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W PASTHT POLTCY

INTTODUCTION

- This paper, prepared in response to your . request, addresses the
- policy of HEW regatdihq the disposition of rights to inventions made
‘in the coursc of work done undex I-m~funde,d research grants and

procurcment contracts. —/ The decisions which you make concerning

jthe_"rec'cmneﬁdatlions' we have set forth will not only détcrmi_ne the
| Depaﬁ-ﬁnenﬁ's. own pateﬁt' pr;éc_‘ci.cers but will also fom the baSJS of HEW
pollcyln co:méétion.wj:ﬂl 'the. more general feViéw of goire&fm*haﬂt—'wide
pat..ent.'po‘licy whi'ch. has.been undeftaf{en by Cdngresé and the. Ac":ministrat‘iqﬁ.'_ o
Our cu.rrent general pollcy J.S to retam the right to deter:mne
' _dlSpO.;:LthH §f rights to any lnventlon made m the course: of a research
gfant‘ or i::roc’ijrement CO:_I‘cract. | Ngxmally, _our gra_n_ts_jand contracts | pro— .

vide that such determination will be made after the 'inventioh e '_reporﬁed )

to HEW by the contractor or grantee. Once an invention is reported, HEW .

Ideté.mﬁne's‘ either that patent protection should be sought for the invention |
or that the ix.ive'ritiOn' should be made genérally availablé- by its "dedication”

fD the public:. If we detemme that a patent should be sought, :Lt is our

o stated pollcy generally to J.equ.lre assmrment of ‘the pate.nt rlghts

1/ The only other inventions administered by HEW are those made by
. employees. - Executive Order 10096 rcquires that these inventions
be assigned to the govermment in most instances. The Caurdssioner
of Patents was given the authority to issue regulations on this R
- subject and they appear at 35 CFR 100. The disposition of these =
- inventions is govarned by the Federal Property and Administrative. '
Sorvices Act and by regulations promulgated by GSA appearing at
41 CFR 101~-4. - We have little discretion in dealing with these
invefitions, .and our 1egulat_10ns at 45 CFR 7 are simply to implemeont
- the Execut - | Order. o '
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to the éotcrmnult threugh HEW, 'o:ncc a pateht IaI.)plication_ is nade :m |
the i'hvfehtolr"'-s e, The contractor.or Qtantec reteins a nohexclusiv_e'
llcendeto u.;o the mvent;on, but may be grantcd Qreatcr rlghts in ) | _ ¢ ':-;

| certain c1rc1ms;tances. Gencrally, these "greater r1ght;" consist of

either an exclusive li_cense to Lpractice the.invention for a limited

term of years or a conditional waiver of our right to take title to

the patent, leaving. the ownership of the patent to the Qrantee or

contractor, or to the inventor, . =
This general policy is subject to one major 'e:r;ception,- the
InetitutiOnal'Patent Agreenént (IP_A) ; which- eoVers a éubstaﬁtial’ '

. percentage of lnventlons reaultlng from HE:W—funded research The

'IPAs are agreements w:Lth nonproflt 1nst3.tut3.ons that have approved

patent pol:.c1es, which permit an 1'1stltut3_on to exercise a flrst '
optlon to retain the -rlghts to any 1nventlon made in the course of
a research grant to that institution. 'I‘hrough HEW,' the gove.tmnent - Lol

retalns a mnexclus;Lve llcense t0 use the J.nventx.ons and the rlght"

elthor to aoqu:tre tltle or to requlre llcensn.ng lf the 1nventlon is

not properly developed or if the patent rlghts are abused.

After con51der1ng the potentlal appllcatlon to HEW of the alterna—'l N
o tJ.ve approaches currently bclng debated elsewhere in the Adnurustratlon, |
we recommen_d that our pn;esent 'system 'ef _case—by—_case detelmngtlon of th‘el |
.dislx)si.tion__of _patent"fights be'co_hta'.nued.f In this 'conn.ec'tieh, w"e_also' |
re;:ﬁmend iJ.upro.vemmlt in the standards and _prnéd!t11‘es for awaldlng . |

greater rights under HEW contracts and 'grants.' TFinally, we advise against:




apzec,lpltous tic_cisieh to.-teﬁni__na.te. the use of IPAs and sucjgest areas
where_.data'labOu't .ﬂle p.re'aenlt .sy-stem are noeded .be_.fore. majer changes are
| made.
 BACKGROUND -

Whmle several acjen‘cies have statut.es' that' atitho‘t:i.z'e and reCJuiate' .
their dlSDOSltlons of patent rlghts in varylng degrees of detail, 24

'there 1s cm:rontly no governm,nt—w:Lde statute that governs such

di5posi_t_ions by federal _age;;cies'.

L et . ’ ™

In th'e' abs:ehce of any other goverriing statute, HEW pelic'ies' on-

| patent rlghts to J.nventlons made under grants or- contracts in all areas

'other than coal m:me health and safety research -‘3-/ have b&.n deve]oped

under the Pxfes,ident's S_tatement of Goxrer_ment Patent Policy, _issued | : L I

- first by President Kennedy in 1963 -__.a'hfd modified in -o}ﬂy _minor reepects:

" by President Nixon in 1971. The basic purpose of this Statement was
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enunciated by President Rennedy as follows: _

2/ The two most detailed statutes are those for ERDA (now part of the.
. Department of Energy) and NaSA. These statutes essentially pro-
- vide that title to all inventions made under funding from these b
agenc1es be assigned to the agencies, which have the authority to RS B £
;grant gleatcr rights when approorlate : S »

3/ The only statute that dircctly affocts IIW doterminations is part
“of the Federal Coal Mine Health and Safety Act of 1969. The Act
provides that inventions made under contracts and grants for
rescarch on coal mine health and safety be available to the general
pUle.C, with such cxeeptions and limitations as the Secr c:tlry f inds
nocessary in the public lIIlC‘lC t,




This statamént of policy sceks to protéct -the
public interest by cncouraging the Government = -
to acguire the principal rights to inventions
in sitwations where the nature of the work to
~be undertaken or. the Covernment's past invest—
.ment in the field of work favors full public
access-to resulting inve_ntions. On the other
hand, the policy recognizes that the piblic
‘interest might also be served by according
eycluswe conmercml rights to the contractor
“in s:.tucltlons whexe the contractor has an
established nongoverrnental commercial
.t-po.e.1tlon and where there is glcater likelihood
that the invention would be worked .and put into
- civilian use than would be the case if the .
1nventlon were madc_ more freely avallable

The Stateme nt which applles to grants and contracts, outllnes in "

' broad terms the circumstances under which the goverrment shoula aoqulre_"

 the prlnc*lpal rlghts and those uncier wh:.ch greater r:.ghte should be -

B left to the contractor.

For' all govemment contracts for expérin@tal, develO};xhéntal

or research work this Policy Statement is implemented in the Federal .

Procurement Reglulations iSsﬁed.'by GSA under statﬁtory faothorii.:y._, : which_

.rep'eat _' the prov:ieions of. the '-Policy .-Si:atemeht ‘and -proviae .c]'_au.ses for

“use in colntrec‘te.l The regulat;l.ons are mandatory with. respect to
"_-contrdcis but "may dlSO be used in grants iee. a8 agencws deem
app_r_‘-op,riate.“ : 'Z\gencies are p_c:rmitﬁed to. implomont and scpplemmt

the —'regulatiOhs,- consistent with the FPR systam; HEW'S '_reguj_.ai_:ions"
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ro&ja-rdi:ng :dispositions of righﬁs to :invéntio‘m inade in the cw'rse. |
of grants and contracts are found at 45 CIR 8 4/
" The cmphasls of the Dcpartmcnt's approach Lo patents has
..s.hlfted from a pollcy in the late 1950 s which favored publlc |
_doc_‘llon.tlon of l-}HEW_—fmﬁ:ed inventions to the curront pollcy _of. allo.»rlng
-gran_tee'.'-:‘;;'--;pofl-':.J:eqti_:es.t, to "ré.tain 'ti'zt'le to an ihveﬁti_on of 'exércislé
| :rlicj.hts'.greato;: -tha;n. a nonoxclusiv.é license. |

The chanée in policy, wh:.ch was effectuated éandnistrativelj,
without alt_:erai’.:ionl of ‘the rogulatiox.}s,. ooourréd'aft.e'r a series of”
| iﬁtéxnal -mémcsg—anda £rom NIH in thé carly 19'6(55' and & General Accountih§ -
' OffJ.ce smdy :Lssued in 1968. The GO sLudy of Lhe.ut::.llzatlon of -

drugs forrrmlated by grantoes w1th NIH fundlng found that many potentz.ally .

useful drugs. were never_ developed beyond their :Lm‘tlal fornmlatlon-be_c_:au_se'- :

without a guarantee of an 'exclusive right to produ_ce' the drug for a
~ nunber of years, phamacéuﬁical concerns were 'unwilling_ to finance the'
eXtensivé and cos:tly clinical ’trials 'requited by the FDA pr.ior to.

ma.rketlng of the drug A drug ccxrpany generally would not unde:cwrlte

- this testing, the major com,_oonent of the cost of a new drug, w1thout '

 some assurance that it would have the -exc]_-uslve rlght to 'manufacture. _

4/ A rule anending PR to provide for government-wide use of IPAs

in contracts with universities and nonprofit organizations was

- published in the Federal Registor on Fobruary 2, 1978, but has .
been. stayed because of the recsaminations of patent policy being:
conducted "w Congress and the Fxecutive. According to the oMB
Administe cor for I'oderal l‘tcuncm(mt Policy, HIW would ho rcqmu 1
to adopt the terms of the agrooment in the FOR if the rule is

- releasod. I

R e T SRS AR -,




-6 -
the drug fot a pcnod of time 'e_uffic_ien:t to .rccoup- that investient:
Without suc':ﬁ..exclﬁsivity, a ccxﬁpétitor c':'ou.ld also zﬁ.arket thc d.tu_g
' on_cel' FDA appi'o,val tces obtamc\l, with only a shOwing that the product,
was th_.e:ser.rte as that .preyibuslﬁz approved.

“Tﬁi;.r‘atienale fot gra.nt.tng '-"eiv"clu'c'i\.z'e licenses' er Waixfets of
rlghts on drug J,nvenu.ons is appllcable to. other si tuatlona whele

'addlum.xl J.nves’ment lS requlred to br:mg an J.nve_nt;Lon to the

mr}\etpldce, and has led the Department to grant greater r:.ghtc more -

- freely in recent yec..rs.

o OBJEC‘TIVFS OF HEW PATENT POLICY

H:Lstorlcally, the objectlves of our patent pol: cms have been
_to ndlxe 1nventlons developed wz_th government funding avallqble to
the public as raptdly and as cheaoly as poss:.ble, goalq whlch are
sanetines J.ncomp;atlble_.- _.

While these ebj ectlves are &sicaliy sound, recent experlence
..wit.h the high cost O:. 'px;oliferaiﬁ.ng ﬁealth_c-are technology suggests
_ that thexe may be cirCUmStancee in which the Deparﬁnent wc_m_;ld .wish
tO restralnor :EQu'la_te. :ttle avallablllty of a new J_nventmn |
Reeogzaizing this ‘objective rc;i;[uires a 'breadef -statement._ ot '. pur-pose—,-

to infIuence ‘the' availability -and cost of inventions made’ with IEW

- support, sanctimes encouraging rapid, low cost availability, -at other

E t:unes -rc:‘st‘raihing or rogulating availability.

ALTRERNATTVE BASIC APPROACIES -

- our flexible curront policy of case-by-case disposition of
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patent rights derives fian the President's Policy Statement and the

GSA regulations. There arc two 'alternatii_ye basic approaches to be

.-

considered--(1) .dedication to the public of all inventions made
with IEW funding, and (2) conditional waiver of all HEW rights to

inventions made in the course of a research grant or procurement

contra_ct;_. "E_ssentially the same _ept_ions 'are‘curreﬁtly beintj debated ’
_el_sewhere 1n the Executive... . The‘:di;f_ficm_lty with both -altefnatives is
Lhe:Lr .._in‘.fl@r:ibil.ify _in the face Of the wide v.arliety. of ci;:cumstahces‘
the Depar_tmentl eonf:onts .i_n the di..s‘pos.ition' of pate;x;t- ‘.rig_hts.
- | The. principal eb_jection'to feﬁurning-:to_ th'e-' dedicetion policy.
- is .that,.'. as nlq.tec'i_' in the Gl'!&o_:repbrt,' .inahy.invéntiénsr -aris_ihg,_ou{;\"qf_ B
" HEW fund:.ng fequire further developnent to reachthe -mar.ke't. wh_lch we
are neﬁ preparedto pay 'fer. ':Witheut e#eiinsive rlghts, no pr:.vate I

compan_{ will undertake that develcpment unless the costs are low

e.nough to be easily recovered even if carpetitors market the
invention without paying for the additional development, or unless
the additicnal development can be protected,' either as a trade

secret or as a separate patent. As the drug patent example

B illustraﬁés,_ such ‘consideratiens may preclude developneﬁt-'and ﬁerketing'

~of an invention which rcquires additional, potentially'mrecoverable
investment.

The alternative of waiving all rights, leaving them to the

‘contractor or grantce, has the dbvious appeal that it encowrages

investinont of | .ivate capital yet places no initial administrative

burden on the agency. . By ramoving the roquirement that the ajency
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: -pi'ocess applic:atilor._ls individual:ly, a Iaolioy of blanket waiver: also
' teode to ex;.aedilte furthet development of.'inventions_ mcie_'wiu1. IIEW. :

| Hcmeve'r ' the _costs 'of apollcy .of' ."indieorﬁn1j.nate waiver may
_.b,e-unai.—:@@ptably high. “ The .argmr'[ent for the w'aiver aoproach | o
,3.ncor1.ectly assues that, l:.ke drug ccxrrpounds, a}l other 1nventlons
requa.re subetantlal addltlonal mveetment for development or testlng |
beFore thc_y can be marketed Some inventions 'are irrmediat’ely
'- : marketable, _and/or do not rec_{uz_re the J;ncentl.Ve oi' eyclue1v1tyl to
B at tract peraLe capltal for develoPment and mrketlng In' "s'u.ch‘
.Sl‘L'lJ.tatJ.OnS wa.tver of all rJ.ghts to an HEW-funoed J.nventlon would
. bestow a w:.ndfall upon the contractor or grantee and, in sorne 1nstaoce5,
would permit h:Lm to reap unjustlflably h:Lgh profn,ts on an :mventlon '

made with publlc money

'Ihere are other inventions whlch, while :meortant in themselves, |

3 m:Lght be cons:.derably nrlproved 1f developed und-ar conpetl‘mve COndJ_th"lS.

__In addltlon, a contractor or grantee who lacks t‘ne capac:Lty to develop
-an :mventa.on pn.operly may nonethele 35 attempt to do- SO, delaymg
: avallablllty o£ the 1nvu11,lon unneooqearlly |

' 'Finally,- we believe the waiver applj‘oach sll_otzid be rejected as..a
genoral _p‘oli.cy Ibocausse, wlxile .advancing the .objor"‘.i_.\{e-.of 'ox}i:ditio@
mm_}\etlnj of :i:;j.ve_x_1t_ioxxs ‘, ‘i't pmxldu* no, mets. for the D‘opnrtmlont to
lnohit;di% .a\'ai]..iﬂl).'i.l.i.t‘f .-i_ﬁ oi:tua L\DI‘.S wl.n;.ro 1;051.!:.'1.‘:11[\(::& 0-1' ‘*oxj‘julhttx.l

dcvclolsm_nt nughL bi._ HOVE approy v iato,
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RECOMMIENDATION:

For these reasons, we believe neither alt'e_r_r_lative app:j:oach is’
viable and ‘therefore recamend that the _current basic apprbach of
case-by-case determination of ‘the disposition of patent rights be

continued.

e gt o
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. IMPROVEMENTS IN THE CURRENT BASIC APPROACH

While we recommend retaining our current basic approach

" to the disposition of patent rights, there are, we believe,

 two areas in which our implementation of that approach .can

‘be'imp;oved;

| 1. _DéQéibpment‘of Qniform, detailed standérds and
.éfécedhrés.fof éhe awéfding:Of Qfeétef'rights undé:.HEw
 gfahts anélcéntracts; and | |

2. Reassessment of Institutional Patent Agreements.

1. Developmént of uniform, detailed éténdards and pfocedureS"

fbr'thé'awardihg of greater rights UndérIHEw_grénts.and:.- E

contracts. | - S “5

As ﬁ6£édIeétliér, thé'diéﬁ@sition of.ﬁatent rigﬁgs”&ngér é

" federal éontraéﬁs is‘Qoverﬁed by GSA's Federal Prdcureménﬁ . .
_ Regdlations-while_separate HEW regulatiohs goﬁérn‘thé_disposition‘ E

df righté arising under.Départment'gfants;‘ In‘general'_tﬁe. % ’

h_ f6rmer_permit waiver df.title or the granting of an exclusive i:f
license Cﬁlyfwhén necessa:y~tolcéll forth'the pfivate risk | ?
.'cépita1 thatfis'essential‘to.bring thé*inventiénﬁto the o R ,gf-”
ke _ : , Che MR _ _ ]
point'of*précticai'application; The Department's requlations, R § ?
E---_"J'.n c0ntra3t, pé:hit'waiver Qr'excluéive-licensing wheneQér- é

it is.in the public interest. Moreover, the FPR, while

érticu]atinq a standard for the granting of qréatér rights,

provide no criteria or procedures for determining when the

. standard is met,

e i

B




;‘To:address the first of these problems; the Department's

-regulations_governing-the”dispoSition of patent rights under

.grants'shduld be amended to conform more closely to the

| provisione'of‘thehFPR..-There_arensome differences between

grants and contracts, of course. In most cases, grants

hare fbr'baSiefresearEh,,are eith.nenprofit.institutions;'and
éprovide that,the grantee'ihstitution'Willdshere inlthe'cost of
?the-research---Contracts arezmore eften fer.appliedhresearch,
- seek a more deflnlte result and generally are for work funded
éentlrely by -the government -Thdehcentracts'would,'ueualiy'
;result in the more fully developed 1nventlons in whlch the
?publlc has a greater "equ1ty.'- The FPR contaln prov151ons

-Ethat re‘lect these conc1u51ons, and they could be addresqed

iln more deta11 in “the rev1sed-HEW regulatlons, 1f-necessary;

The second - problem can be addressed only by developlng

%more detalled crlterla and procedures for determlnlng when

igreater rlghts should be granted under either a grant or a

Econtract.' Because the essentlai questlon is whether rlghts
égreater than a- nonexclu51ve llcense are’ necessary to attract
risk capltal to bring the invention to the point of practical o d'- ;L:'

éapplication, one approach is te publishﬂa notice in the

?Federal Register'befOre greater rights'are granted‘indicating

%our intention to do Sso and-Soliciting'offers to develop'the
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invention on a nonexclusive license basis. This is essentially
. the procedure followed under the_Federal Licensing.Regulatibns

~which govern the licensing to other than the inventor of-

§inventiohs'to which the government has taken title.

}RECOMMFNDATIONS

A, We recammend that the Department's regulatlonq governlng

;_tﬁe.disp051tlon ofepaggntwrlghts under grants be-amended to

;~conf0rm more closely7to the Federal Prochremeht-Regulations
§jgovern1ng the dlSpOSltlon of patent rights under contracts,

f.1ncorporat1ng, in partlcular, the standard that greater _'. L K

ifr1ghts are to be granted only when necessary to attract'-;_

| risk capital required to bring an invention to the point of . |

§ practlcal appllcatlon.'

13
i
£
!
%
‘Concur = = : Non~concur - 1

j‘ . B, We recommend that more detailed criteria and'prodedures
:Qbe developed'fo: determining when the staﬁdards-for?grantingr R '5a?
gfeater rights have been met, including procedures for.

giving public notice of an intention to grant greater rights. b

Concur - : : Non-concur
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2. Reagsessient of Institutional DPatent Agreements

As notodoeatiier, the institutionai"betént_Aéreemeht
ie a.major'exceptionoto our basic approacﬁ of flexible;
'caﬁeeb?ftaSe:determinatioh of thefdispoSitiontof patent-
rights-in'identified:inveﬁtions.‘ The-agreemeht'gives'an
.1nst1tutlon flrst optlon to take t1t1e to any 1nventlon
which may subsequently be made under any grant from HEW eo
long as the agreement remalns in £orce, sub;ect to some .
:condltlons. Llcenses granted by the institution under the
patents it owns must be nonexclu51ve Unless_ao-exclusiﬁe
7license is-necessary for development'of the'inventioo, a
_determlnatlon whlch is to be made by thelorahtee"institutiont
In addltlon, royaltles must be reasonable.- The'ﬁepartment“'
_has the rlght to take over a patent 1f these condltlons are
not met or the patept is not developed.
| There”eré curtently over.7ﬁ'such agreementsicooering,'.
‘-grants with nonprofit-institutions,emost‘of'them univefsities.
Contra”ts are not covered by the agreements because IPAs are

. not permitted by the Federal Procurement Regulatlons that

govarn_contracts. ‘However, GSA has proposed‘amendlng the FPR

.'-to.pmrmit-the'use.of IPAs for contracts.

These-agreements reflectla policy judgment that if'a-non—r

© profit institution has a patentprIicyAacceptable to the

Assistant Secretary (Health and Scientific Affairs) and agrees

to abide by certain conditions, the public interest - will be

e
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B best served by allow1ng the 1nst1tut10n to reLaln all rlghtss
_to 1nvent10ns made by its researchers. A major reason advanced
for ths is that inventions made under‘fundlng from th will
" be brought to the public much more qu1ckly by: avoldlng federal
admlnlstratlon and by giving the 1nst1tut10n an 1ncent1ve to '
lspeea deve;epment,' It is‘assumeQ tHat, With_ﬁhese ihceetives;
“the institaﬁiens.sheﬁselves canafacilitate=techhoiogyetrahsfer
and-sefve'the Public-intefest ih.administering'their patents;'
IPAs permlt payment to the inventor of a perccntage
" of any royaltles, ‘with the balance to be applled to. the support_:
of educational and_research pursults. By.glylng the |
_ihvebfof and thesiastitqﬁion'a'fihaneiai stake in the patent,
'IPAs are said te promete reporﬁing'of_inventions by academées
whe-miéhteetherwiseame;ely'@ublish'(and-fhereby'dedieate to "
the'publie)fthe results of.their labofs Qithout notifying'the
ﬂDepartment or:considering thefpotential benefits of'patenﬁing
‘and llcen51ng.' In addition to. the-fiﬁahcial iaterest;.the
ﬂ.admlnlstratlon of the patent by the grantee encourages
'?,4nvolvement'byw§he inventor in the;prpmotlon'of llcenses;
‘whieh may_be hecessary_qu suceéssﬁdl'marketing efithe“
“invention. | | |
| .H0weve:, the use of.IPAs is, in'eﬁfect;'éhe‘adoption of:
;a Waiverepolicy“fof a seleeﬁed'group.ef grantees,.and:is Subjéct.'
"te'some:of the'samercritieisms as. a Qaivcr policy.' It precludes

case-by-case determination of the disposition of patent -
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rlghts in light of all the c1rcumstances, can.lead to
windfall proflts in some c1rcumatances, and, mosL 51gn1frdant,
sults in surrender by the Department of 1ts capa01ty
to conLrol the. development of 1nventlons made with
1ts funda. |
Whilefthere,nas been noaoverall—analysis.pf;speclfiC-
inventiens'coveredﬁby IPAs, Qe:may assume-thatﬁbecadse df their _.1_ i
proseective nature, IPAs _____ have given grantee 1ngt1tutlons rlghts_
to some patents whlch mlqht have been retalned by the government
had the inventions been Subjected to case- by 0ase evaluatlon.
 Under IPAS,.lnstltutlons may obtaln the rlghts to 1nventlone . ,. E
developed entlrely by publlc money and may thus be. allowed to
earn royaltles from a publlc investment. S

A more serious cr1t1czsm of IPAs is that tley surrender

'governmental control of the economics and pace of development
Whlle it is dlfflcult to fully assess the economlc 1mpact of IPAs
because NIH dees not compile statlstlcs show1ng the_ga1ns derived-
by grantee'institutlene, patent.management adeneies and licensees
from'licenaing} the IPA'system has anbuilt—in=bias toward R
exclusive licensing._~An?exclusivenlicenee ie.likely te”ber

- easier to market than several nonexclue1ve llcenses and to be
vorth more in royaltleq to the 1ngt1tution and the patent

management organlzatlon, which retelves half of any royatrties

‘warned. The use of IPAs_thus encourages exclu51ve 11Cenqrng,

'witnout-censideratiqn_of the‘interests-ofrthe.taxpaycr.

g e e e
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Moreover;.by leaving to the grantee.the first option
to an 1nvent10n, IPAs delegate to prlvate 1nst1tut10ns

the Department'e dec151on maklng power over the 6051rab111ty,

:method and pace of dev 1opment of partlcular 1nvent10ns.
To thls'extent, IPAs sactltice the btqad,objectlve of
inffeenciﬁg:the aeaiiability eﬁd cost of ihventiohe made
twith HEW-eupport to.the nore iimited goai of eﬁcouraging
”cemmercialization.. |
‘In our‘viewl the .use of IPAs is conceptually inconsistent_
with Setving~any ebjectiVe‘other thah“te?id commercializetieﬁ.

“and With'the case~by~casejapproéeh'to_dispositibns of peteﬁt

rights. .HOQeVer, IPAé haee been.ih uée for'some'time-;.

'they have sabetantlal support w1th1n the academlc commuﬁlty;.
E“and 1ncrea81ng‘government—w1de acceptance. It would Lherefoxe
ibe pre01p1tous to recommend ellmlnatlon of IPAs, partlcularly
in the absence of a mechanlsm w1th1n the " Department for

efficient’ and effectlve admlnlstratlon of potentlal control

. over development we . do not now know whether the beneflts to

be derived fron ellmlnatlon of IPAq would ]UStlfy the cost of

the admlnlstratlve mechanisn requ1red to exercise greater’

control and.the potentlal-dlsruptlon of relatlons w1th grantees;

| In order to appralse the consequences .of grantet admlnlstzatlen
‘”,ofjpatent. wa should unde rtake a study of patent app11catlonf

. and developments under IPAs to determine whethe'r the--Dcpartmen_t
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Lwould_haﬁe opted for'a differeﬁt coorse'of deveiopment‘ﬁad}
an -IPA not heen in effect, .Ih'addition,_before.deoiding that
the Departmentlmeeds more control than IPAs-allow oVer’deVelOp—
ment. of 1nvent10ne, the Department should con51der whether more
ev1gorouc oxer01se of its rlghte under current IPAs would prov1de
an adequato degree of control at an acceptable 1evel cf cost.
Flnally, a broad opportunlty for comment by partlee out51de Lhe.
eDepartment should be afforded before a dec151on 1s made

concerning future use of IPAS.

© RECOMMENDATION .

We'recommend-that'youodirect:the AssistantheCretary for
Heelth-and the General Counsel jointly to undertake 'a |
.reexamination of HEW use of IPAs. 'This reexamination etouldudrawm'
on exten91ve consultatlon w1th partles outside the Department,
_.p0551b1y by means of formal 501101tat10n in the Federal Reglster
of views and holdlng of hearlngs, and should be calrled out with

an awareness of the other related 1n1t1at1ves underway




