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INTRODUCTION 

HEW PATENT POLICY 

/ 

,This paper. addresses the policy of HEt., regarding the 
./ 

disposition of rights to inventions made in the course of 

work done under research grants and procurement contracts __ '-c 

In theory, our approach to these dispositions is the same 

f,or both research grants and procurement contracts, but in 

practice they are treated'somewhat differently_ 

Our general policy is to acquire the right to determini 

the disposition of rights to any invention made in the 

course of a research grant or procurement contract, with 

such determination usually made after the invention is 

II reported to HEW bY' the contractor or grantee. ,Once alL .. ,. 'II 

to be,.made invention is reported, the first det~rrnination 
, '-"" 

,~ 

is whether patent protection should bEl;- sought for the 

II 

invention. If a patent is not desirable, the invention is 

published for any person to use. This is called "dedicatiol-''' 

1/ The only other inventions adr,1inistered by HEW are those 
made by employees. Executive Order 10096 requires that 
these inventions be assigned to the Government in most 
instances. The Commissioner of Patents w~s given the 
authority to issue regulations on this subject and they 
appear at 35 CFR 100. The disposition of these inventi 
is governed by the Federal Property and Administrative 
Services Act and by regulations promulgated by GSA 
appearing at 41 CFR 101-4. We have little discretion 0 
the how we deal with these inventions, and our regula
tions at 45 CFR 7 are simply to implement the Executive 
Order .. 
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of the invention. Once it is determined that a patent shO*~d 
I be sought,· the stated preferred disposition of the rights 

the patent isvto require its assignment to the Government 

through HEN, once a patent application is made in the 

.inventors name. The contractor or grantee retains a non-

exclusive license to use the invention, but may be granted 

greater rights in certain circumstances. These ~reater 

rights" generally are either an exclusive license to 

practice the invention fer a limited term of years or a 

complete waiver of our right to take title to the patent, 

. leaving the ownership of the patent to the grantee or con-" 

tractor, or to the inventor. 

This general policy is subject to one major exception 

that covers a substantial percentage of inventions made 

,I 

with HEW funding, the .Institutional Patent Agreement (IPA) IJ! 
:1 These IPAs are given to non-profit institutions that have 

approved patent policies, and permit the institution to 
. . . . IIII 
exercise a first option to retain the rights to any invertt~on 

made in the course of a research grant to that institution 

Through HEW, the government retains a non-exclusive licens 

to use the inventions and the right to eith~r acquire titlU 

or require licensing if the invention is not being properl~ 
!i 

This latter! II 

right is often referred to as "march-:in rights." III 
'I 

II 

developed or if the patent rights are abused. 
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. This paper will discuss the background of our current 

policy, current,and potential objectives, the two alterna

tives to our current basic approach, and possible changes 
~. 

in the current approach. These possible changes include 

tennination of the IPAs,making the standards for greater 
il 
II 

rights detenninations applied to procurement contracts il 
• 1 

applicable to research grants, and applying these standard I 

more strictly than in the past, revising our regulations, ~! d 

supporting enactment of statutory authority for a licensinl 

II program. For each of these changes alternatives are I' 
il 

'presented for decision. 

BACKGROUND. 
'I !i 

The basic emphasis o'f the Department's patent policy h~ls 

shifted from a policy in the late 1950's which favored pUbJl

cation or dedication of' inventions made with HEW's fUndingl.ll 

to a policy of allowing grantees to retain title when theYl1 

request it and of granting rights greater than a non-exclu~ld.ve 
license when requested.' The basic approach of theregUlat~bns 
governing these decisions has been the same and the differ~bce 
in policy has been reflected in the administration of the III 

II 
. regulations rather. than the regulations themselves. III 

The shift in emphasis away from publication and dedica~ion 
occurred after a series of internal memoranda from NIH in 

the early 1960s and after a General Accounting Office stud 

issued in 1968. GAO conducted a study of the utilization 

drugsfonnulated with NIH funding, and found that many 

II 
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potentially useful drugs were never developed beyond their 

initial formulation because no company could be found to 

specific use patent protection may be available, but the 

drug cannot be marketed. In order to obtain FDA approval 

, " 

:1 

il-
extensive clinical testing is required. The cost of this III 

;1 

.~:" "!, 

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

. and a drug company would generally not underwrite the costlll 

of this testing w~thout some assurance that it would h~ve II 
the exclusive right to manufacture the drug for a period 0; 
time sufficient to compensate it for underwriting that cosll. 

If such exclusivity were not available, a competing compa 

could also market the drug .once FDA approval was obtained, 

having only to show FDA that its product was the same as 

that previously approved. 

The reasons for granting exclusive licenses or a WaiVEij 

of rights on drug inventions applies to many other inventj.:ns 

where additional investment is required to bring an inven ion 

to the marketplace. Our policy now is to grant SUChgreaJ~r 
rights when this is the case, and our practice hilS been tJ II 

make these grants of greater rights freely. ,I 

II 

! II -
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There have been many other studies conducted, both of 

government-wide'patent policy and of the policies of indi-

vidual agenci~s. The most comprehensive of these was a 

study conducted in 1966 by Harbridge House, Inc. for the 

Committee on Patent Policy of the Federal Council of 

Science and Technology. (This Committee is an interagency 

group that continues to have a role in shaping government-

wide policy.) The latest attempt to change the policy for 

'the government is the "Thornton bill", now p'endingbefore 

Congress; Among other things, this bill would give the 

first option to take title to all inventions made under 

government procurement contracts or research grants to the 

contractor or grantee, subject to certain "march-in" right 

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

providing the occasion for a new review of patent policyb 

many other agencies as well as HEW. Through the Federal 

Council of Science and Technology, there is a drive to for 

late a uniform policy for the government, and one question 

to be considered is whether such a uniform policy is 

desirable given the differing missions of the agencies. 

There is currently no' government-wide statute that govelrns 

the disposition of patent rights by Federal agencies. Several 

agencies have statutes that regulate these dispositions in 

varying degrees of detail and which give the agencies 

explicit autl).ority to make these dispositions. The two mo 

III 
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detailed statutes are those for ERDA and NAsA. These 

statutes essent{ally provide that title to all inventions 

made under funding from these agencies be assigned to thos 

agencies, with the agencies given the authority to grant 

greater rights when appropriate. The ERDA statute lists i 

considerable detail the criteria 'to be used in making thes 

determinations. The NASA statute requires that hearings b 

held on the determinations, but the only criteria given is 

that a disposition of rights must be in the interest of th 

United States. 

The only statute that directly affects HEW determina

.tions ispar.t of the Federal Coal Mine Health and Safety 

Act of 1969.· At 30 U.S.C. 95l(c) that Act authorizes 

contracts for research on that subject and provides that 

.'. 
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inventions made under these contracts and grants beavailal:Ue 
. 2/ 

to the general public. -

Because there is no governing statute, determinations 

HEW of patent rights to inventions made under grants or 

contracts., are governed by the President's Statement of 

Government Patent Policy, issued first by President Kenne 

in 1963 and modified by President Nixon in 1971. Thebasi 

purpose of this Statement was enunciated by President 

,Y 
I 

'. Kennedy as follows: 

". " 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 
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 likelihood 
that the invention would be worked and put 
into civilian use tha~ would be the case if 
the invention were made more freely 
available." 

. The Statement outlined the circumstances under which O~e 

government should acquire the principal rights and under 

. which circumstances greater rights should be left to the 

contractor. .The Statement explicitly included grants in 

definition of contracts. 

2/ Our regulations on the subject, at 42 CPR 55.22, 
that our general regulations at 45 CPR 8, apply. 
regulations, however, appear to conflict with the 
statutory mandate to dedicate th~ inventions. 

stat_ 
The~ 
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CFR 1-9, which repeat the provisions of the Policy Stateme~t 
Ii 

For procurement contracts this Policy Statement was 
. .1 

implemented in. the Federal Procurement Regulations at 41 

Ib 

II 

changing the policy they seek to implement. There are alsodl 

·and 'provide clauses for use in contrac.ts. These regulatio 

are mandatory and leave the Department little leeway in 

regulations at 41 CFR 101-4 that regulate the licensing of 

government owned inventions to entities other than the III 
,I 

. contractor or grantee that developed them. They provide a 11:1 

more extensive list of considerations· to be taken into III 

',I 

account in a decision to grant an exclusive license and 

require that notice of the availability of the patent for 
II 

licensing be given at least six months before any proposal I II 
to grant an exclusive license. Before an exclusive licens'll 

can be granted, notice of intent to do so must be PUblished' 

They dJ and comments upon the proposal must be considered. 

not allow disposition of the entire patent~ and any such 

action would be prohibited by the Constitution absent a 
31 

statute. authorizing such disposal.-

II In Public Citizens, Inc. v. Sampson (CA 74-303, D.C.D.C1T , 
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 fOf~d 
that they lacked standing to raise the issue. The statulb 
of these licensing regulations remains in doubt. 

.1 ~i i 
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There are no corresponding regulations covering invent~'lons 

made under granes, although the President's Policy statemelf 
; . " I, ' 

applies to them as well. The Department's regulations 

regarding dispositions of rights to inventions made in the 

course of grants are found at 45 CFR 8. 

OBJECTIVES OF Hillv PATENT POLICY 

The objective of the current policies is essentially to: 
, ' , 

make inventions made with government funding available to 

the public, either by dedication of the inventions or by 

encouraging their commercial development when riecessary. 

This is not the only objective that we can seek to achieve 

nor is it always the appropriate objective. 

There are inventions made under our grants and contrac 

that have no clear potential effect on the public health 0 

welfare. Gatorade is the best known example of such an 

invention, and there have been others. There is no reason 

for HEW to take any role in the development of these inven~tons. 
I 

If they have no commercial value, they should be dedicated III 
to the public, and if they have commercial value they shou~~ 

be sold in a way that will generate the highest income for ,:1 

the government. HEW is not equipped to perform this funct~~n, 

nor, does it have the authority to do so. Such inventions III 
,should be passed to GSA to be disposed of as' surplus 

property. 

It is also possible that inventions might be made that 

could be harmful to the public welfare. 
'I 

We might wish to" til, 
I 

I 
~ 
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its usel:' suppress such an invention or to carefully regulate 
, . 

We may also wish to regulate the use of beneficial inventio/1is . ' 
to achieve other objectives of HEW. The Department's 

recent report on Health Technology Management has suggested 

that patent licensing can playa role in HEW's initiative 

on health technology management. Among the factors that 

could be considered in licensing HEW patents are the cost 

at which they will be sold, the type of additional develop

ment to be taken by the potential licensee, or whether the 

potential licensee might be willing to license others to III 
use similar or related patents owned by it. HEW does not 

currently have the capacity to implement to possible varietr 

of policies that it might seek to implement through patent 

licensing, but establishing an office of technology managemelit 
"1j 

. could give us that capability. ,I 

II 

ALTERNATIVE BASIC APPROACHES I . 

The flexible approach embodied in our current policy is II 

virtually mandated by the President's Policy Statement and III 
the regulations of GSA. Any initiative that we take must bW 

within this framework. HEW should nevertheless formulate 

a position on whether to continue this basic approach, 

because of the Thornton bill and other possible initiatives 

outside the Department that could alter the basic framework 

There are two basic alternative approaches, one being the 

dedication of all inventions made with HEW funding and the 
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other being to waive all rights to inventions made in the 

course of a research grant or procurement contract to the 

contractor or.~rantee. The waiver approach is the approac 

of the Thornton bill and of our current IPAs. 

The principal objection to the dedication policy is tha1i 

noted in the GAO, report. Many inventions developed with HJ
r funds would not be developed unless we fund the additionaljl 

'development required. Without exclusive rights, 'no privat 

company would do so unless the development costs are low 

enough that they could easily be recovered even when there 

are competitors who could market the inverttion without paY~f,g 
;1 for the additional development, or unless the additional 

,development could be protected, either as'.,a trade secret 0 

as a separate patent. The most serious e~ampleof this is 

drug patents. Because of this problem, this policy would 

find little support. While it could be implemented within 

the context of the President's Statement, our doing so wou~_ , . '!I 
clearly be contrary to the spirit of that Statement. III 

II 
The alternative of waiving all rights, and leaving thejl 

to the contractor or grantee, is not available to us in the,l 

current framework. This approach has the obvious appeal tJ~t 
it involves no initial administrative burden on the agency. II 

I 
It also tends to serve the purpose of expediting further I 

development of inventions made with our funding, since the 

:,' 
II 

1 
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contractors and grantees could immediately file a patent 

application on any invetion made 'and could begin to market" . I 

II 
it immediately-thereafter. 

The principal problem with the waiver approach is it 

assumes that all inventions are like drug compounds in tha 

they require substantial amounts of money to be invested 

before they can be brought to the public. It also assumes 

that there is a public interest in bringing.the invention 

to the public as rapidly as possible. 'Neither of these 

assumptions is necessarily always correct. Some invention 

il 

are immediately marketable, and the development of others ns 

paid for by the public (this is particularly true at the 

· National Cancer Institute which funds the clinical tests 

· for many drugs). In either of these cases a contractor 0 

grantee would receive a windfall if they were allowed to 

retain all rights, and in some instances would be able to 

reap monoply profits on an invention made with public mon=il' 

These instances could not be common because most inventiod~ 

that are made under HEW funding are somewhat esoteric, buJJI 

there is no question that they would occur.. A recent exJ ille 

was the CAT scanner developed by AS&E. II' 

There are other inventions which, while important in !II 
themselves, might be subject to considerable improvement 

development were under competitive conditions. An example 

· of this is again the AS&E CAT scanne.r. There was enough 

,.----~~~--~~----~---------- ~J 
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intere·st in this invention so that several companies were 

willing to deveIop and improve upon it without having an 

exclusive lic~nse. AS&E, had it retained a monopoly on this 

type of scanner, would have had little incentive to invest 

,large sums of money, to improve it. In a competitive 'marke 

howeve~, they would have to compete not only as to price, 

but as to quality as well.· The case of AS&E provides one 

additional example of the problem with a consistent policy 

of waiving rights, and that is that the contractor or grantee 

may not have the capacity to develop an invention properly 

but may nonetheless attempt to do so. AS&E has recently 

abandoned the scanner business after spending a year to enter 

the market. 

Further, as noted above, HEW has several potential 

objectives to achieve other than the. rapid development of t 

invention. Neither of the inflexible approaches would all 

us to achieve these. A set of "march-in" rights that woul 

meet all the objectives we could reasonably seek to achievRl' 

would most likely prove to be more burdensome to administe 

than a system where the burden of justifying the need for 

greater rights is on the applicant. 

our objectives in this manner would 

litigation, even if we were able to 

performance of the patent holders. 

To attempt to achieve 

likely result in consild,erable 

adequately review the II 
The strongest criticilsm 
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of the current flexible approach is that it is difficult t0111 

administer and that in the past we have taken so long to ma~e 

14. 

., 
the determination of rights that we seriously impeded the 

development of the inventions. This need not be the case 

however, and establishing an office of technology managemen 

would be one possible way to provide the capacity to overco~e 

this management problem. . . '. . III 

RECOMHENDATION 

We recommend that the current flexible approach be 

continued and that the Department oppose any efforts to ado~t 

the two alternative inflexible approaches. 

Concu·r Non-concur 

:1 

:1 

II 
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'CHANGES TO THE CURRENT APPROACH 

Wi thin the', ffamework of the approach of the President' ~ I 

,Policy Statement, and the Federal Procurement and LicensinJ 

Regulations, 'there are several possible changes in policy j 
to be considered, although some of these changes would con,~ict' 

with the details of those documents and require approval III 
,I 

outside HEW. In this latter category are changes whichwo~ad 

bring into licensing determinations, considerations other 

than those included in the Federal Regulations which relatI'11 

chang primarily to commercialization of inventions. These 

would likely require approval outside the Department or 

special legislatio,n. Since the formulation of those other 

objectives should be made by other operating components of 

HEW, this paper will not make specific recommendations on 

that subject, but,will recommend that ,such additional 

objectives be considered and incorporated into our patent 

policy. 

II 

il 

!I 

,I 

,There are,' nevertheles s, changes to be considered 

,might better achieve our current objectives and other 

that III 
devel!bped 

III 
in the future. Those to be addressed are: 

1. Applying to research grants the same standards 

for determinations of greater rights applicable 

to procurement contracts; 

:1 

I --~' 
'I 
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2. Termination of the Institutional Patent 

Agreements; 

3. Revision of the HEW Patent Regulations; 

'4. Developing clearer standards and better 

procedures for determination of rights to 

inventions made with HEW funding; and 

5., Seeking statutory authority. 

16. 

1. Applying to research grants the same standards for 

determinations of greater rights applicable to 

procurement contracts 

II 

The President's policy statement makes no differentiatWlon 

between grants and contracts. The requirements of the.sta~e-
, I I 

ment apply to both. There are differences between them, 

however, and arguments can be made for different treatment,• 

although this must be within the context of the President' 

Statements. Grants usually contemplate the grantee insti

tution sharing in the cost of the grant, are usuaLly for 

'basic research, and are always with non-profit institution 

,The arguments for treating non-profit entities in' a differ.~rit 

manner from profit makers will be discussed in the context! 

6f IPAs. Contracts are more often for applied research, 

seeking a more definite result, and unless special provisi!dns 

are made the government pays the entire cost of the work. 

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

*.~~~~~ 



,. 

17. 

fully developed inventions where the public has a greater 

"equity." The Federal Procurement Regulations take these 

factors into account and applying them to grants as well a 

contracts would likely result in different average results 

for each class, but only when this different result is 

justified. In addition, this would better serve to imple

ment the President's Policy Statement • In the pas't this 

would have had the effect of automatically eliminating the 

IPAs, but this is no longer the case since the FPRs now 

allow such agreements. 

There are also other considerations we would want to 

.take into account in determining the rights to patents tha 

are listed in these regulations. Some of these might neve 

the1ess be permissible. and these could be set out in a 

revised version of our own regulations. For those that woUld 

. conflict with the regulations, we would require en approval 

of the deviation from GSA, or perhaps separate statutory 

. authority • 

2. Termination of Institutional Patent Agreements 

Since the GAO study in 1968, HEW has expanded its use ~f 

Institutional Patent Agreements and has adopted an uniform 

agreement. There are currently over 70 institutions that 

have such agreements with HEW. The National Science 

Foundation also makes wide use of these agreements. There 
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is widespread support for these agreements, both within HEW 

and outside the 'Department, . in other agencies and among resellarch 

in~titutions ..... :GSA has just promulgated a regulation allowirlg 

agencies to use such agreements with non-prof i t insti tutionl ... 

to cover inventions made under research and development II 
4/ . , 

contracts.-

IPAs are not mentioned 

ment, and they depart from 

in the President's Policy Statel 

the approach of the Statement i~'1 
that they automatically waive the rights of the government 

to all inventions made under grants made through a given 

institution. Nevertheless, because their use has found sull 

widespread approval, the question of whether to continue tJI 

IPAs should be considered as a policy question and not'on I 
the basis of whether they are authorized by the President' I 

. Policy Statement. We currently have IPAs with 72 institutJL 1 ns, 

with other agreements pending. The a~reements amount to a~1 
adoption of the waiver policy for these institutions, withll, 

certain restrictions on their administration of the patentl II 

rights. The agreements give the institution first option ':0 

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

agreement provides, among other things, that licenses to 

use the invention shall be non-exclusive unless an exclusiMe 

V 43 Fed. Reg. 4424 (1978) (Amendment to 41 CFR 1-9) • 
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license is necessary to have the invention developed, and 

limiting the tetm of such a license. There are also 

restrictions against unreasonable royalties. The agreements 

give us "march-in rights" if these conditions are 

or if the invention is not developed. 

These agreements reflect a policy judgment by 

violate .. 

the agei.y 

that in the case of research agreements with non-profit 

inst.itutions, if the institution has an acceptable patentjl 

policy and agrees to abide by certain conditions, that th I 
public interest will be better served by allowing the insJ.-

tution to retain all rights to inventions made by its 

researchers. The major reason advanced for this is that 

inventions made under funding from HEW will be brought to 

the public much more quickly this way, and that the insti 

tution$ can be trusted to'serve the public interest in 

administering their patents. The march-in rights 

to protect the public interest should this latter 

prove incorrect. Another reason for the adoption 

are inCll11ded 

assumption 
. I 

of these 

agreements was the problems caused by the slowness of the 

Department in responding to requests by grantees for greater 

rights, and the resulting criticism by GAO. 

The IPAs are, however, subject to all the same cri ticil3ms 

as the waiver policy. The IPAs adopt the. waiver policy fJ 

a certain group of non-profit institutions, leaving other 

grantees and contractors to be governed by the standards 
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the President's Statement •. One question that must be 

addressed is whether this difference in treatment between· I . .1 1 

non-profit ang:~rofit making entities can be justified. 0rl 
of the reasons for this distinction was noted before. Ther 

is an assumption that non-profit institutions can be trustl[ 

to protect the public interest and that profit making entitles 

cannot. Another justification is that any royalties receivld 

by the institutions will be put into research, so that the 

windfall argument does not apply. The IPAs require only 

that the money be used for educational or research pursuit_ 

and allow the inventor part of the royalties. In addition I 

many institutions 'administer their patents through patent I 
management companies that share the royalties. These reasCDihs 

·.for the distinction between non-profit institutions and 

profit makers are not particularly strong. 

The other arguments in favor of the IPAs are 

limited to non-profit institutions, but some are 

. situations that are more likely to arise in such 

not neces!, 

based upo.1 

institutJjtlS • 

!I 

rily 

One of these arguments is that the IPAs encourage better 
" 

reporting of inventions. Host of the inventions made with 

HEW funding are made under grants for basic research. The 

researchers are academic persons whose primary bias is in " 

ManYIII· favor of publishing results of their investigations. 

of them are not concerned with commercial development of t 

inventions, especially since· they would not get benefits 
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from this, devel0"Pment. One of the problems noted in the GA 

study was that'investigators would formulate a promising ne 
~. 

drug and publish their findings without reporting the 

invention. Once an investion is publicized, an application! il 

,for a patent must be filed within one year of the pUblica-jl 

tion or the application is barred. The IPAs give institut'tns 

an incentive to monitor their investigators and to encouraJI 

patent applications where appropriate. Researchers,howevey; 

also have an interest in seeing their inventions put into 

use and most researchers can be relied upon to report 

inventions so that they will be developed. Project office 

can also be instructed to see that inventions are reported 

,al though the Department,' s 'experience in relying upon proj e 

officers to enforce business requirements has not been 

entirely satisfactory in the past. 

One of the effects of the IPAs is to delegate the 

agency's responsibility for determining whether it is nece 

to give a commercial developer exclusive rights to an 

invention in order to get it to undertake its development. 

The IPAs require non-exclusive licensing unless exclusive 

license,s are necessary to develop the inventions.' (The 

'standards for 'this determination are, however, broader th 

those of the President's Policy Statement.) This is'the 

most serious defect of the IPAs in that the institutions 

i[ 

['sary 
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are in no better position to determine this than we 

and they have a/strong incentive to issue exclusive 

II 
are, II[ 
license" 

A company cou!d be expected to pay much more for exclusive 

rights than for non-exclusive rights, and in some instance 

the value of one exclusive license may exceed that of the 

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

tutions employ patent management organizations to administ_ 

their patents and these companies, whether or ,not they arelll 

profit-making, exist on their share of the royalties. The 

have no incentive to protect the public interest. The II 
determination of whether to gi~ an exclu,ive lieen,e i, i~ 
effect left to the patent management company, since they 

test the market for the institution as part of their 

responsibility of managing the patent. II 

" 

If the IPAs were terminated, we WOUl, d have to SUbstant~"~lJ.Y 
I ' 

expand the staff now managing the Department's patents., I 
Jus~ processing the petitions for greater rights on an indO, 

, vidual basis would require an expanded staff. ,This is not I, 

however, a good reason for abandoning our responsibilities I II 

if they are not being met by the rPAs. As noted previousl 

establishing an office of, technology management could 

alleviate this problem. 

il , 

il 

il 

, 

I 
·1 ' I_·_"··"_~· __ ~~·.....--..c 
" 

!i 
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The IPAs suffer from the same inflexibility as does th 
I 

waiver approacJ:l" and they necessarily imply a distinction 

between contra~tors and grantees that is not logically 

defensible. If the Department is to take a larger role in 

health technology management, continuation of the IPAs 

would eliminate many opportunities to use patent licensing 

to do so. The inventions made under grants covered by IPA 

constitute a major portion of the inventions made with HEW 

funding. Many of these inventions are rather esoteric and 

their development would require the active participation 0 

,the inventor as well as a vigorous promotion effort, and 

these could reasonably be left to the institutions to 

develop. But some inventions would be important enough to 

warrant our management, and the only clear reason for allo 

I"' 

ing the institutions to retain title to these is that the 

administrative effort required to differentiate between thelSe 

two classes of inventions is too great. 

------~~-~~"~""-.. -Hi 
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REC011L'1E NDAT I ON 
, 

There are three courses of action that can be taken, . ; 

. one being to decide to continue the IPAs for the time being r 
and another being deciding to immediately terminate them. 11 
We recommend the third alternative of announcing that we a 

considering terminating them, once an office of technology 

management is established, and soliciting comments on that 

proposal. Because of the popularity of these agreements, 

and because HEW in the past has spearheaded the use of suc 

agreements in the Federal Government, we do not recommend 

that any action to terminate them be taken without careful 

study and opportunity for .comment. 

Alternative 1: Continuation of IPAs 

Concur Non-concur 

Alternative 2: Termination of all IPAs 

Concur- Non-concur 

Alternative 3: Announce intent to consider terminati 
of the IPAs and seek comments 

Concur Non-concur 

il 
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. 3. Developing Clearer Standards and Better Proce'dures , 

As currently, administered, our current policy amounts t 
v 

. a virtual adoption of the waiver policy, even though it is 

articulated as a flexible approach favoring title in the 

government and non-exclusive licensing. As noted previousllYll, 

\>lhenever a party has asked for rights greater than a' non-

exclusive license it.has received what it asked for. While 

cidministr.ative changes have. alleviated this problem somewhal'!!' 

the lack of clear standards and adequate procedures has 

hampered this effort • 

. Assuming that the standards of the Federal .Procurement 

Regulations are applied, most applications for either waiv' 

of title or for an exclusive license will hinge on whether 

that grant of greater· rights is necessary to call forth th 

private risk capital to bring the invention to the point 0_ 

practical application. In most circumstances this means tJat 

some measure of exclusivity is necessary to get a company J~ 
invest enough money to bring the invention to the marketPlJle. 

There are no standards for determining this and no mechaniJ. 

'f . '. b 1" • h ' 11 or test~ng assertLons y app ~cants, except ~n t e Feaera 

Licensing Regulations. These regulations require that if J 
exclusive 

notice of 

license to a government-owned invention is proPoii" d, 

intent to issue such a license must be published ,. 

'- III " , , 
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in the Federal Register and parties given an opportunity to 
I 

comment and apply for non-exclusive licenses. This serves 
./ 

.the purpose of inquiring whether there are other parties 

interested in developing the invention without an exclusive 

license. 

This procedure of notice could be applied to all greate 

rights determinations or at least to those where we suspecte!'d 

. that there might be some outside interest. This would pose 

two problems, neither of them insoluble. One is the 

administrative problem posed and the necessary expansion of 

staff. The other is the probiem caused by publication 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 

in'l7entionavailable for inspection. If this took place mor 

thana year prior to a patent application, that application 

would be barred. Applicants for greater rights under grant 

and contracts are currently allowed to apply for a patent, 

once a determination is made to patent a reported' invention,.· 

They are told, however, that if the greater rights are not 

granted, they will not be reimbursed for costs they incur. 

Our past readiness to grant such requests for greater right. 

made this an unimportant consideration, but a change in tha 

policy would make the applicant more reluctant to file an 

.application until the rights are determined. The most 

:1 
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sensible solution to this would be to make the patent 
, 

application an allowable cost under the grant or contract, 

once the application fo·r a patent had been approved, unless 

the contractor or grantee were allowed rights greater than 

non-exclusive license. 

One other problem that should be addressed is a provi-

sion of the Federal Procurement Regulations that exempts , 
cost sharing agreements from the mandatory nature of those 

regulations, although it urges that they be followed as 

closely as possible. This would be a major problem if we 

applied those regulations to grants, since grants by defini~ion 

include a certain degree of cost sharing. There are no 

standards given for determining when this exemption applie 

or for determining rights to inventions made under cost 

sharing agreements. Even if we determined that a contract-

or grantee should retain title to the inverition because of 

the cost-sharing, we would want to obtain guarantees that tlhe 

.. patent rights would not .be abused. 

RECOMMENDATIONS 

Once our future policy is defined, our regulations shoijld 

provide clearer guidance in administering that policy than 

they have in the past. There are however, three decisions 

that can be made now, assuming that we continue to have a 

policy where greater rights are determined on a flexible 

basis. 

II ~ 
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Recommendation A: 

Impose a recfuirement that notice of intent be given an 

comments sougbt before any determination to grant an exclu~~ve 

license or to waive all rights is. made. There are two 

alternatives to do this. 

Alternative 1: 
• 

Require publication of a notice of intent to grant gretllter 

rights in all instances where we initially propose to do s 

·.Concur Non-concur 

Alternative 2: 

Require notice of intent for all proposed grants of gr~ater 

rights except in those cases where the official making the 

determination finds that the evidence before him is adequ~Ue 

to determine that the grant of greater rights is necessary 

. Concur Non-concur 

. Recommendation B: 

That staridards for determining whether the cost-shari 

exemption applies be drafted as well as standards for 

determining rights to inventions made under cost-sharing 

agreements. 

Concur Non-concur 

ii 
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RecommendatlonC: 
I 

That we eS,tablish a means to reimburse a contractor or 
/' 

grantee for the costs of a patent application, once such a 

application is approved, if an application for great~r 

rights is denied. 

Concur Non-concur' 

'4. Revision of HEW Patent Regulations 

Whether or not any changes are made in the Department' 

patent policy, the Department's regulations must be rewrit~en. 

They are badly out of date and in some respects conflict 

'with the President's Patent Statement and the Federal 

Procurement and Licensing Regulations. They do not accura~ely 

reflect the ~urrent,delegations of authority to administer 

the Department's patent program. They state that the Assil~tant 

Secretary for Health is responsible for all patent determittla

tions, although part of this responsibility has, for some 

time, been delegated to the Office of the General Counsel, 

with the Assistant Secretary for Health responsible only ~~r 

determinations with major policy significance. 
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Licensing, of government-owned inventions (those that 
I 

have already b~~n assigned to the Department) are governed 

by detailed regulations issued. by the GSA noted above. Our 

regulations treat this matter very br.iefly at 45 CFR 6.3 

without referring to those regulations, and impose only the 

standard that a grant of an exclusive license be in the 

public interest. These regulations should be rewritten to 

incorporate the Federal Licensing Regulations, and to pro-

vide a mechanism for the hearing of appeals on decisions 

under those regulations as they require. 

Our regulations at 45 CFR 8, pertaining to determinatio 

of rights to inventions made under grants and research con-

, tracts are more seriously deficient. They do not refer to 

the Federal Procurement Regulations which are mandatory as 

to procurement contracts, and provide for the application 01 

procedures and standards which are very different from thos 

required under the FPR. 'Nor do our regulations refer to, 

or reflect, the, standards mandated by the President's Polic,' 

Statement. The standards given in our regulations are muc 

less strict than those of the FPR and the Statement.' They 

provide that title shall be assigned to the United States 

unless the Assistant Secretary finds that the invention wi 

be dedicated by the institution or made available by them 

for non-exclusive licensing by them, or unless he finds 

that the invention will be more adequately and quickly 

"j 
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developed for widest use by assigning the patent to a compet~nt 

organization for management. This conflict in regulations 

is not an abstract problem, and has caused problems in maki , 

these greater rights determinations. ~"ehave previously 

recommended that the Federal Procurement Regulations be mad 

applicable to our grants, but even if this recommendation_i 

not accepted they should be applicable to all procurement . . 

contracts and this should be stated explicitly. The 

standards given for determination of greater rights under 

grants should reflect those standards given in the Presiden~'s 

statement. 

In addition, there is one provision, of our regulations 1tlating tc 

cancer chemotherapy industrial research contracts, at 45 

CFR B. 7, making our other patent regulations inapplicable 0-

them. This was done because NCI had trouble attracting co~~ 
tractors without a determination of rights to patent at thEll1 

time of.contract award. This procedure is permitted by thJ 

FPRs. If this prac~ice is still necessary, our regUlationl 

should be rewritten to state that for this class of contra¢its 

a·determination has been made that extraordinary circum

stances exist justifying the determinations of rights att. 

time of contracting, which was the purpose of the original 

regulation. 

II 
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32. 

While the regulations should be rewritten, this process 

should await decisions and possible changes to our policy 
'. 

and decisions von any changes in the administration of that 

policy. Once these matters' are decided, clearer standards 

for these determinations should also be formulated so that 

policy decisions can be more effectively implemented. 

RECOMHENDATION 

The Department's patent regulations should be complete 

rewritten once the other issues presented by this paper 

have been decided • 

. Concur Non-concur 

5. Supporting Enactment cif Statutory Authority for a 
Licensing Program 

.As noted previously, several Federal agencies have 

statutes granting them authority to administer patents 

developed with their funding. If HEW decides to take a 

stronger role in managing the technology developed with ou 

·f\Ulding, the Department may need special statutory authori 

'The Federal licensing regulations are of doubious consti-' 

tutionality, and while the Justice Department supported th 

in the Pubiic Citizen cases, officials there have voiced 

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

I ~I 
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others within the government. If we took a larger role in 
I ' 

managing our inventions, it is likely that we would 'take 

,title tq rnanY'1itore than we do now. Indeed, if ~le were to 

administer the current standards more rigorously we would, 

be taking title to more of them. It would be better to have 

clear authority to grant more than a non-exclusive license, 

since a company might be reluctant to commit large sums of 

money to an invention if their exclusive license is subject 

to constitutional challenge. 

In short, our entire licensing program is on a very 

uncertain foundation, and we should support enactment of a 

statute giving authority to grant licenses other than non-

exclusive ones, and perhaps to dispose of patents if the 

public interest can be served by that disposal. 

In such a statute it would also be'desirable to include 
'Ii 

authority to pursue a variety of objectives, listing as 

many as possible, so that our attempts to do so would not 

be '. challenged. 

RECOHHENDATION 

That the Department support enactment of a statute 

reflecting our policy objectives and authority to pursue th~m, 

once the decisions'are made defining these objectives. 

Concur Non-concur 
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