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COMPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON D.C. 20548

8-204637 ‘ o ' October 16, 1981

The iHonorable Albert Core, Jr.

Chairman, Subconmittee on Investigation
and Oversight

Comizittee on Science and Technology

House of Representatives

Desr Hr. Chairmans Foowd e s Tl e
You have recuested GAD to undertake a legal anzlvsis of a
contract signed in ey 1981 petween Meszachusetts Coneral Hosvitol
{:1Gii) and licechst Chemical Coupany of wWest Germany (fioechst) and
ne lagact of the Act agpproved Decewmper 12, 1352, Public Law lic.
$e¢-517, 24 Stat. 301% (Act), which amended the patent and trede-

mark laws, upen the contract. Since Hi8 receives more than 333U
millien ner year in research funding freom trne Uational Institutes
of iizalth (#I#), & possibility exists that Hoechst will Tzin
title, in violation of the Act, to inventions tnat have :een
rartially funded with federal dollars,

Secticon 6 of the Zct added sections 260 throuch 228 to title
3%, United States Code. (veferences her»hiter tc secticns are to
title 33, a2s amended Jy the Act, unless ctherwise specifi=if.)
Sazically, those zections give nomnrcfit orgsnizations and srell
busincss firms a first rignt of reiuzsal to title in invertions
they Fbave nade under fupding anreewents with Federszl agencies
{seactions 232(&), 282(ci(2)); ¢ive the Federal sgoencies a non=-
~exclusive license teo zractice on invention to which the nonvrofit
orgenizations or “”all pusiness firms elect to retain title {(zzc-
tion LUQ(c)(S))- strict ronprofit organizations' assignment of
rignts and grcﬂulﬂu of licenses in tvezr inventions (secticn 202(c)

(7)): xxve to the rFederal 2gencies "parch-in rights® to f{orce
develogrent or arplication of inventions not utilized (secticn
203); and mandate a prefarence for Cnited States industry in the
manufacture of the inventions in certain circumstances (section
2J4).

Thesze reguircenents are not self-executing; they must be
effectuated with a2voropriate provisions in anv funding agreerent
with & small business firs or nonprofit orzanization. Section
202(c). “hile we have not recolved the ajreement botween Hid
and #G4, 2 nonprcefit organization a5 defined in the Act, we
gssune that the annuzl 530 million MIP nrovides to MCH is done

under” “funding aqroerents” as that term iz defined in section
231{k), that i, throuvoh arante, contracts, or ceoperative
agreaments for performance of rarearch,
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The contract MCH signed with Hoechst will provide MGH with
substantial funds cover 10 years to establish a molecular biology
laboratory in return for licenses to exploit any patents generated

. by the research funding. You wish us to discuss the respective

rights of the Federal CGovernment and Hoechst in any invention NGH
rakes resulting from research which both the Government and Hoechst
have funded.

Any potential conflict between the contract MGH has with
Hoechst and sections 200 through 206 of title 35 would only exist
after July 1, 1%81, the effective date of those sections. See
section 3(f) of the Act, 94 Stat. 3028. Any funding agreement
entered into after that date . is required to embody the principles
of those sections. &Eection 202(c). Conversely, funding agree-
rients entered into before July 1, 1981, would not be governed by
these sections, even if the agreement extended beyond July 1,
1981, because they lack the provisions required by the statute,

In other words, the enactment of sections 200 through 206 did

not, in itself, have any effect on NGH's pre=-existing cocntract
with Hoechst.

Aacuxlng that NIH hag entered or will enter into a funding
agreement with HGH after July 1, 1981, incorporating the reguire-
ments of the Act, the Act still would not affect the contract if
MGH produced an invention using funds provided exclusively by
Hoechst. The Act applies to "subject inventions," defined as
those conceived or reduced to practice "in the performance of
work under a funding agreement.® Section 201(e). &An invention
made solely with Hoechst tundlng would not fa2ll within this
definition.

This result is consistent with the contract between MGH and
Hoechst. Section 6.33(a) of the contract stipulates that if MGH
patents an invention ualng funds exclusively giveﬂ it by Hoechst,
then Hoechst will be given an exclusive worldwide license for
the life of the patent. Care nust be taken, however, that no Fed-
eral funds directly or indirectly support the research leading to

-an invention if MGH is to claim that the terms of a funding agree-

ment do not avply. This may very well mean that NGH must account
separately for all expenses leading to an invention including the
cost of research itself as well as indirect or overhead costs to
be able to show that the expences vere paid with funds provided by
Hoechst., In the event MNGH is unable to prove that NIE funding

was in no way involved, the terms of the Act, as emnbodied in a
funding agreement, would apply. 1/

1/ An invention made by an MGH scientist using WiIB funds, whether
patented or not, could be used as a "building block" for an inven=-
tion made through research funded exclusively by Hoechst. The
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After reviewing the terms of the Hoechst-MGCH contract, we
believe it is possible for ¥CH to searegate the research funded
by Boechst from other research conducted by it. The contract
calls for the establishment of a separate "Cevartment of Molecular
Biolegy® (lDepartrment) at HGH (contract, section 4.1) which will
initially occupy two floors of an existing building, and then the
vpper four flocors of a new research building. Contract, Dxhibits
A and B. FfFunds for renovating the srace in the cxistina building
2s well as for constructing the space the Derartwent will occupy
in the new research building will ke provided by Hoechst, as will
the funds for equipment and furniture. 1Id., secticns 2.1, 2.2.
In addition, Hoechst will provide FGH with funds Zor the annual
operating costs of the Department. Id., section 2.1.

Under section 3.2 of the contract, Hoechst has guaranteed
a minipum annua2l funding level and has reserved the right to
fund all additional research at the Department., Only if Hoechst
decides not to exercise this option may HGH seek funding from
cther sources. Section 3.2 also stirulates that MGH will do
nothing in the rencvating, construction, and initial ecuipoing
of the Tepartment that would allow third vparties, exrressly
including the United States, to azcauire any rights or ecuity in
any work solely accornlished in the Departrent bv personnel of
the Pepartment. It is arparent, then, thet if MCH and Hoechst
desire, the Derartrment of Molecular Riologyv can he establicshed,
eguipped, and run with fundinag solely provided by Hozchst. The
rights to any invention to cocme out of such an arrargerent would
be determined pursuant to the contract between MGH and Hoechst
and the recuirementes cf the Act wculd not ceme into rlav because
no Federal funds would be involved., The vossibility exists,
despite the precautions, described above, that the parties may
not be able to agree that a particular invention was funded by
Hoechst, with no NI# involvement.

Alternatively, Foechst might decide not to exercise its
option to fund research akbove the guaranteed amount., In that
case, MGH micht seek Federal funding for the additional research
under a funding agreement incorporating the requirements of the

(Continuations

1/ invention wmade exclusively through Hcechst funding may of
course be petentable also, crovided it produces a new and use-
ful result in a substantially different way. 2Abhbott v, Barrentine

Yapufacturina Co,., 255 F. Sunp. 880, 59%9 (N.D. niss. 1963%). The
rights to the patent of the newer invention, in such a case, would
be determined between MGH and Hoechst. The Government could not
claim patent infringement,
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Act. This situation would not appear to raise the Tossibility
of conflict between the contract and the statute hecause the
additicnal research, since it would not be funded by Koechst,
would not be covered by the contract.

Assuming that a funding agreement is sicned by NI and MGHE
after the effective cdate of sections 200 throuah 206, incorgpo-
rating the recuired grovisions, then the terms of those sections
wculd aprly to any research carried on by MGH which is {unded, at
least in part, with Government monies. Conseguently, if some of
the Wib money is to ke used {for rescarch by the Departient, HIF
should not sign a funding agreement with HGHE if the ayrecuent's
reguired terns are in conflict with the terms of the wWGh-ticechst
contract, A review of the Huechst contract does reveal certain
rotential conflicts assuming that both the Government and
fivechst fund research Ly the Departnent. 2/

S5ection 6.2 of the MCGE=-Hoechst contract is entitled "Patent
Rights." Under the terms of this section, KCH notifies iioechst
£ any invention arising cut of research sronsored in wicle or
in part by Hoechst. 3/ I the two parties decide to file patent
‘arplications, tihe acplications will be in the nere of ¥Gli. This
provision is consistent with section 232(2) which gives to swall
business firms and nonprofit organizationz the right to retain
title to an invention produced at least in part with Government
funding. &/

(o}

</ Ve recognize that the contract between HCH ané Hoechst
was effective c¢n MHay l4, 1981, and the efiective date
of sections 200 through 20€ was July 1, 1%dl. ¥%e do not
telieve, however, that thcse sections create an imvair-
ment of contract in violation of the 5th Amendment.
Centuryv arma, Inc. v. Fennecy, 323 . Zupp. 1002, 1014
(L. verment 1571). Sections 260 through 206 do not, in
thewselves, alter the contract bLetween MGH and Hoechst.
They only operste through provizions of a funding agree-
ment.  IL KGH does not kelieve that the rrincipies en-
bocied in section 200 through 2066 are in its best
interest, it can choose not to sign a funding agreement
with I, Cf. ¥file v. Corcoran, 267 F. Supp. 554, 559-=560
(D. Colcraco i35b)e.

3/ under the terms of a funding agreerent, HGH would also
nave to notify #IR of an invention within a reasonable
tire after it is made. Section z02(c)(l).

4/ Unoger section 202(a) of the Act, a funding agreement
nead not allow a nonprofit orgarnization or srall busi-
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Under secticn 6.2 of the contract, if MCH does not wish to
file a patent application with respect to a particuler invention,
or does not wish to file patent applications with rescect to
specific countries, then Hoechst has the right to file in its
own name. If an invention were develored with both Government
and Hoechet funcing, a refusal by HGH to file an apolication
would be in conflict with the provisions in a funding agreerment
effectuating sections 202(c)(2) and 2062(c){(3) of the Act. The
former secticn gives to the United States the option to retain
title to any invention funded at least in part by a funding
agreenent if the small business firm or nonprofit organizaticn
does not chocse to retain title. The latter section gives to
the United States the richt to receive title to inventions in
any country where the small businese firm or nonprefit organi-
zation has not filed patent aepvlications within a reasonabtle
time. CH might therefore have to file an applicaticn to be in
conpliance with its funding agreement.

Additionally, under section 6.2 of the contract, if Hoechst
is not interested in having patent applications filed, then 1GH
can file for patent rights, disrose of them, or release them to
the inventcr, as it deems fit. Under the terms of z funding agree-
ment, hcwever, MGLE's exercise of those ovtions would he limited.
For evample, as was pointed out earlier, the Covernment can elect
to retain rights in inventicns if the nonprofit corganizaticn or
small business firm cdoes not so choose.

Section &.3 of the contract srells out the types of licenses
Hoechst will obtain in a patented invention of the Cepartment, the
research for which has been funded, at least in part, by Hoechst.
It states in pertinent parts

"B. The license granted * * * ghall be:

* * ®* * ®

(Continuation)

4/ in three circumstancess (1) when the funding agreement is
for the omeraticn of a Government~cwned research c¢r pro-
duction facility; (2) in exceptional circumstances when
the agency determines that restriction or eliminaticn of
the right to retain title to an invention will promote the
objectives of the Act; or (3) in certzin national zecurity
eitvations. The first excepticn does not arply here. Tor
the purrose of this lettcr, we are assuming that NIH will
not invoke either of the other two.
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"(b) with respect to any Patent
recsulting from collabocrative research
funded in part by the Comvany, an ex-
clusive world-wide license for the
life of the Patent whenever possible,
and when not pcsesible the most favorable
license obtainable but in any event a
nonexclusive world-wide license for
the life of the Fatent;

"(c) with respect to any Patent
claiming an Invention conceived during
the term of this 2greement a8 a result
of Sponsored Research but first reduced
to practice within the 30 months next
following the termination of this Agree-
ment, the wost favorakle licenze obtain-

. able but in any event a nonexclusive
werld-wide license for the life of the
Patent.”

By definition, “Sponsored Research®” includes research funded
either in whole or in part by Hoechst. Contract, section 1.2.

These provisions would thus come into vlay, among other
situations, should the parties zgree that a particular inven-
tion was the result cf collaborative research. 5/ Since the
granting ot excluegive licenses oy MGH for the life of the
patent is not a requirement under the contract, these contract
provisicns weuld be in conformity with the terms of a2 funding
agreement.

Basically, section 202(c)(7)(B) prohibits nonprofit organi-
zations from granting exclusive licenses (except to small busi-
ness firms) for a period in excess of 5 years from first com-
mercial sale cor use cof the invention or 8 vyears from the date
of the exclusive license, whichever is earlier, unless the
Pederal agency involved approves a longer license. Thus, as

5/ As mentioned above, the determination whether an invention
wag jointly funded or not could be the occesion for disagree-
ment between the parties. The richts created by the Act would
be dependent on thc outcone cf that dispute since, if the inven-
tion-is funded without Governrent involvement, the Act does not
aprnly. Alternatively, the parties might agree that Government
funding was not involved, while there night be reason to believe
it was.
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to an invention subject to a Federal funding agreement, Hoechst
would only be able to obtain an exclusive license in the United
States for the stated time period unless NIE approved a longer
period. (There are no restrictions in sections 200 through 206

on the terms of ncnexclusive licenses.,) HEowever, section 204

of the Act reduires nonprofit organizations granting exclusive
licenses to use or sell an invention in the United States to get
from the grantee its agreement that products using the invention
or produced through the use of the invention will be substantially
manufactured in the United States unless the Federal agency, based
on statutory criteria, waives this requirement.

Under section 6.3D of the contract, if lHoechst has not begun
actual commercial aevelopment of an invention to which it has
been given exclusive license within 3 years after the date of
1Gh's filing of the patent applicaticn, the license will Lecome
noneXclusive., The 3-year exclusive hclding geriod could poten-
tially te in violation of Office of iianagement and DBudget regqu-
lations promulgated under section 203 cf the Act, "llarch-in
rights." Among other things, that section gives to the Fedesral
agency involved in the funding agreement the right to require the
holder of an exclusive license tc grant either a nonexclusive,
partially exclusive, or exclusive license to applicants if the
Federal agency decides that the holder is not diligently pursuing
practical application of the invention., The gquestion of whether
"march-in rights" would be triggered before Hoechst's 3-year
exclusive holding period ended would devend on the circumstances
surrounding each invention. )

Under section 6.4 of the contract, royalties paid by Hoechst
to MGH for any licencses granted will ke allocated awmong the inventor,
the Department, the inventor's laboratory, ana the general research
funds of MGH in accordance with a predetermined schedule. This pro-
vision apprears to comply with sections 202(c)(7)(C) ana (D) of the
Act which require, respectively, that the royalties received by
nonprofit organizations bte shared with the inventor and that the
balance of royalties after payment of expenses be utilized for the
support of scientific research or education.

Finally, under Article VIII of the contract, ¥GH can assign
its rights and obligations to any corporation ccntrolling, con-
trolled by, or under cormen control with it. If this option is
neant to include assignient of HMGE's rights to inventions which
have been at least partially funded by a funding agreement, tGH
may hot do so. Section 202(c)(7)(A) »rohibits a nonprofit orga-
nization fron assigning its rights to such an invention in the
United States, without the aprroval of the Federal agency
involved, except in one limited circumstance.

-7 -



-7 B~204687

In conclusion, before NIH signg another funding agreement

'with MGH, it should make clear that the Federal monies involved

are not to be used in conjunction with monies prcevided under the
EGii-lioechst contract. In the alternative, 1f the Federal monies
are to be used with MGH-Hoechst contract monies for research,
the contract should be modified to be in accord with any funding
agreement HNIH signs with NMGI,

This letter contains information ¢f a proprietary nature
since it extensively cites the contract's vprovisions., Therefore,
we are constrained¢ to inform you that further release of the
letter may be prohibited by 18 U.S5.C. §1905.

Sincerely yours,

MILTON ]. SOCOLAR

For the Comptroller Ceneral
of the United States

ccs fKr. Myers, PAD
Ms. Koore, FAD
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DIGESTS:

1. Sectiong 200-206 of title 35, effective
July 1, 1981, describe terms that must be in
funding agreements--grants, contracts, or
cooperative agreements for gperformance of
research--Federal agencies have with small
business firms and nonprofit organizations.
Basically, those sections spell out rignts
swmall businesses and nonprofit organizaticns
have in inventions they have produced through
research funded, at least in part, by Covern-
ment nonies, Funding agreements entered into
before July 1, 1981, would not ke governed oy
those sections, even if agreenents extended
beyond July 1, 1981, tecause they lack provi-
‘'sions regqguired by statute,

2. Since sections 200-206 of title 35 only
arply to "subject inventions," defined as

those conceived or reduced to practice "in
performance of work under funding agreement,”
rights to invention made solely with private
funding would not be subject to those secticns,

3. Ekeview of terms of contract Mazssachussetts
General Hospital has with private chemical
company indicates it is possible for MGH to
segregate research funded by chemrical company
fror other research funded by other sources
including tlational Institutes of Health
through funding agrecrment. Rights to any
invention to come out of research funaed
exclusively by chemical company would te
determined pursuant to contract between HMGH
and chemical company.

4. Assuring that funding agreement is signed
by WIH anc lGH after eifective date of sections
2C0 throuugh 206, incorporating rcquired pro-
visions, then terms of those secticns would
apply to any research carried on by HGH which
is funded, at least in part, with Government
monies. Consequently, if scre of NIH money
‘is to be used for research which will also be
funded by chemical company, HIH should not
sign funding agreenent with HCGH if agreenent's
reqguired terms are in conflict with terms of
MGH's contract with chemical conpany.






