even 1f we determined.tﬁat a'contractom
or'grantee,sﬁould retain title to the inVehtion because of
- the cost—sﬁaring, we would want to obtain guarantees that the
sfpatent rights would oot,be'aoused,_:

RECOMMENDATIONS

Once our future pollcy is deflned, our regulatlons.should'
provrde clearer gurdance in admlnlsterlng that pollcy than.
they have in the past _There are however, three de01510ns

'thatlcan be made now, assuming that we COntinue to.have a
-;Policy where greater rights.arevdetermined on a‘flexible

basis.




' - Recommendation B:

'_'determining‘rights to inventions made under cost-sharing

- Recommendation A:

" to determine that the grant of greater rights is necessary

' Concur ' . Non-concur

-agreements.

Concur : . | Non-concur

28.

-Impose a-réduiremént'that notice of intent be giﬁén'anﬂ
'éémmenﬁs soﬁgﬁéfbefore any determination to'graﬁt an.éXClu ive
"iicensé.or to Qaive_all rights is_made;__Thefe ére two |
alternaﬁivesitb dd this. | | | -

l ,.AltErnaﬁive 1: = ‘-_7

Require publicatioh'df a noticeiof intent to graht gregter
fights in éll instances where we initiallf prbéose td db's:;
.Concur : ': "_ — i NonfCSncur:

 Alternative 2:

Require notice of'inteﬁt for ﬁii proéoséd granﬁs”of grEater
_fighté except-in those ¢ases-where the official-making the
ﬁetermihation finds that the evidence before him is adequa

That standards for determining whether the cost-sharin

: exemptibn applies be drafted as well as standards”for e

)




'Recommendation C:

Concur ‘ ‘ - Non=-concur-

‘4. Revision of HEW Patent Regulations -
. They are badly out of date and in some respects confllct'
;"w1th the Pre51dent S Patent Statement ‘and the Federal

' tefleCt the durrent delegatiOns of-aﬁthority to administer

'..tlme, been delegated to the Offlce of the General Counsel,
 with the Assistant Secretary for Health responsxble only fier

'determinations with major policy significance.

'grantee'fOr-the costs of a patent application, once such ‘an
‘application is approved, if an application for greater

rights is denied.

7 . . : .
That we establish a means to reimburse a contractor or

-Whether or not any Changes are-maae-ih the Department‘s

'patent pOlle, the- Department's regulatlons must be rewrltten.

.Procurement and Licensing Regulatlons. They do not accurately

e.the Department's patent program. They state that the Asslstant

'Secretary for Health is responsible for all patent determ1ra—

txons, although part of this respon51b111ty has, for some




. Statement. The standards given in our regulations are much

 30.

¥ _Lioensing_of government-oWned inventions (those-that
“have already'beén assigned to the Department) are governed
by detailed rééuiations isSﬁed.by the GSA noted above;-'Our
regulations.treat this matter tery briefly at 45 CFR 6.3
fwzthout referrlng to those regulatlons, and 1mpose only the
standard that a grant of an exclus;ve 11cense be in the
public interest. These regulatlons should he rewritten to
incorporate the Eederal LicenSing'Regnlations,.and to.pror
' vide-a.mechaniSm.for the-hearing of appeals.on'decisions
'under”thOSe regulations as:thej require; | H
o Our regulatlons at 45 CFR 8, pertalnlng to determlnatlo
‘Hof rlghts to 1nventlons made under grants and research con—
l.tracts are more serlously deflclent. ‘They do not refer to
_the Federal Procurement Regulatlons which are mandatory as
' to procurement contracts, and prOVlde for the appllcatlon o
iprocedures ‘and standards Whlch are very dlfferent from ‘thos
”requlred under the FPR. 'Nor do our regulatlons refer to,’

. or reflect, the_standards-mandated by the President's Polic

' less strict than those of the'FPR and the Statement.- They
A'prov1de that title shall be a551gned to the United States
unless the Assxstant ‘Secretary finds that the rnventlon w11:
_be dedlcated by the lnstltutlon or made available by them
for non- exclu51ve 11cen51ng by them, or unless he flnds

that*theflnventlon w1ll be more adequately and quickly




‘developed for widest use‘by assigning_the patent_to a'compet_
'organization forfmanagement. .This conflict.in reguiations
‘-is.not an abstract problem, and has caused problems-in making
u;these greater rights.determinations.. Wedhava previously
_recommended'that'the Federal Procurement Regulations'be mad
‘appllcable to our grants, but even if thls recommendatlon A

-not accepted they should be appllcable to all procurement

' Statement
""cancer chemotherapy 1ndustr1al research contracts, at 45
- them. This was~done because NCI had trouble attractlng cons
tractors without a determination of rights to patent at. the

should be rewrltten to state that for this- class of contrac:s

. time of contractlng, whlch was the purpose of the orlglnal

r'regulatlon.

31,
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contracts and this should be stated expllcltly The.
standards glven for determlnatlon of greater rlghts under

grants ‘should reflect those standards glven in the PreSLdend's

T

In addition, there is one provision, of our regulations x
CFR 8.7, maklng our other patent regulatlons 1nappllcable to
time of contract award. Thls procedure is permitted by the
FPRs. 1f thlS practlce 1s still necessary, our regulatlons

a determlnatlon has been made that extraordlnary c1rcum—‘

stances exist justlfylng the determlnatlons of rlghts at the .

lating £



- RECOMMENDATION

. Concur - ‘ -~ Non-concur

ffstatutes granting them authority to administer patents

~ -developed with their funding., If HEW decides to take a

' and deCisiohswon any changes in the administration of that
-poliey. Once these matters are decided, clearer.standerds

for these determinations should also ke formulated so that

32,
. While the"tegulations_should be rewritten, this process

should await deeisions and possible changes to our policy

’ ‘.

policy decisions can be more effectively implemented.:

‘have been dec;ded

5. Supportlng Enactment of Statutory Authoritv for a

‘The Federal licensing regulat;ons are of doublous constl—'

in the_Public Citizen cases, officials there have voiced

doubt as to their validity. This doubt is shared by many

The Department's patent regulations should be completely

rewrltten once the other issues presented by this oaper

LlcenSLng_Program .

.As notedtpreVLously,1several Federal agencies have

stronger role in managing'the techneiogy developed with our

tutlonallty, and while the Justlce Deoartment supported tham

-funding,’the Department may need‘special etatutory authorigy.




_admlnlster the current standards more rigorously we would

clear authorlty to . crant more than a non—exclusrve llcense,

:f uncertaln foundatlon, and we should support enactment of a

a exclusrve ones, and perhaps to dispose of patents if the
n,authorlty to pursue a varlety of objectives, listing as‘
‘many as p0551b1e, SO that ouxr attempts to do so would not

:beﬁohallenged.

- RECOMME‘\JDATI ON.

'once the deCl31ons are made deflnrng these objectlves.

-others w1th1n the government 1f we took a larger role in

title to many “more than we do now. Indeed, if we were to

to. constltutlonal challenge.

'publlc interest can be served by that dlsposal

'reflectlng our policy objectlves and authorlty to pursue thie

Concur _ - Non=concur
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managlng our 1nventlons, it lS likely that we’ would take

be taklng tltle to more of them. It would be better to have

51nce a company might be reluctant to commit large sums. of

money. £tO an 1nvent10n if thelr exclusmve 1lcense is subject
In short, our entire llcen51ng program is on a very

statute glVlng authorlty to grant licenses other than non-

In such-a statute it would also be’ de51rable to 1nclude

-That the Department support enactment of a statute

I ,




