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Reasonable Pricing - A New Twist for March-In Rights
under the Bayh-Dole Act
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In 1980, the Bayh-Dole Act gave universities and small businesses the rlght to
own their inventions made with federal funding. Prior to this time, the only ex:stlng

o statutes required certain agencies to own mventrons arising from funded research.

I Although there was SplIIted opposmon to Bayh-Dole when it was brought

t before Congress #8980, 2 broad political consensus was ulﬁrnately bu]lt e

i atound the notion that market forces would do a<fesabetter job of - R —

'_s,sermnaﬂng govemment—sponsored inventions than buxeaucﬁa s ewes
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memvmma—genmﬂmﬂmhma In a . )
. imemorandum?® in 1983 and Executive Order 12591 in 1987, President Reagan T
{" #his law to large business contractors cxf- o 7

" #t.has tosteted a potent four-way partnership between tesearchers, their

- institutions, government and industry. That pattnership has evolved into

the. most powerful engine of practical innovation ih the world, producmg o

_ f-mnumerable advances that have extended life, improved its quality and ——
|| reduced suffering for hundreds of millions of people. BN B -
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years in the’number of university mventlor? patentw

Universities éve been very successful in commerCIallzmg their inventions. .'
is generally credited for contributing to the dramatic increase over the Iast 20

s N g el ool

be 8721 9

/T(«*ya/f: 474-: ﬁ:'v"//q f;?‘/ le-
, ROC IS G N

Cus Stan # b/of f"". N

lLC

EConim 3 F

AuTea

~




“and march-in rights.®

‘Human Services (HHS).

Hopkins University and its licensees of three stem cell patents. The matter was Wb .
referred to NIH, which funded the research. NIH concluded that march-in proceedlngs 'd
were not warranted and denied the petition on August 8, 1997 8

Esr ould be used to combat the high price of drugs invented by univerBities with federal

Under Bayh-Dole, the Government has certain rights inc

ugh the Government has never’ exercised march-in rights
nder this law, there have been several petitions to the Department of Health and

On March 3, 1997, HHS was asked by CellPro, Inc. to march-in against Johns

An article by Peter 8. Ao and Michael H. Davis® asserts that

arch-in rights 4 : ?}, fﬂ —

ﬂefore exammmg this theory, we shouid first consnder the history of march-in rig ts.
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ito ail appl:cants" if the contractor or assignee does not place the invention in adequate -

3commerclal use withm hin a des.g;;gd penod- e T

‘ - That Report recommended that "[{lhe contractor
‘(er his assignee) shall be reqwred to offer nonexclusive licenses at a reasonable royalty
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- ¢ JMfarch-in rights Wﬁﬂ'@m in the Presidential
Memoranda and Statements of &Eovernment Patent Policy by Kennedy (1963)'2and —

: _;leon {1971)"3. These were implementechimthe Federal Procurement Regulations™
- ?nd various agency procurement regulatipns. [ne "t
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Accord'ingl,tc)‘ section 1(f) of the Kehnédy Memorandum, the Governm. ¢ shall

" required for public us

B - health needs or other public purposes stipulated in the contract or grant. However, the
.'{ -required licensing could be royalty-free or on terms that are reasonable in the

“have the right to require the granting of a nonexclusive royalty-free license to an
applicant if (1) the contractor or grantee who has been permitted to own'” the invention,
. its licensee or'assignee has not taken effective steps within three years after the patent

' issues to bring he invention to the point of practical application'® or (2) has made the
. invention ava:lable for licensing royalty free or on terms that are reasonable in the

~ circumstances or (3) can show why it should be able to retain ownership for a further
penod of time. There was also a march-in right in section 1(g) if the invention is
\e by Government regulations or as may be necessary to fuffill

e cnrcumst_gr,c,:es As stated in-the fourth paragraph of the Kénnedy. Memorandum, the
! reason for march-in nghts was to "guard against failure to practlce the mventlon s

/
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A The march-in rights in section 1(f) of the Nixon Memorandum are very similar'® to

] those in the Kennedy Memorandum except that the working requirement was expanded
| .7 to assignees and licensees and the Government could also require the granting of an
o excluswe license to a responsible applicant on terms that are reasonable under the
.+ cireumstance
- safetyItis intgresting that the concept of "reasonable terms" is used in the Presidential
E "M’/ty/ ect to the required licensing and not to the availability or price Off"‘“ ’

The health march-in right in section 1(g) was expanded to refer to

emoranda wit
patented invention ar131

derally funded research.
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Prior to Bayh- Dole there was little ctl\nty in march in rights. At most, the focus ”

invention fundedby the Government was bemg used.
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Lgle Act relies heavily on Institutiony| Patent Agreementz(IPA) which

. Bayh-Dole can be considered a
hagencies in 1978. The model IPA
jfie®?? of the

Gaylord Nelson on March 17, 1978, w eld hearings % The IPA regylation became
* effective on July 18, 1978.% .
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During the Nelson hearings, march-in rights were discussed.
In particular, Donald R. Dunner, 1% Vice President of the American Patent Law

Association, indicated that:

"Much has been said about mar‘gh:irﬁ”ights. ... The point has been raised that
march-in rights have been available for 10 years, and they have never been

used; ergo, they are a failure. We submit that is not the case. There is no
evidence to indicate that march-in rights should have been used in a specific

situation and were not used. In fact, we submit the high probability is quite the
confrary. Where an invention is significant, we submit that the marketplace will

take care of the situation. Competitors who want to use a given piece of -
technology follow a standard routine procedure. They first determine whether

%_ there is any patent cover on the development, and then they evaluate the patent

. an cover. [f they feel they want to get into the field, they will try to get a license. If
i they cannot get a license in a Government-owned situation, they will go to the -

Government agency involved, and they wili say, ‘| cannot get a license.” They U
will point to the conditions which the IPA specify as to when march-in rights
should be applied; they will provide the information necessary for that evaluation

to be made, and we submit in any given situation where march-in should be

_applied, they will be applied."*
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