THE PATENT POLICY OF THE = '
DEPARTMENT OF I(EALTH, EIUCATION, AND WELFARE

I, - Preface

Government patent policy is probably one of the most arcane
fuopJCb that confront the Governmont and the publlc Votw1thstand1nq,_
"eV1aence indicates that fa lure on the part of the sc1ence admin-

1strat0rs to understand this ‘topic. greatly reduceb the prospect of

~the Department programs under tnelr aa=p1cea reachlng a successfal
result, since it is an 1ntegral part of technology management.

CTI. Innovation and the Life Sciences

A. In General
Before any recommendations can be formulated on how.inno4

vation in the Ilfe sciences should be manaced a basic understapdlng '

cof the innovative process would be helpful
t is important to recognlze-that invéhtions.are not‘
. generally 1"flashes of genlus’ whlch prOV1de 1n5tant 501ut1ons to -
'.dlfflcult'SOC1a1 problems but are more 11kely a system of costly
1nc16mentcl aevelopments taklnc anywhere from fIVE to fifty years
“befbre urdelstood accepted and w1dely adOpted Few great 1nnovat10ns

4

emelge under 1mposed time constralntq no mattcr what resourccs are

brought to bear in thelr developmcnt In addltlon to OVGTCOman

o technlcal deflcultleq, lnnouatlon is often confrontcd by soclal
e b pbcenad
e hostlllty due to“dlsruptlon of acceptcd and ccmfortable means. of

'socaal-conduct
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l o Because.of the long and -costly develo'pment periods
i necessary to overcome: terhxucal hurdles and soc1a1 hostlllty which
----- movatlon mist somctime overcome, the presence of a hlghly trained,

i*/’ d111gent, erl;h_us_lca_s_tlc, nearly' ocbsessive, :x,nd'lv-ldual who will® advocate

/ LY a partlcular_ innovation is necessary if the innovation is to be

N et brought to frultlon
NP A~ X

M ) .&.-.i"‘ 1. ot s, N
oo W ‘}E-"i " 2 Smce adeaudte resources are a fundamentai part of successtul
T o A :
O 1 ._._:.:x.-‘,\{ ;» innovation, such 1nd1v1duals are ordmarlly found in organlzatlons
LR L :
A D —

;.*‘ w111.;n? to de\rote such resources o satlsfy the 1nnovator'* desires.
| Whlle large corporatlons have all the resources necessary to satisfy
th_e ixmovator's needs, generally these resodrt:es. are not utili_zed to
supportl long range innbvetien,' since it is aitematively easiei‘ for. '

such a corporation to make a proflt in the short and medlum term by’

. Sy )4v_{_,'i
spendlng on adver..lslng and improving manufacturmcr -processes. ThlS g
. )},‘;utif—
_ appears to be t‘1e reason why 1nnovat10n is not ordmarlly champloned Vbl
i VR
effectlvely in large corporatlons (for example the S0- called ”smoke- il
stack 1ndustr1es”) P e o
_B. The Llfe Sciences L R Lo '_ley., G ﬂ:' i

" While the innovative process in general is complex for the
‘_,:reasons stated above Goverrment regulatlon of many llfe sc1ence
ianncvatlons adds an addltlonal .barrler of encrmous- proportlon that

‘must be overcome by the imnovating entity. . (Aﬁt'achment'_ A diagrams .
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the costly devolopment route from gen051s to use- of a potentlal new

;therupeutlc agent.) Thls additional barrler is even. more formldable

to the 1nnovator employod by the Government a non- proflt organlvatron

or a unlversrty, all of which cannot unlratcrally cmmnand the

resources that must be forthcomlng from the industrial sector in order

‘to bring their innovations to fruition. With over 3 billion-dollars

being utilized by Govermment, nonprofit and university Taboratories-

)

for research in the 1ife 5c1ences the need for p011c1es that enhance

collaboratlon between such laboratorles and 1ndustr1al develooers who

'tcan commerc1allze end results seems apparent

The dlfflculty in nurturlng the enormous leap of fhnaa-

f.mental 1deas from such 1aborator1es to 1ndustr1a1 development has

becn clearly ‘recognized by the operatlng agenc1es of this Department
as w111 be apparent from revrew of this report The assertlons -
throughout the December 22 report on "Health Technology Management" to
the contrary, are deemed to be in error as well as. that report'

recommendatlons to solve what it percelves to be the problem.

I1I. ';-Hlstorlcal Evolutlon of Department Patent Pollcv and Practlre

t

: _A Pre 1962
On Aprll 11 1953 the Federal Securlty Aoency and other

_ related agenc1os were consolldated into the present Department of |

_regulatlons of the Fnderal Sccurlty Agcncy (Attachment B) servel as

'Health Educatlon and Welfare (Reorg Plan No. 1 of 1953) " The patent
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'petitioncfs for'thc°purpose of.soliciting.fhrther'industriﬂl development
fsupport. ,The Patent Branch was adv:scd that duxlng the 1969 1974 perxod
_these univar51t1es had negotlatcd 44 nonexclusive ard 78 etclu51vc
licenses under patent applications flled on the_329-1nnovat10ns.- The
'Patént Branch estimates that the 122 licenses négofiated'had generated
.coﬁmitménts in the area of.?SImillion'dollars.of_priﬁaté risk capital.
| Since 1974 to the end of Fiscal Year 1976 the number of inventions. heid
‘by universities has substantlally increased to 517 |

Attached are some exanples of the 1nventlons 11censed by uni-
:vers1tles or nonpxoflt orgaplzatlons which have reached or are near
B reachlng the marketplace since our 1074 survey (Attachment O) | Vote~_
worthy is that this 1ncomplete llsthg 1nvolves commltment of rlsk capltal
of approx1mate1y.80 mllllon dgllars. As W111 be noted there are a

mmber of phammaceutical products on this list. Nb'comparable situation

was known at the time of the GAO Reportrcf'1968. ;It'should also be f‘7'| 1,
noted that over 60 percent of the'rights retained by TPA hol&ers or '\
s il ) T > \
petitioners have not yet been licensed and may never be«licensed and #j
reach uitimate-uéé. Accordlnoly, the mere retentlon of patent. rlghts by

an 1nnovat1ng organlzatlon is clearly not a cruarantee of marketablllty

In addltlon te 1n1tlal admlnlstratlon of the IPA prooram and

| requests £01 greater rights dlscussed the Patent B*anch also acts -as the
-managemcnt focal p01nt for all lnnovatlons to whlch the Departhnt
retains title... “The' Denartment s patent portfollo con51sts of approx1mate1y

SRR W
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400 patents and_pdtent applicationS'wbich, as noted, are to a large

extent HEW empleyce inventions. -VirtUally all of the 400 patcnts:and"

'~ patent applications require the filing of patent applicatiens through

the management facilities of the Patent Branch. A lesser number of the
Department's patenttpertfelio-are_attributable to inventions made

byremployees of universities or commercial concerns funded by Department

grant or contract which they did not choose to manage or were denied

‘the right to manage. The Patent Branch adds approximately 30'to'40 _".

patent appllcatlonq to its portfollo every year at an expense of

-approx1mate1y $100 000,

hlnce 1969 we have cranted 19 exc1u51ve 11censes and 90 non—

_exclusive 11censes under our-patent portfollo under 45 C.F. R 6.3, which

‘was amended in- 1969 to prov1de for exc1u51ve 11cen51ng whcn app*OprLate

The grantlnU of cuch licenses is now also subject to procedures set

out in the Federal Procurement Regulatlone o L1censmU of Government-

Owned Inventions. It should be noted that the 90 nonexc1u51ve licenses _

do not cover o0 separate 1nvent10n5 but cover a small number of ‘inventions

B that have been llcensed a number of times. For exampTe one Department

——

\

invention. on a dlagnostlc technique has been llcensed approx1mate1y 22
times. The Tjaten.t staff althouch ma‘.kmU what we bleleve to bn 1ts best
effort in licen51nﬁ the Department s patent portfollo has not been ‘

able to dupllcate the effort of technology transfer ev1dented by the un1V€151ty -
W

/—-........_./

sector. (The Dcpartmcnt 1s a major eollaborator in NTIS s 11cen51ng .

progfam, which to date has been successful in licensing only DHEW‘s;ihvcntions,)

\r?\?"‘i\ wem
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B This: appcars to be attrlbutqble to at 1east the fo110w1n5 factors A

loss of prox1m1ty ard part1c1pat10n of non- Government 1nventors and/or
1nnovat1ng organ1zat10ns, 1ack of staff, and onerous condltlons and

procedures of 11cen51ng requlred by the Federal Procurenent Rcvulatlons

. on Licensing Government—Owned Inventions. Whlle an 1ncrease in staff

, might enhance the possihility of licensing Governmenteowneo employee

inventions, such guarantec cannot be presumed to enhance the p0551b111ty
-of increased llcen51ng of 1nvent10ns made by norn- Government 1nventors
who have no 1ncent1ve to-part1c1pate. A basic tenet of successful
technolocy transfer requlres the presence and Fooperatlon of the 1nventor
| and/or 1nnovat1ng organlzatlon as an advocate of 1ts 1nvent10n, or the
p0551b111ty of 11cen51ng or transfer 1s severely decreased The recent
December 22, 1977 report on "Health Technology Management” does not
respond to this axiom and appears to presume Department ownershlp of
1nvent10ns in order to control thelr entrance 1nto the marPetplace As
noted ownershlp of 1nvent10ns made by non- Government 1nventors or
1nnovat1ng organlzatlons severely rmpacts on the p0551b111ty of techn0ro

'*transfer due to the 1oss of the 1nvent10n s advocate -Accordlnglv thlS“

’_.-._,\\

e .
report 1s<fata11y\flawed without explanqtlon on how management can rep‘ace'*
,é‘

o

~this-loss. of advocacy

~Little can be sald.about greater rlghts requests under 8 Z(b)

'-_from commcrc1al concerns 51nce the Department has had anprox1mnte1y 7 such’

_-requests to process since 1968 Theylack of Inventron actrv:ty 1nge1ther,

\ -

i ks ¥
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the area. of greatcr rlghts rcquosts or lnvcntlon rcportlng could be
read as a def1c1ency 1n ‘the qualxty of commerC1al contractors roc01v1ng
- research and dcvelopment contracts from the Department where there are
:expectations ef:useful end items.,'Fnrther,_the_contracting‘mechanism.
is_no doubt being used to obtain RED services to selve probiems that
"Will'lead to useful end items'threugh'further EQE sepérete{effortsl

It is else pbssible but improbable that inventions-are not being

reported but are belng ma1nta1ned as trade secrets Tﬁislis.deeme&
unllkely, as the Department has acted favorably on most requests for
greater rlghts when accomnanled by definitive development plans requlrlng
1nvestment of risk capltal from commercial concerns maklng non- compllance
with contract obllgatlons unappeallng and unnecessary o

v, - Analy51s of Departnent Patent Policy and P0551ble ot
: o Alternatlves N - _ L S AWMV Caet

Presuning that there is no needito'diSCUSs further alldcation/l'

o

of r1ghts to employee 1nventlons 1n 11oht oF comments made above present

et

'Department patent policy in regard to allocatlon of rlghts between
ethe Department:and grantees and contractors can'be_summarlzed as a
_:.mixture”of° | | |
1 D13p051t1on of a flrat optlon to invention rlghts to
'_nonprof1t 1nnovatlng organlzarlon at the t1me of grant under
our Instltutlonal Patent Agreement probram and to commorc1a1
: 4,, ! gt e Futstav CMM;‘T/ sltav, (.;lzxyywr

'concerns under a ﬁmqll number of contracts1entcred into by
Lol } s e Pt NCT :

the caneer»chanothcrany reeeerel;p;er(,‘,x::.un.f and
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2) A defefrcd dctermlnatlon pO‘lCY which entalls
.’allocatlon of. rlghts a{tcr 1dcnt1f1cat10n of an 1nvent10n made

by a grantee or contractor by an orﬂanlzatlon whlch docs not
' S - e e
hold elther an IPA or is functioning undet the eaneesmehemo—
f&nexapyhxesea;eh~peea;am

A.  Alternatives to Department Pollcy

1) The pollcy recomnended by Attorney General Rogers
anﬁ the Justlce Department requ1r1ng nonexc1u51ve 11cen51ng or
.:pub11C'ded1cat10n of the entire 1nvent1ve product of-Department

- RE&D fundlng _._ - B
'“) A policy deferring determlnatlon of rlghts to all
inventions made by Department grantees_or contractors until

their identification. (This policy presumes the existence of an

objective'set of criteria which wculd'enable-consistent'decisions-f'

' in similar situations; The lack of sueh criteria'ot'the ptOgtam '
off1c1als' failure to understand the crlterla has in the past
Tesulted in decisions based on an 1nd1v1dua1 s partlcular polltlcal

“moral or Vlsceral reaCtlon Y} | |

| | ' 3) A.pollcy in which the Department takes tltle to all
-the'invent10ns-resu1t1ng from grantee or contractor “RE&D for
_the purpose of llcen51ng elther on a nonexc1u51ve or exc1u51ve

t b3515 depending on the c1rcumstances of the 51tuat10n (It_

 :sh0u1d be nofed that this alternative dlffers From (2) above,'ln |

"that 1t ellmlnates the Jnnovatlnn orgunlzatlon From any 11c0n51ng

BT
t»wr,? L’g.‘,&i@‘ F‘}q‘,,: :
!




98-
~in completmg dcvelopmcnt and formul’rtlng marlxctlng sfratcgy This
is pred1ctable duc to lack of physical proxlmlty and an 1ncent1ve
-to involve 1nvcntorq and thelr organizations in an endéavor -
in Wthh there will be no reward. Further lack of the ownership
1ncent1ve may well result in 1nventors neglectlnU to make :

1nvent10n reports by mercly plac1n0 1nvent10ns into the public

domain through scientific journals. If thlS occurs, one must ask’ m\\

r—\
how the QggarUnent level functloq envl51oned by the Decembcr 22, 1977‘

P

report on "Health'Technology Management" w1ll.se1ect the small

f
]
i
i b ! — 1
;;?ﬂlﬁ%f f number of hiéh—priorigy teéhnologjes frcm the 36,000 scientific = //f
et - y
Ty ; ) - B . - ~
Xk'b_ _ i publlcatlons generated by DHEW annually? o DR : /f
;l_i_ﬂf;jgﬁ“" _ | c) The nonproflt sector w1ll be deprlved of an opnortunlty
T x}‘
o §J . to develop through their own 1n1t1at1ve ideas the Departmen+ dec1de¢

do not ev1dence Commerc1al value since the Deparhnent will determlne

_whether the filing of patent appllcatlons-ls_approprlate._.Thls‘i.

‘will be vieWed_by_some'as_a type of "thOUght coﬁtrol”'or ""book \llg;ﬁ £
-burning" oﬁ the basis that if pafent licensinglislultimately
:Vdetefmineé to be heceesary to assure'utiliietion, a'Depaftment,"
| action not to file will suppfe'ss utiliiatioﬁ_; The Decenber 22
| report appears to intend thlS result | l | | lf/w:
d)- Con51dcrable delay will be 1nvolved 51nce 1t is
unllkely that the Depdrtmcnt w111 have the same flex1b111ty

in Carrylng-out_dlfficult ncgotlatlons now undertakcn-by the

* nonprofit sector..
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-\\\%’51gn1f1cant hlghlaghts 0{ thaf report are as follmws

‘invention rights in exchange for cost-sharing. Tt should be recognized
fthat Alternative 4 could enCdnpass the*concept of cOst-sharing as

a condltlon to cbtaining a i:rst optlon uhcn dearlnw w1th a commerc1al

‘contractor This mcchdnlsm could be a means of 1nPreaslnq the amount :

- of Departnent contract rescarch without 1ncrensed approprratlons

Alternative 5 ' o S "";N%"
A Department pollcy pennlttlng research programs of the
t Department to choose what they believe to be the approprlate patent
“pollcy to achleve their mission would most llkely result 1n the program
manager's ch01ce of optiens whlch best fit hlq partlﬂular polltlcal
moral or visceral reaction to the patenf system The llkellhood of

unlform handllng of snnllar situations through the Department would be

.very sllght and, accordlngly, thls alterﬁatlve should be considered one'

- with 11tt1e merit. To a certain extent, this policy was in effect

durlng the 1960'5 when NIH, the SOlld waste and air and water pollutlon

programs ' (the three last programs now EPA) were admlnlstered by patent
counsels that were virtually 1ndependent of central control and created
in part the organizatidnal'problems discussed previOQSIy;'

. Analys1s of Present Dcpartment D011cy

Inherent to the discussion above is’ a dcscrlptlon and Justlfl-

justification dnd comparlson to othcr p0551ble altcrnatlves to the

'Departmcnt s IPA progrqm can bc found in Attachnent N The most

':tt-'
o

.3

_catlon of the Departmenf's present patent pollcy A detalrcd ana1y51s,




