A s

FICegPi-2] "

L?‘

'DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE £ .y
OFFICE OF THE SECRETARY ,ffi

. ' WASHINGTON, D.C. 20201

Ty 13, 1978 o;frgcz OF THE
ﬂm}é‘/’; d g@{ ey GENERAL COUNSEL

s /L ;MT 2t {?ZYZ‘{ f/ ?

) f@mc,( —
Trpender (rogpam s

MEMORANDIM =~ ¢ / /
TO : Inspector General ey g(ra j

i / e
Assistant Secretary for Iegislation 2 /T 0(
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Assistant Secretary for Planning and Evaluation

Assistant Secretary for Human Development Services. .

Canmnissioner of Education /

Assistant Secretary for Health

Administrator, Health Care Financing Admlnlstratlon i

Camnissioner of Social Security
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FROM = : James Hin Y,/ Associate General Counsel oo

SURJECT: HEW Patent Policy

I am enclosing for your review a copy of the draft
memorandum we intend to submit in response to the Secretary's
request that we conduct a review of the Department's policy
conceming rights to inventions resulting fram HEW-funded
research. :

I would appreciate receiviﬁg your.c:cnments by July 26.
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HEW PRATENT POLICY

.

- INTRODUCTICN

This paper, prepared in .resporise to your request, addresses the
policy of HE,‘W regarding the disposition of rights to inventions r;aae
in the course of work done under HEW-funded research grants and
procurement contracts. L/ The decisions which you I_nake cqncarning

the recommendations we have set forth will not only determine the

Department's cwn patent practices but will also form the basis of HEW

.po]icy in connection with the more general review of govermment-wide

patent policy which has been undertaken by Congress and the Administration.

Our current general pohcy is to retain the right to determine

disposition' of rights to any invention made in the course of a research

.grant or procurement contract., Normally, our grants and contracts pro—

Py

vide that such determination will be made after the’ invention i¢ reported
to HEW by the contractor or grantee. Once an invention is reported, HEW
determines either that patent protection should be scught for the ir'wention
or that the invention should be made gene_rally available by its "dedica don"
to the public. If we determine that a patent shounld be sowught, it is our

stated policy generally to regquire assigrment of the patent rights

1/ The only other inventions administered by dEW are those made by
amployees. Executive Order 10096 requires that these inventions
be assigned to the govermment in most instances. The Cammissioner
of Patents was given the authority to issue regulations on this
subject and they appear at 35 CFR 100. The disposition of these
inventions is governed by the Federal Proper*y and Administrative
Services Act and by regulations pramilgated by GSA appearing at
41 CFR 101-4. We have little discretion in dealing with these
inventions, and our regulations at 45 CFR 7 are s:.mply to irmplement
the Executive Order. ‘
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o the govermment through HEW, once a patent application is made in

the inventor's name. The contractor or grantee retains a nonexclusive
license to use the invention, but may be granted greater rights in-

certain circumstances. Generally, these "greater rights" consist of

- either an exclusive license’ to practice the invention for a limited

tenn of years or a conditional v,f«aiv_er of our right. to take title to
the patent, leaving the ownership ef the patent to the grantee or
contractor, or to the inveetor. | |

This general policy is subject to one major exception, the

Institutional Patent Agreewent (IPA), which covers a substantial

percentage of inventions resulting from HEW-funded research. The

TPAs are ag:.;eetrxents wii;‘h nonprofit institutions that have approvea
patent policies,.which permit an institution to exercise a first o
option to retain the rights to any' inveﬁtiOn made in the course of
a research grant to that instiﬁltj.on. Through HEW, the gc:ve_Frinent
retains a rbnexclusive license to use the inventions; and the r_—j_gﬁt
e:.the.r to acguire title or to reqn_re licensirng if the invention is
not prop—erly developed or if the patent rights are abused.

After considering the potential application to HEW of the alterna-
-tive approaches cuh:ently being debated elsewhere in the Adm_j'_nistratioe ‘
we. recammend that our present system of c.as.e—by-cese défennj.natidn of the
disposition of patent rights be continued. In this connectioﬁ,. we also
reg:mvend improvement in the standards and procedures for awarding -

greater rights under HEW contracts and grants. Finally, we advise against
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a precipitous decision to terminaté the use of IPAs and suggest areas

where data about the present system are needed before major changes are

made.

BACKGROUND

While several agencies have statutes that authorize and regulate
_ . 2/

their dispositioné of patent rights in varymg degrees of detail,
there is currently no government-wide statute that governs such
dispo;itions 5y federal agencies.

In the absence of any other governing statute, HEW poiicies -on
patent rights to inventions made under grants or contracts in a‘ll areas
other than coal mine health and safety research & have been developed
under the President's Statement of Goverrment Patent Policy, issued
first by President Kennedy in 1963 and modified in only rﬁjnoz_:' respects
by President Nixon in 1971; ~ The basic purpose of -ﬂlisnStatement was

enunciated by President Kennedy as follows:

2/ The two most detailed statutes are those for FRDA {now part of the
Department of Energy) and NASA. These statutes essentially pro-
- vide that title to all inventions made under funding fram these -
agencies be assigned to the agencies, which have the authority to
grant greater rights when appropriate.

3/ The only statute that directly affects HEW determinations is part

of the Federal Coal Mine Health and Safety Act of 1969. The Act
provides that inventions made under contracts and grants for

research on coal mine health and safety be available to the general |

public, with such exceptions and limitations as the Secretary finds
necessary in the public interest. . . . .




e it et

A

— e

-4 -

This statement of policy sesks to protect the
public interest by encouraging the Goverrment
to acguire the principal rights to inventions .
in situations where the nature of the work to
be undertaken or the Government's past invest-~
ment in the field of work favors full public
access to resulting inventions. On the other
.hand, the policy recognizes that the public
interest might also be served by according
exclusive coamercial rights to the contractor
in situations where the contractor has an
established nongovernmmental conmercial
position and where there is greater hkel:.hocxi
that the invention would be worked and put into
civilian use than would be the case if the
invention were made more freely available.

The Statement, which applies to grants and contracts, outlines in

broad terms the circumstances under which ‘the govermment should'acx;uire_

the principal rigﬁts and those under which greater rights should be

-

left to the contractor.

For all govermment contracts for experimental, developmental

or research work this Policy Statement is jmplemented in the Federal
- Procurement Regulations issued by GSA under statutory authority, which

repeat the provisions of the Policy Statement and provide clauses for

use in contracts. The regulations are mandatory with respect to
contracts but "may also be used in grants .... as agencies deem
appropriate.“ Agencms are permitted to mplement and supplement

the reguJat:Lons, 00n51stent with the FPR system HEW's regulatlons
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- shifted from a policy in thé late 1950's which favored public

~ extensive and costly clinical trials required by the FDA prior to

. .
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Yegarding dispositions of rights to inventions made in the course
of grants and contracts are found at 45 CFR 8. i/ oo

-The emhasis of the Department's approach to patents has

dedication of HEW-funded inventions to the curreﬁt policy of allowing
_grarite&s, upc_:n request, to retain title to an invention or exércise
rights éreater than a nonexclusive license, |

| The change in poli‘cy, which was effectuated administratively,
:wif;hmt aiperaﬁon of the regqulations, occurred after a series of
_internal memoranda from NIH in the early 19605 and a General Accounting
Office stndf issued in 1968. The GAO study of the utilization of
drugs formulate& by grantees with NIH funding found that many pot;_l;;:ially I'
useful drugs were never developed beyonc’-i their initial fc;mllation because

without a guarantee of an exclusive right to produce the drug for a

nurber of years, phéxmaceutical CONncerns were umrilliﬁg to finance the

marketing of the drug. A drug campany generally would not underwrite
this testing, the major camponent of the cost of a new drug, without

sane assurance that it would have ifhe exclusive right to manufacture

4/ A rule amending FPR to provide for goverrment-wide use of IPAs
in contracts with universities and nonprofit organizations was
published in the Federal Register on February 2, 1978, but has
been stayed because of the reexaminations of patent policy being
conducted by Congress and the Executive. According to the OMB
Administrat s> for Federal Procurement Policy, HEW would be recuired
to adopt the terms of the agrecement in the FPR if the rule is
released. '




~ the drug for a periocd of time sufficient to recoup that investment.,

" was the same as that previously approved.

freely in recent years.

" to make inventions develéped with government ﬁmdlng available to .

scmetimes incarpatible. , . K 2‘6{
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Without such exclusivity, a campetitor could also market the drug °

once FDA approval was cbtained, with only a showing _that the product

This rationale for granting exclusive licenses or waivers of
rights on drug inventions is applicable to other situations where
additional investment is regquired to bring an invention to the

marketplace, and has led the Department to grant greater rights more

OBJECTIVES OF HEW PATENT POLICY

P

Historically, the objectives of our patent policies have been

the public as rapidly and as cheaply as possible, goals which are [

While these obj.ectives .are _baéii:ally sound, recent experience
wit'h the high cost of prolifefating health care technology suggests /\
that there may be rcircumstances in which the Department would wish
to restrain or regulate the availability of a new invention.

Recognizing this cbjective regquires a broader statement of purpose-—

to influence the availability and cost of inventions made with HEW

support, sametimes encouraging rapid, low cost availability, at other
times restraining or regulating availability.

AUTERNATIVE BASTIC APPROACIIES

Our flexible current policy of casc-by-case disposition of
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L patent rights derives fram the President's Policy Statement and the

GSA regulations. There are two altemmative basic approaches to be
considered—-(1) dedication to the public of all inventions made -
with HEBW funding, and (2) conditional waiver of all HEW rights to

inventions made in the course of a research grant or procurement

contract. Essentially th_e‘ same options are currently being debated

elsewhere in the Executi\}e. The difficulty with both alternatives is

 their inflexibility in the face of the wide variety of circumstances

the Depariment confronts in the dispesi’cionl of patent rights.

The principal objection to returning to the dedication policy
is that, as noted 1n the GAO report,-.many inventions arising out of
HEW funding require further development to reach the market which we

Lol

are nct prepared to pay for. ‘Without exclusive rights, no private

‘campany will undexrtake that development unless the costs are-low

enough to be easily recovered even if conpetitors market the

invention without paying for the additional develognen_t, or unless
the additional development can be protected, either as a trade
secret or as a separate patent. As the drug patent example
illustrates, éu& cons_iderations may preclude development and marketing
of an invention which reguires ac-iditional, potgntially unrecoverable-
investment. | | - |

The alternative of waiving all rights, leaving them to the
contractor or grantee, has the cbvious appeal that it encourages
investment of private capital yet places no initial administrative
burden on the agency. By ramoving the -requirement that the agency
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" process applicatiens i.ndividually,. a polilcy of blanket waiver also .
_‘ . tends to expedite further develogne.r;t of inventions made with HEW
fmxhng

However, the costs of a éolicy of indiscriminate wéiver may

SO “be unacceptably high. The argument for the waiver approach

fncorrectly assumnes that, like drug carpounds, all other inventions
R AN
,53?%\/ i require substantial adchtlonal investment for development or testing e
1 Q,/ }; F ny M_f}"'“ )
& L f o
X ;;? { before they can be marketed. Same inventions are immediately __,,,,,_M '
S ‘ - e S
: g‘fj | marketable, and/or do not require the incentive of exclusivity to (A s -
o] y ) :
g, >\\ , attract private capital for development and marketing. In such’
SN o - . .
;-gf, s\\\;‘; situtations, waiver of all rights to an HEW-funded invention would
o :—%  bestow a windfall upon the contractor or grantee and, in some instances

would permit him to reap unjustifiably hj:gh profits on an imz%tion
" made with public money .
K There are other inventions v;hich, while important in themselves,
might be considerably improved if developed under campetitive conditions
In addition, a contractor or gfantee who lacks the capacity to develop

an invention properly‘ méy nonetheless atterrpt to do so, delaying

availability of the invention unnecessarily.

Finally, we believe the waiver approach should be rejected as a

general policy because, while advancing the dbhjective of expeditioué

marketing of irmwentions, it provides no means for the Departmant to %%é‘

moni tor avallabl L._J in 51tuat10ns where restralned or rggglated (

4 :»“M‘:"\ z = 5& ;
1 development might be more appropriate. {’W"é i } A L :X" tmﬁ//y\ L ~ A ‘VLQ :
T T T T e . . é%‘@;:*" e S B




RECOMVENDATION
4 .
-4 - . -
: For these reasons, we believe neither alternative approach is
: V:Lable and therefore recammend that the current bas:.c approach of
t o .
; A case-by-case determmatlon of the disposition of patent rights be
? continued.
1
| ¢
Concur Non—concur
- el -
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- IMPROVEMENTS IN THBE 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 improved:

53 1. Development of uniform, detailed standards and
procedures for the awarding ofrgréater rigﬁts under HEW
grants and contracts; and

2. Reassessment of Institutional Patent Agreements.

1. Development of uniform, detailed standards and procedures

for the awarding of greater rights under HEW grants and

contracts. e
As noted earlier, the disposition of patent rights under

. federal contracts is governed by GSA's Federal Procurement
Regulations while separate HEW regulations govern the disposition
6f rights arising under Department grants. 1In general, the
former permit waiver of title or the granting of an exclusive
1iéense only when neceséary to call forth the private risk

- capital that is essential to bring the invention to the
point of practical apélication. The Department's régulations,
in contrast, permit waiver.gr exclusive licensing whenever
it is:in the public interest. Moreover, the FPR, while
érticulatiné a stan@ard for the éranting of greater rights,

provide no criteria or procedures for determining when the

standard is met.
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To address the first of these problems, the Department's
regulations governing the disposition of patent rights under
grants should be amended to conform more closely to the

provisions of the FPR. There are some differences between

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

are for basic research, are with nonprofit institutions, and

provide that the grantee institution will share in the cost of

the research. Contracts are more often for applied research,

seek a more definite result, and generally are for work funded

" entirely by the government. Thus contracts would, usually

result in the moré fully developed inventions in which the

public has a greater "equity." The FPR contain provisionﬁv
that reflect these conclusions, and.they could be addressed
in more detail in the revised HEW reéulations, if necessary.
‘The second ﬁrbblem can be addressed only by developing
more detailed criteria and procedures for determining when
greaﬁe: rights should be gfénted under either a grant'or a
.contréct. Because the esgseéntial ngstion is whether rights
greater than a nonexclusive license are necessary to attract
risk capital to bring fhe invention to the point of practical
application, one approach is té publish a notice'in_the //1§
Fedefal Register before greater rights are granted indicating /

our intention to do so 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 Regulatlons

which govern the licensing to other than the 1nvent0i/3%ﬁf/f ¢$
¢

inventlons to which the government has taken title.

RECOMMENDATIONS

the disppsitioé of patent rights under granﬁs be amended to
conform more -closely té the Federal Procurement Regulations
governing the dispdsitioh of patent‘rights under contracts,
incorporating, in particular, the standard that greatér-

rights are to be granted onlyAwhen necessary to attract e

risk capital required to bring an invention to the point of

>
-

practical application.

A. We recommend that the Department's regulations governing

Concur Non—-concur

B. We recommend that more detailed criteria and procedures
be developed for determining when the standards for granting
greater rights have been met, including procedures for

giving public notice of an intention to grant greater rights, /

Concur B _ Non—-concur

- JRE P
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2. Reassessment of Institutional Patent Agreements

As noted earlier, the Institutional Patent Agreement'.
is a major exceptioa to our basic approach of flexible,
case-by-case determination of the disposition of patent

rights in identified inventions. The agreement gives an

institution first option to take title to any invention

which may subsequently be made under any grant from BEW so
long as the acreement remains in force, subject to some

conditions. Licenses granted by the institution under the

patents it owns must be nonexclusive unless an exclusive

license is necéssary for developmehtAof the ihvéntion, a.
determination which is to be made by tﬂe grantee- institution.
In additioh, royalties must be reascnable, Thg Department~--
has the right to take over a patent if these conditions are
not~met or the patent is not developed. }

There are currently over 7@ such agreements covering

'grants with nonprofit institutions, most of them universities.

Contracts are not covered by the agreements because IPAs are

not permitted by the Federal Procurement Regulations that

'goverh contracts. However, GSA has proposed amending the FPR .

to permit the use of IPAs for éontracts.
These agreements reflect a policy judgment that if a non-
profit institution has a patent policy acceptable to the

Assistant Secretary (Health and Scientific Affairs) and agrees

to abide by certain conditions, the public Interest will be

Tt
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Abest served by allowing the institution té‘retain all rights

to inventions made'by its reséaréhers.' A major reason advanced
for this is that inventions made under funding from HEW will

be brought to the public much more quickly by avoiding federal
administration and by ininé the institution an incentive to
speed development. It is assumed that, with these incentives,
_the institutions themselves can fécilitate'technology transfer
and servevthe public intereét in administering their patents.

IPAs permi% payment to the inventor of a percentage

of any rayalties, with the balance to be applied to the support
of educational and researéh-pursuits. ﬁy givihg the
inventor and the institution a financial stake in the patent,
IPAs‘are said to promote reporting of inventions by acadenics
who -might otherwise merely publish {and thereby‘dedicaﬁg to

tﬁe public) the results of their labors without notifying the
Department or considering the potential benefits of patenting
and licensing. 1In addition to the financial interest, the
administration of the patent by the grantee encourages
invdlvement by the inventor in the promotion of licenses,

which may be necessary for successful marketing of the
invention. |

However, the use of ISAS ié, in effeét, ;he adoption of

.a waiver policy for a selected group of grantees, and is subject
.to some of the same criticisms as.a waiver policy. It precludes
case-by-case determination of the disposition of patent

T
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rights in light i;,é{l the circumstances, can lead to
windfall gggﬁigg:%h some circumstances, and, most signifibant,

its W“"Mﬂm ' ' Wm&ﬂg/ '
: . . ] 4s m;R_E? _ 4
While there has been no overall analysis of specific .

inventions covered by IPAs, we hay assume that because of their
prospective nature, IPAs have given grantee institutions rights
to someé patents which might have been retained by the government
. had the inventions been subjected to case—byecase evaluatione K
Under IPAs,.institutions may'obtain.the rights to inventions |

developed entirely by public money and may thus be allowed to]

L e

earn royalties from a public investment. ) oy
. - e "
Y

A more serious criticism of IPAs is that they surrender

governmental control of the economics and pace of development

e}

oA AR

f/;? Whlle it.is difficult to fully assess the economic impact of IPAs

}}B&v{ because NIH does not compile statistics showing the gains derived

'éygﬁ%gﬁly grantee institutions, patent management agencies and licensees

S from licensing, the IPA system has a built-in bias toward S

o K\i& h. . . - . D \”\M‘. £ !‘)
fjv - exclusive licensing. An exclusive license is likely to be o
A NI N %"—“"‘*"‘“‘““““-'h—... ‘“'*vmk e

easier td%ﬁg?ﬁ%t than several rnionexclusive licenses and to be

am et s

} gikworth more in royalties to the institution and the patent

management ofganization, which receives half of any royalties

earned. The use of IPAs thus encourages exclusive licensing,

without consideration of the interests of the taxpayer.

- .;,(
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Moreover, by leaving to the grantee the first option

to an invention, IPAs delegate to private institutions

-’

‘method and pace of development of particular inventions. b
Mampriimmr S -W\

To this extent, IPAs sacrifice the broad objective of . ykydjaz%wﬁvu

" with HEW support to the more limited goal of encouraging éﬁaﬁﬁﬁngwy
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%gwg In our view, the use of IPAs is conceptually inconsistent

" k&
‘with serving any objective other than rapid commerc1allzatlon

and with the case-by-case approach to dlSpOSltlonS of patent

rights. However, IPAs have been in use for some time;

they have substantial support within the academic community,

and increasing government-wide acceptance. It would therefore

be precipitous to recommend elimination of IPAs, particularly

in the absence of a mechanism within the Department for

efficient and effective administration of potential control

a—r

over development., We do not now know whether the benefits to

be derived from elimination of IPAs would justify the cost of

the administrative mechanism réguired to exercise greater
“control and the potéﬁtial disruption of relatioﬁs with grantees.
In order to appraise the consequences of grantee administration
of patents, HEW should undertake a study of patent applications
and developments under IPAs to determine whether the Department

)
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would have opted for a different course of development had
TS S e ot AR R
an IPA not been in effect. 1In addition, before deciding that

the Department needs more control than IPAs allow over. develop~

ment of inventions, the Department should consider whether more
vigorous exercise of its rights under current IPAs would provide

an adegquate degree of control at an acceptable level of cost.

Finally, a broad opportunity for comment by parties outside the

Department should be afforded before a decision is made:

concerning\future use of IPAs.
%;Q»&@ W%/‘
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We recommend that you direct the Assistant Secretary for
Health and the General Counsel jointly to undertake a

reexamination of HEW use of IPAs. This reexamination éhould draw

‘ on extensive consultation with parties outside the Department,

possibly by means of formal solicitation in the Federal Register

of v1ews and holdlng of hearlngs, and should be carried out with

an awareness of the other related 1n1t1at1ves underway.

Concur : . Non-~concur
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