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[
Under Bayh-Dole, the Government has certain righis includint_l/r=|\paid-up license®
“and march-in rights.” Although the Government has never® exercised march-in rights

under this law, there have been several petitions to the Department of Healtly and

Human Services (HHS). - K K

i Q- MAFEH-3,-1997,-HHS -was-asked-by-CellRro.- Inc.-to-march-in.against JOhns -« e
Hopkins University and its licensees of three stem celi patents. The matter was

referred to NIH, which funded the research. NIH concluded that march-in proceedings

were not warranted and denied the petition on August 8, 1997.°

An article by Peter S. Ao and Michael H. Davis' submits that march-in rights
should be used to combat the high price of drugs invented by universities with federal

& 35 USC 202(c)(4).

7 35 USC 203.

8 Several authors have suggested that the Government will never exercise these
rights. See Bar-Shalom and Cook-Deegan, "Patents and Innovation in Cancer

. Therapeutics: Lessons from CellPro," 80 The Milbank Quarterly 637, 661 (2002) and-
McCabe, "Implications of the CellPro Determination on Inventions Made with Federal
Assistance: Will the Government Ever Exercise Its March-in Rights?," 27 Public
Contract Law Journal 645 (1998).

® For a description and analysis of the Cellpro case by two NIH attorneys, see -
McGarey and Levey, "Patents, Products, and Public Health: An Analysis of the CellPro
March-In Petition," 14 Berkeley Tech. L.J. 1095 (1999). There has been some criticism
of the Cellpro decision. See Bar-Shalom et al. and McCabe, n.8. _

¥ Peter Amo and Michael Davis, "Why Don't We Enforce Existing Drug Price
Controls? The Unrecognized and Unenforced Reasonable Pricing Requirements
Imposed upon Patents Deriving in Whole or in Part from Federally Funded Research,”
75 Tulane Law Review 631 (2001).

" The authors presented similar arguments in an op-ed article in the Washington
Post on March 27, 2002 entitled "Paying Twice for the Same Drugs." This was rebutted
by Birch Bayh and Robert Dole in another op-ed article in the Washington Post on April
11, 2002 "Our Law Helps Patients Get New Drugs Sooner,” that '

"Bayh-Dole did not intend that government set prices on resulting products. The
law makes no reference to a reasonable price that should be dictated by the
government .... The [Arno and Davis] article also mischaracterizes the rights
retained by the government under Bayh-Dole. The ability of the government to
revoke a license granted under the act is not contingent on the pricing of the
resulting product or tied to the profitability of a company that has commercialized
a product that results in part from government-funded research. The law instructs
the government to revoke such licenses only when the private industry
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funding.” On January 29, 2004, James. Love and Sean Flynn filed two petitions to HHS
on behalf of Essential Inventions, Inc. relying on this theory. These petitions are still
pending.'? But before examining this claim, we should first consider the history of
march-in rights.

--History

March-in rights existed prior to Bayh-Dole and were described in the Presidential
Memorandum and Statement of Government Patent Policy by Kennedy (1963)' and
Nixon {(1971)*. These were implemented in the Federal Procurement Regulations'
and various agency procurement regulations. In addition, they were mentioned in the
Attorney General's Report in 1947."® That Report recommended that "[flhe contractor
(or his assignee) shall be required to offer nonexclusive licenses at a reasonable royalty
to all applicants” if the contractor or assignee does not place the invention in adequate
commercial use within a designated period."”

According to section 1(f) of the Kennedy Memorandum, the Government shall
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

collaborator has not successfully commercialized the invention as a product."

2. A public meeting was held at NIH on May 25, 2004 to discuss the petition on the
patents owned by Abbott Laboratories on Norvir, which is useful in the treatment of
AIDS. Statements were made by Mr. Latker, Mr. Love and former Senator Bayh and a
number of other people.

¥ 28 Fed. Reg. 10,943 (October 12, 1963}

* 36 Fed. Reg. 16,887 (August 26, 1971).

¥ Section 1-9.107-3(b) of the Federal Procurement Regulations, 38 Fed. Reg.
23782 (September 4, 1973) as revised by 40 Fed. Reg. 19814 (May 7, 1975).

% Report and Recommendations of the Attorney General to the President,
"Investigation of Government Patent Practices and Policies" (1947)

7 Recommendation 2(d), Volume 1 of the Attorney General Report, Chapter Four,
page 76. '

¥ The Memorandum refers to principal or exclusive rights and not ownership
because of the required Government irrevocable paid-up license for Government
purposes throughout the world.

' As defined in section 4(g), "to the point of practical application” means to
manufacture in the case of a composition or product, to practice in the case of a
process, or to operate in the case of a machine and under such conditions as fo
establish that the invention is being worked and that its benefits are reasonably
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issues to bring the invention to the point of practical application or (2) has made the
invention available 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

~ period of time. There was also a march-in right in section 1(g) if the invention is

-.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
circumstances. As stated in the fourth paragraph of the Kennedy Memorandum, the
reason for march-in rights was to "guard against failure to practice the invention."

The march-in rights in section 1({f) of the Nixon Memorandum are very similar® to
those in the Kennedy Memorandum except that the utilization requirement was
expanded {0 assignees and licensees and the Government could also require the
granting of an exclusive license to a responsible applicant on terms that are reasonable
under the circumstances. The latter change probably arose because of the new - %&5’
emphasis on exclusive licensing by the Government. The health march-in right in

‘section 1(g) was expanded to refer to safety. It is interesting that the concept of

"reasconable terms” is used in the Presidential Memoranda with respect to licensing and
not to the availability or price of a patented invention arising from federally funded -
research.?! -

available to the public."

2 The definition of "to the point of practical application" was unchanged.

21 Gimitarly, the NIH IPA required in section VI(e) that: "Any license granted . . .
under any patent application or patent on a subject invention shall include adeguate
safeguards against unreasonable royalty and repressive practices. Royalties shall not,
in any event, be in excess of normal trade practice. . . ." The NSF IPA required in

section VI(e) that "Royalties shall not normally be in excess of accepted frade practice.™

The University Patent Policy Ad HoC Subcommittee of the Committee on Government
Patent Policy of the Federal Council of Science and Technology issued a report in 1876
which recommended in section 8 that any agency IPA contain a restriction that royalty
charges be limited to what is reasonable under the circumstances or within the industry
involved.

% Prior to Bayh-Dole, there was some activity with march-in rights. See Hearings
on 3. 1215, Subcommittee on Science, Technology and Space of the Commiittee on
Commerce, Science, and Transportation, 96th Cong., 1st sess. (1979), p. 366, Dale
Church of DoD responding to Senator Stevenson question: "Has the Department
exercised march-in rights?" "Only once can | recall there was a case where we
exercised march-in rights. It was a case involving two patents held by MIT. There was
a complainant who felt as those the patents were not being utilized. As to one of the
patents, it was found that MIT was using it and was allowed to exclusive title. In the
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 Prior o Bayh-Dole, there was not much?? activity in march-in rights. At most, the K
focus was on whether a particular invention funded by the Government was being used.

Bayh-Dole

.!\./!arc:h-in.Ac-ﬁghtsx-undermBayh-Dole-,ares-provided ...fon,university«and,w.smaIInbusiness. .

inventions made with federal funding in 35 USC 203 and for inventions by large
businesses in 35 USC 210(c). The funding agency may take action if the contractor or
grantee or assignee? has not taken, or is not expected to take within a reasonable
time, effective steps to achieve practical application in a field of use.?® "Practical
application" is defined in 35 USC 201(f) to mean "to manufacture in the case of a
composition or product, to practice in the case of a process or method, or {o operate in
the case of a machine or system and in each case, under such conditions as to
establish that the invention is being utilized and that its benefits are to the extent
permitted by law or Government regulations available to the public on reasonable
terms."® Section 203 not only authorizes the funding agency to require the contractor
or grantee, its assignee or exclusive licensee to grant a license to a responsible
applicant but itself can grant a license if the ordered party refuses to grant a license.?

Any decision {0 exercise march-in is appealable to the Court of Federal Claims

case of the other, we found that MIT was not efficiently using it, and they did provide for
the complainant to use the patent." See also, n.121 of Alstadt, "The 1980 Patent Rights
Statute: A Key to Alternate Energy Sources," 43 University of Pittsburgh Law Review
73, 95 (1981) which discusses march-in activity at NIH, NSF and the Air Force and
n.245 of Sidebottom, "Intellectual Property in Federal Government Contracts: The Past;
The Present and One Possible Future,” 33 Public Contract Law Journal 63, 95 (2003)

- which refers to two march-ins by the predecessor to the Department of Energy in 1974.

3 |t is interesting that § 203 does not mention "licensee" as did the Nixon:
Memorandum and so does not consider the commercialization activities of the %
contractor's licensee.

24 There are three other bases for exercising march-in rights. 35 USC 203(1)b)-(d).
Two relate to health, safety or public use and so are similar to the Nixon Memorandum
except that they come into play only if the contractor, grantee, assignee or licensee
cannot reasonably alleviate or satisfy such needs. The third basis relates to a breach
of the "domestic manufacturing” requirement in 35 USC 204.

2 This definition differs from the Kennedy and Nixon Memoranda, which say merely
"that its benefits are reasonably accessible to the public.”

% The granting of any license by the Government would be unusual since it is not
the patent owner. If there were royalties, it is assumed that they would belong {o the
patentee or exclusive licensee.
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within 60 days. The agency's decision is held in abgyance until all appeals are
‘exhausted. A decision not to exercise rights is net reviewable.”” The Bayh-Dole

regulation in 37 CFR 401.6 sets forth a WUlti-step process although the
agency can terminate the proceedings a ime.?® The regulation allows an agency

--to.dnitiate.a.march-in-proceeding.“[wlhenever il receives information that it believes

might-warrant the exercise-of- mareh-in-rights.”2.-Since the regulation. provides.no.._.. ...
criteria for the initiation of a proceeding, an agency appears to have unlimited discretion
on whether or not to initiate one.®* However, before initiating a proceeding, the agency
is required first to notify the contractor and request its comments.®

According to the legislative history®*? of Bayh-Dole, "ftlhe Government may
'march-in’ if reasonable efforts are not being made to achieve practical application, for
alleviation of health and safety needs, and in situations when use of the invention is
required by Federal regulations." "March-in' is intended as a remedy to be invoked by
the Government and a private cause of action is not created in competitors or other ;
_outside parties, although it is expected that in most cases complaints from third- parties <
will be the basis for the initiation of agency action." f i%

In H.R. 6933, a companion bill to S. 414 which resulted in Bayh-Dole, there was
a march-in rights provision, section 387, which was similar o 35 USC 203. Under (a)(1)
of the provision, an agency could terminate the contractor's titfe or exclusive rights or

27 See S. Rep. 96-480, at 34 ("Marchin' is intended as a remedy to be invoked by
the Government and a private cause of action is not created in competitors or outside
parties, although it is expected that in most cases complaints from third parties will be
the basis for the initiation of agency action.”).

#8 37 CFR 401.6(j). Thus, one author has concluded that the procedures have a
built-in asymmetry which discourages march-in. See Bar-Shalom et al., n.8 at 667
("The procedures stipulated in Bayh-Dole also have a built-in asymmetry that
discourages march-ins. If an agency decides not to march-in, the case is over. If it does
decide to march in, the party whose patent is subject to compulsory licensing can
contest the decision, which compels the agency to defend its action against a parly with
a strong financial stake.")

2 37 CFR 401.6(b).

3 Failure to enforce a statute is presumptively discretionary and therefore
unreviewable under the Administrative Procedure Act. Heckler v. Chaney, 470 U.S.
821, 837-38 (S.Ct. 1985). However, Arno and Davis, n.10, at 689-90, n.366, suggested
that an argument could be made that the detailed requirements in 35 USC 202 amounts
to the kind of guidelines that would render the agencies' actions reviewable.

3 |d.

32 S.Rep. 96-480, 96th Cong, 1st sess., pg 33.
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require the contractor to grant licenses if the contractor has not taken and is not
expected fo take timely and effective action to achieve practical application in one or
more fields of use. According to the legislative history, this section was "intended to
continue existing practice and the [House Judiciary] Committee intends that agencies
i _march-| |n n_provisions in : nanner as m the

tr

o~V Although H.R. 6933 was ultimately replaced by S. 414, the discussion by the
House Judiciary Commitiee is considered relevant fo 35 USC 203 because of the
similarity in language and that it is included in the legislative history of Bayh-Dole.
Thus, it does not appear that Congress intended that there be any change in the
application of march-in rights by the agencies, which prior to that time focused on the
non-use of federally funded patented inventions as is evident from the previous
discussion of the history under the Presidential Memoranda. If Congress meant to add
a reasonable pricing requirement, it would have set forth one explicitly in the law or at
least described it in the accompanying reports. That a new policy could arise out of

silence would truly be remarkable. Further, one of the stated objectives of Bayh-Dole is

to "protect the public against nonuse or unreasonable use." 35 USC 200. It does not
say "unreasonable prices."*

Recent Petitions by Essential Inventions, Inc.

It may be instructive to apply 35 USC 203(1)(a) to the fact situations in the two
recent petitions by Essential Inventions for HHS to march-in. One petition relates to
Xalatan, a drug for the treatment for glaucoma invented by Columbia University under a
grant from the National Eye Institute and exclusively licensed to Pharmacia :
Corporation, now owned by Pfizer (U.S. Patent 4,599,353). The other relates to Norvir,
a drug for the treatment of AIDS invented by Abbott Laboratories under a contract from
the National Institute for Allergy and Infectious Diseases (U.S. Patent 6,232,333).

According to one petition, Pfizer sells Xalatan in the United States for 2-5 times
the price charged in Canada and Europe. The drug is said to cost as much as $65 for a
4-6 week supply aithough the cost of the active ingredient is less than 1% of the sales
price. By 2000, the sales of Xalatan were over $500 million a year. This is considered
unreasonable in view of the taxpayer support of the research at Columbia University of
over $4 million.

*# House Report No 96-1307, Part 1, House Judiciary Committee, September 9,
1980, Legislative History of PL 96-517, Congressional News 6460, 6474.
3 Arno and Davis, n.10 at 683, argued that "unreasonable use" includes

" unreasonable prices.
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But, how does this relate to march-in? Clearly, the benefits of this drug are
available to the public in view of the substantial sales. The fact that the price may be
high compared to the manufacturing costs or is less outside of the United States has no
refevance to 35 USC 203(1)(a). Rather, Columbia University (the contractor) has

complied with, this_statiite because, by.licensing Pfizer which.is utilizing.the.invention, .it
took effective® steps to achieve practical application. The reference to "reasonable
terms" in the definition of "practical application” in 35 USC 201(f) relates to the licensing
terms of the contractor and not the price charged by the licensee.®® In view of the large
amount of sales, the royalty terms are presumed te be reasonable, especially in the
absence of any evidence to the contrary. Licensors generally do not control the price of
the licensed product but if they did, such provisions may violate the antitrust laws.

With Norvir, Abbott Laboratories is the contractor and there is no licensee. In the
absence of a license, there is no issue of reasonabile terms as explained above.
However, the petition considers the recent dramatic price increase® as being
"unreasonable” in view of the substantiai® funding of the research by NIH. However,
since Norvir is available to the public from Abbott either directly or through other
companies which purchase it from Abbott, there does not appear to be any basis.to .
conduct a march-in rights proceeding under 35 USC 203(1)(a).*® By manufacturing and
selling Norvir, Abbott took effective steps to achieve practical application. According to
the petition, the sales of Norvir through 2001 is more than $1 billion and may reach $2-
billion over the next ten years.

Reasonable Pricing

Arno and Davis maintain that "[tjhe requirement for 'practical application’ seems
clearly to authorize the federal government to review the prices of drugs developed with
public funding under Bay-Dole terms and to mandate march-in when prices exceed a

-reasonable level."® The authors further suggest that under Bayh-Dole, the contractor

% There is no requirement that practical application must be achieved.
% Under IPAs on which Bayh-Dole was based, universities were required to charge
reasonable royalties. See n.20.

. 37 Essential Inventions, Inc. filed a complaint with the Federal Trade Commission on
January 29, 2004 aileging that the 400% increase in price for Norvir on December 2003
violated the antitrust laws.

3 A witness at the NIH public meeting on May 25, 2004 indicated that the funding
was around $3.5 million.

3 But see 35 USC 203(1)(b), the march-in for health.

% Arno and Davis, n.10 at 651.
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may have the burden to show that it charged a reasonable price.*’ This could be made
part of its development or marketing plan.#?

As we have mentioned previously, there is very little legislative history on

march-in rights and nothing relating to when.it is.to be used. Similarly,. Arno. and. Davis._
~ acknowledge.there.is.no clear.legislative history.on.the.meaning.of "available to.the -
public on reasonable terms,"* but yet they conclude that "there was never any doubt
that this meant the control of profits, prices and competitive positions."** Support for
this surprising® conclusion is said to be found in unrelated testimony during the
Bayh-Dole hearings and other Government patent policy bills which did not pass as
suppiemented by a number of non-patent regulatory cases to show the phrase q,_
reasonable ferms” may include price. : _?//.Z/; ¢ g (i?»,-p;t .

Then after convincing themselves they have made their case, the authors
criticize Bayh-Dole and the Depariment of Commerce implementing regulation in 37
CFR 401 for leaving the enforcement of reasonable prices up to the agencies.* Finally,
* the authors accuse GAQ as commiitting the "fatal error of confusing march-in rights with
simple working requirements.”” Of course, all this criticism is misplaced since there is
no evidence that Congress intended there to be a reasonable pricing requirement in-
Bayh-Dole.

We submit the interpretation taken by Arno and Davis is inconsistent with the
intent of the Bayh-Dole especially since that law was intended to minimize the costs of
administration,*® which would not be the case if agencies were responsible for ensuring
reasonable prices for any patented invention, not just a drug, arising out of federal

1 |d. at 653. :

*2 There is no requirement in Bayh-Dole for contractors to have such a plan
although there is one for Federal laboratories in 35 USC 209. In 2000, Congressman
Sanders offered an amendment to HHS appropriations bill H.R. 4577 which would apply
the licensing requirements for Federal laboratories to universities. See discussion of
Sanders' amendment in Ao and Davis, n.10 at 635 n.12, 666 and 667 n.227. The
amendment was not adopted.

4 Arno and Davis, n.10 at 649.

4 |d. at 662.

4 Compare this with the authors' opinion of NIH's "unbelievable" complaints that
price review is beyond its ability notwithstanding the "countless" cases and "host of"
statutes fo the contrary. See n.10 at 651-2.

€ Arno and Davis, n.10 at 648-49.

47 Arno and Davis, n.10 at 676, n.273.

48 35 USC 200.




Norman Latker - march-in article with Latker.d02.wpd Page 107

funding.

We recognize that the Presidential Memoranda and 35 USC 203 mention
"available on reasonable terms” but one has to understand the context of the term in

the statute. _As previously mentioned with respect to the history of march-in and the two

recent.petitions.to.HHS -that term.relates.to licensing..-Thus;.a.university. licensing*2.its ...

invention to a drug company which sells the patented product to the public is fulfilling its
responsibility under Bayh-Dole of making the benefits of the invention available to the
public on reasonable terms.

Although we disagree with the interpretation of 35 USC 203 by Amo and Davis,
Congress could decide to amend Bayh-Dole to impose a reasconable pricing -
requirement. However, we would not recommend such a change because of the
difficulty in determining what is "reasonable."® Furthermore, that would make any>
patent license granted by a Government contractor or grantee subject to attack, which
would discourage or inhibit the commercialization of Government-funded technology.*
At one time, NIH had a reasonable pricing® requirement in its CRADAs by withdrew it in
1995 after participation in CRADAs by industry had dropped substantially.

Conclusion

4® A university generally is not permitted to assign its invention. See 35 USC
202(c)(7)(A).

%0 See testimony by Bernadine Healy, Director of NIH, on Feb. 24, 1993 that NIH is
not equipped, either by its expertise or its legislative mandate, to analyze private sector -
product pricing decisions. See Arno and Davis, n.10 at 670, n.245, citing Daily Rep. for
Executives (BNA), No. 9 (Feb. 25, 1993).

5t Although 35 USC 203 applies only to nonprofit organizations and small business
firms, it was expanded {0 large businesses by 35 USC 210(c).

52 This could be especially damaging for biotech inventions. See McCabe, n.8 at
645. However, a conirary view is taken by Eberle, "March-In Rights Under the
Bayh-Dole Act: Public Access to Federally Funded Research,” 3 Marquette Intellectual
Property Law Review 155 (1999) ("l argue, by contrast, that a march-in under one of
the four circumstances enumerated in the Act would not harm technology transfer.”

% Amo and Davis suggest that march-in rights apply to CRADAs although they are
not funding agreements as defined by Bayh-Dole. See Arno & Davis, n.10 at 645.
However, CRADAs have their own march-in rights provision in 15 USC 3710a(1)(B) and
{C)) although it is more limited than 35 USC 203 and does not refer to "practical
application." The only mention of reasonable terms is with respect to a license to be
granted by the Government in B(i).

10
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It is our opinion that there is no reasonable price requirement under 35 USC
203(1)(a)(1) considering the words of this section, the statutory legislative history and
the prior history and practice of march-in rights. Rather, this provision is to assure that

contractorutilizes.or commercializes the funded.invention.*?_However. thatdoesnot S

mean.that.the-price.charged for.a.drug invented.with-Government funding.is.never.a

concern to the funding agency. There are other mechanisms to address this concern,
including the health march-in of 35 USC 203(1)(a}(2), the Government license in 35
USC 202(c)4) and eminent domain in 28 USC 1498(2).>° In addition, NIH asserted
co-inventorship in AZT which contributed to reducing the cost for this important AIDS
drug sold by Burroughs Welcome even though the claim of co-ownership was not
sustained in court.®®

2nd Draft
6/06/04

% See Alstadt, n.22 at 81.

%5 See McGarey and Levey, n.9 at 1116.

% See Lacey et al., "Technology Transfer Laws Governing Federally Funded
Research and Development," 19 Pepp. L.R. 1,2 (1891) and Ackiron, "The Human
Genome Initiative and the Impact of Genetic Testing and Screening Technologies: Note
and Comment: Patents for Critical Pharmaceuticals: The AZT Case,"

17 Am. J. L. and Med. 145 (1991).

11
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DRAFT
Reasonable Pricing. - A New Twist for March in Rights
under the Bayh-Dole Act

In 1980, the Bayh—Doie Act gave universities and small businesses the right to
own their inventions made with federal funding. Prior to this time, the only existing
statutes required certain agencies to own inventions arising from funded research. This
law was developed with bipartisan support and the principal sponsors were Senators
Robert Dole, a Republican from Kansas and Birch Bayh, a Democrat from Indiana. In a
memorandum?® in 1983 and Executive Order 125914 in 1987, President Reagan applied
this law to large business contractors.,

Universities have been very successful in commercializing their inventions.
Bayh-Dole is generally credited for contributing to the dramatic increase over the last 20
years in the number of university inventions, patents, licenses and royalties.

' Patent Counsel, Department of Commerce, A.B. Princeton University, J.D.
Georgetown Law Center. Member of the Bars of the District of Columbia and Virginia.
The views expressed herein are those of the authors and not necessarily of the
Department of Commerce or the U.S. Government.

- 2 Associate at Browdy & Niemark. B.S.C.E. University of lllinois,

‘Champaign-Urbana, J.D., University of lllinois, Champaign-Urbana. Member of the
Bars of the District of Columbia and lliinois. As HEW Patent Counsel, Mr. Latker was a -

maijor contributor to the drafling of the Bayh-Dole Act, and as the Department of
Commerce's Director of Federal Technology, drafted the 1984 amendments to that Act,
the implementing regutation in 37 CFR Part 401 and the Federal Technology Transfer
Act of 1986.

8 Memorandum on Government Patent Policy, 1983 Pub Papers 248, 252 (Feb. 18,
1983).

4 3 CFR § 220 (1988), reprinted in 15 U.S.C. 3710 app. at 1374 75 (1988).

5 35 U.S.C. 202(c){4).

& 35 U.8.C. 203.

T Several authors have suggested that the Government will never exercise these
rights, See Bar-Shalom and Cook-Deegan, "Patents and Innovation in Cancer
Therapeutics: Lessons from CellPro," 80 The Milbank Quarterly 637, 661 (2002) and
McCabe, "Implications of the CellPro Determination on Inventions Made with Federal
Assistance: Will the Government Ever Exercise lts March-in Rights?,” 27 Pub. Contr.
L.J. 645 (1998). See also Admiral Rickover, no supporter of the Bayh-Dole Act,
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Under Bayh-Dole, the Government has certain rights including a paid-up license®
and march-in rights.® Although the Government has never’ exercised march-in rights
under this law, there have been several péetitions to the Department of Health and
Human Services (HHS). '

__On.March.3, 1997, HHS.was asked.by CellPro, Inc..

Hopkins University and its licensees of three stem cell patenté. The matter was
referred to NIH, which funded the research. NiH concluded that march-in proceedings
were not warranted and denied the petition on August 8, 1997 2

An article by Peter S. Arno and Michael H. Davis® asserts that march-in rights
should be used to combat the high price of drugs invented by universities with federal

considered that march-in as a safeguard was "largely cosmetic" because in the rare
case of an agency exercising march-in, it would take years of litigation. The University
and Small Business Patent Procedures Act, Hearings before the Senate Committee on
Judiciary, 96th Cong., 1st Sess., 1979, at 160.

5 35 U.S.C. 202(c)(4).

& 35 U.8.C. 203.

8 For a description and analysis of the Cellpro case by two NIH attorneys, see
McGarey and Levey, "Patents, Products, and Public Health: An Analysis of the CellPro
March-in Petition," 14 Berkeley Tech. L.J. 1095 (1999). There has been some criticism
of the Celipro decision. See Bar-Shalom et al. and McCabe, n.7 and also Mikhail,
"Hopkins v. CellPro: An lllustration That Patent Licensing of Fundamental Science Is
Not Always in the Public Interest," 13 Harvard J.L. Tech. 375 (2000).

9 Peter Amo and Michael Davis, "Why Don't We Enforce Existing Drug Price

..Controls? The Unrecognized and Unenforced Reasonable Pricing Requirements. ..
Imposed upon Patents Deriving in Whole or in Part from Federally Funded Research,”
75 Tulane L. Rev. 831 (2001).

* The authors presented similar arguments in an op-ed article in the Washington
Post on March 27, 2002 entitled "Paying Twice for the Same Drugs." This was rebutted
by Birch Bayh and Robert Dole in another op-ed article in the Washington Post on April
11, 2002 "Our Law Helps Patients Get New Drugs Sconer," that

"Bayh-Dole did not intend that government set prices on resulting products. The
law makes no reference to a reasonable price that should be dictated by the
government .... The [Armo and Davis] article also mischaracterizes the rights
retained by the govermment under Bayh-Dole. The ability of the government to
revoke a license granted under the act is not contingent on the pricing of the
resulting product or tied to the profitability of a company that has commercialized
a product that results in part from government-funded research. The law instructs
the government to revoke such licenses only when the private industry '
collaborator has not successfully commercialized the invention as a product.”
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funding.”® On
January 29, 2004, James Love and Sean Flynn filed two petitions to HHS on behalf of

. Essential Inventions, Inc. relying on this theory. These petitions are still pending.!" - But

before examining this theory, we should first consider the history of march-in rights.

March-in rights existed prior to Bayh-Doie and were described in the Presidential
Memoranda and Statements of Government Patent Policy by Kennedy (1963)'? and
Nixon (1971)". These were implemented in the Federal Procurement Regulations*
and various agency procurement regulations. In addition, they were mentioned in the
Attorney General's Report in 1947.'® That Report recommended that "ftlhe contractor

- (or his assignee) shall be required to offer nonexclusive licenses at a reasonable royalty

to all applicants" if the contractor or assignee does not place the invention in adequate

"% The authors presented similar arguments in an op-ed article in the Washington

Post on March 27, 2002 entitied "Paying Twice for the Same Drugs." This was rebutted: -~
by Birch Bayh and Robert Dole in another op-ed article in the Washington Post on April -

11, 2002 "Qur Law Helps Patients Get New Drugs Sooner,” that
"Bayh-Dole did not intend that government set prices on resulting products. The
law makes no reference to a reasonable price that should be dictated by the
government .... The [Amo and Davis] article also mischaracterizes the rights
retained by the government under Bayh-Dole. The ability of the government to
revoke a license granted under the act is not contingent on the pricing of the
resulting product or tied to the profitability of a company that has commergialized

a product that results in part from government-funded research. The law instructs -

the government fo reveoke such licenses only when the private industry
collaborator has not successfully commercialized the invention as a product.”

" A public meeting was held at NIH on May 25, 2004 to discuss the petition on the
patents owned by Abbott Laboratories on Norvir, which is useful in the treatment of
AIDS. Statements were made by Mr. Latker, Mr. Love and former Senator Bayh and a
number of other people.

2 28 Fed. Reg. 10,943 (Oct. 12, 1963).

13 36 Fed. Reg. 16,887 (Aug. 26, 1971).

" Section 1-9.107-3(b) of the Federal Procurement Reguiations, 38 Fed. Reg.
23782 (Sept. 4, 1973) as revised by 40 Fed. Reg. 19814 (May 7, 1975). The standard
patent rights clause is now in 37 CFR 401.14 and 48 CFR 52.227-11.

5 Report and Recommendations of the Attorney General to the President,
"Investigation of Government Patent Practices and Policies"” (1947). _

8 Recommendation 2(d), Volume 1 of the Attorney General Report, Chapter Four,
page 76.
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commercial use within a designated period.*®
According to section 1(f) of the Kennedy Memorandum, the Government shail
. 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 the invention to the point of practical application’®.or (2).has.made.the.............
invention available 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
period of time. There was also a march-in right in section 1(g) if the invention is

. required for public use by Government regulations or as may be necessary to fulfill -
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
circumstances. As stated in the fourth paragraph of the Kennedy Memorandum, the
reason for march-in rights was to "guard against failure to practice the invention.”

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
to assignees and licensees and the Government could also require the granting of an
exclusive license to a responsible applicant on terms that are reasonable under the
circumstances. The health march-in right in section 1(g) was expanded to refer to
safety. Itis interesting that the concept of "reasonable terms" is used in the Presidential
Memoranda with respect to the required licensing and not to the availability or price of a

+ patented invention arising from federally funded research.

18 Recommendatlon 2(d), Volume 1 of the Attorney General Report, Chapter Four,
page 76.

7 The Memorandum refers to principal or exclusive rights and not ownership
because of the required Government irrevocable paid-up license for Government
purposes throughout the world.

8 As defined in section 4(g), "to the point of practical application" means to
manufacture in the case of a compaosition or product, to practice in the case of a
process, or to operate in the case of a machine and under such conditions as to
establish that the invention is being worked and that its benefits are reasonably
available to the public."

** The definition of "to the point of practical application" was unchanged.

% See Hearings on S. 1215, Subcommittee on Science, Technology and Space of
the Committee on Commerce, Science, and Transportation, 96th Cong., 1st Sess.,
1979 at 366, where Dale Church of the Department of Defense responded fo Senator
Stevenson's question: "Has the Department exercised march-in rights?" "Only once
can | recall there was a case where we exercised march-in rights. It was a case

4
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Prior to Bayh-Dole, there was little® activity in march-in rights. At most, the focus
was on whether a particular invention funded by the Government was being used.

Institutional Patent Aqreements

_The Bayh-Dole Act relies.heavily on Institutional Patent Agreements (IPA).which. ..

were used by NIH beginning in 1986 and NSF in 1973 to handle inventions for
universities with an approved patent policy. Under the IPA, the university had the
automatic rights o any invention made with NIH or NSF funds and did not have to
request rights under a deferred determination policy. Bayh-Dole can be considered a
codification? of the IPA, which was authorized for all agencies in 1978. The model IPA
- was developed by the University Patent Policy Ad Hoc Subcommittee?? of the
Committee on Government Patent Policy of the Federal Council of Science and
Technology after receiving comments from many agencies and universities. However,
implementation of the IPA was postponed for 120 days at the request of Senator
Gaylord Nelson on March 17, 1978, who held hearings.®® The IPA regulation became
- effective on July 18, 1978.%#

involving two patents held by MIT. There was a complainant who felt as those the
patents were not being utilized. As to one of the patents, it was found that MIT was.
using it and was allowed to exclusive title. In the case of the other, we found that MIT"
was not efficiently using it, and they did provide for the complainant to use the patent.”
See also, n.121 of Alstadt, "The 1980 Patent Rights Statute: A Key to Alternate Energy
Sources," 43 U. Pitt. L. Rev. 73, 95 (1981) which discusses march-in activity at NIH,
NSF and the Air Force and n.245 of Sidebottom, "Intellectual Property in Federal
Government Contracts: The Past, The Present and One Possible Future,” 33 Pub.
Cont. L.J. 63, 95 (2003) which refers to two march-ins by the predecessor to the
Department of Energy in 1974, '

21 There are a number of common elements: (1) restriction against assignment
of inventions except to a patent management organization, {2) limitation on the term of
an exclusive license, which was removed when Bayh-Dole was amended in 1984, (3)
requirement that royalty income must be shared with inventors and the remainder used

- for education and research purposes, (4) requirement that any patent application
contain a reference to the federal support which resuited in the invention and (5) a
paid-up license to the Government.

22 Chaired by Norman Latker and included John Raubitschek as a member.

23 Hearings before the Subcommittee on Monopoly and Anticompetitive
Activities of the Senate Select Committee on Small Business, 95" Cong., 2" Sess.,
1978, at 4.

24 Hearings, n.23 at 1014.
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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; : o

"Much has been said about march-in rlghts__-_Ihe~p01nthasbeen[alsedjhat '

. march-in rights have beér 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
contrary. Where an invention is significant, we submit that the marketplace wili
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
cover. If they feel they want to get into the field, they will try to get a license. If
they cannot get a license in a Government-owned situation, they will go to the
Government agency involved, and they will say, *| cannot get a license.” They
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 g:ven situation where march-in should be
applied, they will be applied."*

lt is of interest that the model IPA contained a requirement that the royalties "be
. limited {o what is reasonable under the circumstances or within the industry involved."?
. Thus, the focus of reasonable terms was on the licensing by the universities and not the....
price of the licensed product. Further, this was done under a specific ¢lause and not as .
_part of march-in.

The Bayh-Dole Act

March-in rights under Bayh-Dole are provided for.university and small business
inventions made with federal funding in 35 U.S.C. 203 and for inventions by large

25 |d. at 577.

2 See 3.E. of the change to 41 CFR 101-1.4 contained in the Hearings n.23 at
1916. See also I1X(c) of the IPA "Royalties shall not normally be in excess of accepted
trade practice. ld. at 1826. Similarly, the NIH IPA required in section Vi(e) that: "Any
license granted . . . under any patent application or patent on a subject invention shall
include adequate safeguards against unreasonable royalty and repressive practices.
Royalties shall not, in any event, be in excess of normal trade practice. . . ." The NSF
IPA required in section Vi(e) that "Royalties shall not normally be in excess of accepted
trade practice."
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businesses in'35 U.8.C. 210(c). The funding agency may take action if the contractor
or grantee or assignee®” has not taken, or is not expected to take within a reasonable
time, effective steps to achieve practical application in a field of use.?® "Practical

- application" is defined in 35 U.S.C. 201(f) to mean "to manufacture in the case of a

composition or product, to practice in the case of a process or method, or io op_eratem

the case of a machine or system and ineach case under Slich. condltlons asto.....

estabiish that the invention is being utilized and that its benefits are to the extent
permitted by law or Government reguiations available to the public on reasonable
terms."? Section 203 not only authorizes the funding agency to require the contractor
or grantee, its assignee or exclusive licensee to grant a license to a responsible
applicant but itself can grant a license if the ordered party refuses to grant a license.®

Any decision to exercise march-in is appealable to the Court of Federal Claims
within 60 days. The agency's decision is held in abeyance until all appeails are
exhausted. A decision not to exercise rights is not reviewable 3! The Bayh-Dole
regulation in 37 CFR 401.6 sets forth a complex multi-step process although the
agency can terminate the proceedings at any time.** The regulation allows an agency .
to initiate a march-in proceeding "[wjhenever if receives information that it believes

27 |t is interesting that § 203 does not mention "licensee" as did the Nixon
Memorandum and so does not directly consider the commercialization activities of the
contractor's licensee.

28 There are three other bases for exercising march-in rights. 35 U.S.C.
203(1)(b)-(d). Two relate to health, safety or public use and so are similar to the Nixon
Memorandum except that they come into play only if the contractor, grantee, assignee
or licensee cannot reasonably alleviate or satisfy such needs. The third basis relates to

a breach of the "domestic manufacturing" requirement in 35 U.S.C. 204.

2 This definition differs from the one in Kennedy and Nixon Memoranda, which say
merely "that its benefits are reasonably accessible to the public."

3 The granting of any license by the Government would be unusual since it is not
the patent owner. If there were royalties, it is assumed that they would belong to the
patentee or exclusive licensee.

¥ See S.Rep. 96-480, 96th Cong, 1st Sess., 1979 at 34,

32 37 CFR 401.6(j). Thus, one author has concluded that the procedures have a
built-in asymmetry which discourages march-in. See Bar-Shalom et al., n.7 at 667
("The procedures stipulated in Bayh-Dole also have a built-in asymmetry that
discourages march-ins. If an agency decides not to march-in, the case is over. If it does
decide to march in, the party whose patent is subject to compulsory licensing can
contest the decision, which compels the agency to defend its action against a party with
a strong financial stake.")

3 37 CFR 401.6(b).
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might warrant the exercise of march-in rights."?® Since the regulation provides no
criteria for the initiation of a proceeding, an agency appears to. have unlimited discretion
on whether or not to initiate one.* However, before initiating a proceeding, the agency.
is required first to notify the contractor and request its comments.®

. Accordmg to the legislative history® of Bayh-Dole,."[the. Government. may...
march -in' if reasonable efforts are not being made to achieve practical apphcatlon or
alleviation of health and safety needs, and in situations when use of the invention is
required by Federal regulations." "March-in’ is intended as a remedy to be invoked by
the Government and a private cause of action is not created in competitors or other
outside parties, although it is expected that in most cases complaints from third- parties
will be the basis for the initiation of agency action.”

In H.R. 6933, a companion bill to S. 414 which resuited in Bayh-Dole, there was

a march-in rights provision, section 387, which was similar in part to 35 U.S.C.
203(1)(a). Under 387(a)(1) of the provision, an agency could terminate the contractor's

-title or exclusive rights or require the contractor to grant licenses if the contractor has -
not taken and is not expected to take timely and effective action to achieve practical - -
application in one or more fields of use. According to the legislative history,* this .
section was "intended to continue existing practice and the [House Judiciary]
Committee intends that agencies continue to use the march-in provisions in a restrarned
and judicious manner as in the past.”

Although H.R. 6933 was ultimately replaced by S. 414, the discussion by the
House Judiciary Committee is considered relevant to 35 U.S.C. 203 because of the
similarity in language and that it is included in the legislative history of Bayh-Dole.
Thus, it does not appear that Congress intended that there be any change in the
application of march-in rights by the agencies, which prior to that time focused on the
non-utilization or non-working of federally funded patented inventions as is evident from
the previous discussion of the history under the Presidential Memoranda.

33 37 CFR 401.6(b).

* Failure to enforce a statute is presumptively discretionary and therefore
unreviewable under the Administrative Procedure Act. Heckler v. Chaney, 470 U.S.
821, 837-38 (S.Ct. 1985). However, Amo and Davis, n.10, at 689-90, n.366, suggested
that an argument could be made that the detailed requirements in 35 U.S.C. 202
amounts to the kind of guidelines that would render the agencies' actions reviewable.

% |d.

% S.Rep. 96-480, n.31, at 33-34.

¥ House Report No. 96-1307, Part 1, House Judiciary Committee, Sept. 9, 1980,
Legislative History of PL 96-517, reprinted in 1980 U.S.C.C.A.N. 6460, 6474.

8
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Recent Petitions by Essential Inventions, Inc.

It may be instructive to apply 35 U.S.C. 203(1)(a) to the fact situations in the two
recent petitions by Essential Inventions for HHS to march-in. One petition relates to

vented by Columbia University undera

“~Xalatan, a drug for the treatment for glaucoma'ir

grant from the National Eye Institute and excluswely licensed to Pharmacia
Corporation, now owned by Pfizer (U.S. Patent 4,599,353).%® The other relates to
Norvir, a drug for the treatment of AIDS invenied by Abbott Laboratories under a
contract from the National Institute for Allergy and Infectious Diseases (U.S. Patent
6,232,333).

According to the petition, Ffizer sells Xalatan in the United States for 2-5 times
the price charged in Canada and Europe. The drug is said to cost as much as $65 for a
4-6 week supply although the cost of the active ingredient is less than 1% of the sales
price. By 2000, the sales of Xalatan were over $500 million a year. The petition
considered this unreasonable in view of the taxpayer support of the research at
Columbia University of over $4 mitlion.

"Reasonable Terms" Relate to-Licensing

A review of the statute will make it clear that price charged by a licensee has no
direct relevance. As set forth in 35 U.S.C. 203(a)(1), the agency may initiate a
proceeding if it determines that the CONTRACTOR or assignee® has not taken, oris:
not expected to take within a reasonable time, effective steps to achieve practical

application of an invention made under the confract. Thus, a contractor does not have

to achieve practical application, only take effective steps.

If a confractor is not engaging in any commercial activity, an agency would need
to inquire as to what steps the contractor is planning on taking to commercialize in.a.

38 ltis of interest that Arno and Davis mentioned this drug as one where there
should have been price controls. See n.10 at 689. An extensive history of this drug is
provided by Garth and Stolberg, "Drug Makers Reap Profits on Tax-Backed Research,"
N.Y. Times, April 23, 2000, at A1. According to this article, when the patent application
was filed in 1982, no drug company in the United States was interested in a license
because of its unusual approach to treating glaucoma. Id. at A20.

39 Under 35 U.8.C. 202(c)(7), a university is not permitted to assign its
invention without the approval of the agency except to a patent management
organization.

40 Under both Presidential Memoranda, the time period was three years from

9




reasonable time. Since this involves future action and an undefined time period,* it is
not clear how an agency should evaluate this.*’ On the other hand, if the contractor
has licensed a company to make, use and sell the invention, such a contractor may be
considered as having taken effective steps even if no sales of the invention have yetto

occur if the licensee is practicing or using the invention. The fact that the definition for

. "practical applicafion” also requires that the benefits of the invention.must be ‘available.... .. .......

to the public on reasonable terms" applies only to the licensing, which is what the
university contractor is doing.*? Further, in any license agreement, the price of the
licensed product is left up to the discretion of the licensee® and if the license were to
specify a minimum sales price, this may constitute a violation of the antitrust laws. The
typical license has a due diligence clause so that if the licensee is not performing
adequately the commercialization, the university can terminate the license and seek
other licensees. ' -

With Norvir, Abbott Laboratories is the contractor and there is no licensee. In the
absence of any license, there is no issue of "reasanable terms” as explained above
notwithstanding the recent dramatic price increase* and the substantial*® funding of the
research by NIH. Further, since Norvir is available to the public from Abbott either
directly or through other companies which can purchase it from Abbott, there does not.

- appear to be any basis to conduct a march-in rights proceeding under 35 U.S.C.
203(1)(a).** By manufacturing and selling Norvir, Abbott has taken effective steps to-
achieve practical application. According to the petition, the sales of Norvir through
2001 is more than $1 biilion and may reach $2 billion over the next ten years.

the date patent issues.

41 A mere statement that a patent is available for licensing may not be
sufficient.

42 We note that NIH handled this a little differently in the CellPro march-in case
where NIH concluded that practical application had been achieved because the
licensee was manufacturing, practicing and operating the licensed product. See
McGarey and Levey, n.8 at 1101. Of course, in view of the substantial sales of Xalatan,
the benefits of this invention would have been reasonably availabig to the public under
this approach. ‘

4 Under [PAs on which Bayh-Dole was based, universities were required to charge
reasonable royalties. See n.26.

4 Essential Inventions, Inc. filed a complaint with the Federal Trade Commission on
January 29, 2004 alleging that the 400% increase in price for Norvir on December 2003
violated the antitrust laws.

% A witness at the NIH public meeting on May 25, 2004 indicated that the funding
was around $3.5 million.

4 But see 35 U.S.C. 203(1)(b), the march-in for health.

10
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Reasonable Pricing

Amo and Davis maintain that "[{Jhe requirement for 'practical application' seems
clearly to authorize the federal government to review the prices of drugs developed with .
_.-public funding under Bay-Dole terms and to.mandate march:in when prices exceed a : '
reasonable level."” The authors further suggest that under Bayh-Dole, the contractor
may have the burden to show that it charged a reasonable price.*® This could be made
part of its development or marketing plan.*

As we have mentioned previously, there is very little legislative history on
march-in rights and nothing relating to when it.is to be used.. Similarly, Arnc and Davis
acknowledge there is no clear fegislative history on the meaning of "available to the
public on reasonable terms,™? but yet they conclude that "there was never any doubt
that this meant the control of profits, prices and competitive positions."

Support for this surprising® conclusion is said to be found in unrelated testimony
during the Bayh-Doie hearings and other Government patent policy bills which did not
pass as supplemented by a number of non-patent regulatory cases to show the phrase
"reasonable terms" means "reasonable prices” Even if "reasonable terms" are
interpreted to include price, that does not necessarily mean that patented drugs funded
the Government must be sold on reasonable prices.

If Congress meant to add a reasonable pricing requirement, it would have set
forth one explicitly in the law or at least described it in the accompanying reports. That
a new policy could arise out of silence would truly be remarkable. There was no
discussion of the shift from the "practical application” language in the Presidential

4T Arno and Davis, n.9 at 651.
- 48 Id. at 653.

“ There is no requirement in Bayh-Dole for contractors to have such a plan
although there is one for Federal laboratories in 35 U.S.C. 209, In 2000, Congressman
Sanders offered an amendment to HHS appropriations bill H.R. 4577 which would apply
the licensing requirements for Federal laboratories to universities. See discussion of
Sanders' amendment in Arno and Davis, n.9 at 635 n.12, 666 and 667 n.227. The
amendment was not adopied.

% Arno and Davis, n.9 at 649.

5 |d. at 662.

52 Compare this with the authors' opinion of NiH's "unbelievable" complaints that
price review is beyond its ability notwithstanding the "countless” cases and "host of"
statutes to the contrary. See n.10 at 651-2.

11
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Memoranda and benefits being reasonably available to the public to benefits being
available on reasonable terms in 35 U.S.C. 203.

On the other hand, there was much debate during the Bayh-Dole hearings on

whether there should be a recoupment provision to address any windfall profits that a.

university may make out of research funded by the Government.*® There was a
recoupment provision in S. 414 as passed by the Senate passed but it did not become
law.>* Further, the limitation on the length of an exclusive license term in Bayh-Dole
until 1984 meant that other companies would have access to the patented technology
after 5 years from first commercial sale or 8 years from date of license.

Then after convincing themselves they have made their case, the authors
criticize Bayh-Dole and the Department of Commerce implementing regulation in 37
CFR Part 401 for leaving the enforcement of reasonable prices up to the agencies.®
Finally, the authors accuse GAO as committing the "fatal error of confusing march-in

"rights with simple working requirements."*® Of course, all this criticism is misplaced
since there is no evidence that Congress intended there to be a reasonable pricing
requirement in Bayh-Dole.

We submit the interpretation taken by Amo and Davis is inconsistent with the . B
intent of the Bayh-Dole especially since that law was intended to promote the utilization S
of federally funded inventions and to minimize the costs of administering the technology o
transfer policies.”” As pointed out by Justice Brennan, "a thing may be within the letter
of the law but not within the purpose of the law."® On the other hand, this would not be
the case if agencies were responsible for ensuring reasonable prices for any patented
invention, not just a drug, arising-out of federal funding. Further, one of the stated

53 S.Rep. 96-480, n.31, at 25-6.
54 Section 204 Return of Government Investment, _
5 Arno and Davis, n.9 at 648-49. '
% Amo and Davis, n.9 at 676, n.273.
5 35 U.S.C. 200.
58 United Steelworkers of America v. Weber, 443 U.S. 193, 197 (1979), citing
Holy Trinity Church v. United States, 143 U.S. 457, 459 (1892} and discussed in
Aldisert, "The Brennan Legacy: The Art of Judging,” 32 Loyola L.A. L. Rev. 673, 682-83
(1999).

% Thus, an agency may march-in for other than non-use of an invention. See S.
Rep. 96-480, n.31 at 30 ("The agencies will have the power to exercise march-in rights
to insure that no adverse affects result from retention of rights by these contractors.")

12




FNorman Latker - march-in article with Latker.d06.wpd ' Page 13 |

objectives of Bayh-Dole is to "protect the public against nonuse or unreasonable® use.”
35 U.8.C. 200. It does not say "unreasonable prices."®

We recognize that 35 U.S.C. 203 mention "available on reasonable terms" but

one has to understand the context of the term in the statute As prevuoustv mentloned

' relates to llcensmg Thus a umversnty Ilcensmg lts mventlon to a drug company wh|ch
sells the patented product to the public is fulfilling its responsibility under Bayh-Dole of
making the benefits of the invention available to the public on reasonable terms.

Although we disagree with the interpretation of 35 U.S.C. 203 by Arno and
Davis, Congress could decide to amend Bayh-Dole to impose a reasonable pricing
requirement. However, we would not recommend such a change because of the
difficulty in determining what is "reasonable."®' Furthermore, that would make any®
patent license granted by a Government contractor or grantee subject to attack, which

As Dr. Ancker-Johnson, former Assistant Secretary of Commerce, explained that.
march-in rights is to correct "should something go wrong™ and if there is "any remote.
possibility of abuse." The University and Small Business Patent Procedures Act,.
Hearings before the Senate Committee on Judiciary, 96th Cong., 1st Sess., 1979, at
153-54. Unfortunately, no guidance was given on how to determine what is an abuse
and this may refer to the other march-ins in 35 U.S.C. 203(a)(2)-(4). On the otherhand,
there may be a situation where a contractor is using an invention for itself but not
making the benefits of the invention available to the public at all or on reasonable
terms, which could include price. This might be a basis for march-in as mentioned by
David Halperin on page 6 of his May 2001 paper entitled "The Bayh-Dole Act and
March-in Rights," available at
- http:/f'www.essentialinventions.org/legal/norvir/halperinmarchin2001.pdf although we -
disagree with the "reasonable pricing" arguments he adopted from Amo and Davis.

8 Arno and Davis, n.9 at 683, argued that "unreasonable use" includes
unreasonable prices.

8 See testimony by Bernadine Healy on Feb. 24, 1993 that NIH is not equipped,
either by its expertise or its legislative mandate, to analyze private sector product
pricing decisions. See Arno and Davis, n.9 at 670, n.245, citing Daily Rep. for
Executives (BNA), No. 8 (Feb. 25, 1993). Such a determination would be further
complicated by when it is done because of the long time and money it takes to get to
get a drug to markef.

62 Although 35 U.S.C. 203 applles only to nonprofit organizations and small
business firms, it was expanded to large businesses by 35 U.S.C. 210(c).

63 This could be especially damaging for biotech inventions. See McCabe, n.7
at 645. However, a contrary view is taken by Eberle, "March-In Rights Under the

13
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would discourage or inhibit the commercialization of Government-funded technology.®®
It is of interest that NIH had a reasonable pricing policy several years ago. In October
1991, NIH put a reasonable pricing clause in an exclusive patent license with

* Bristol-Myers-Squibb for the usé of ddl to treat AIDS.%*  Around this time, NIH also had
a reasonable pricing clause in all its CRADAs.** Dr. Harold us, the new _

“NIH, withdrew the reasonable pricing requirement in_ 1995 aft .
convening panels of scientists and administrators in Government mdustry, universities
and patient advocacy groups to review this policy.®®

Conclusion

It is our opinion that there is no reasonable price requirement under 35 U.S.C..
203(1)(a)(1) considering the words of this section, the legislative history and the prior
history and practice of march-in rights. Rather, this provision is to assure that
contractor utilizes or commercializes the funded invention.*” However, that does not
mean that the price charged for a drug invented with Government funding is never a
concern to the funding agency. There are other mechanisms to address this concern,

Bayh-Dole Act: Public Access to Federaily Funded Research," 3 Marg.Intell.Prop.L.Rev.
155 (1999) ("l argue, by contrast, that a march-in under one of the four circumstances
“enumerated in the Act would not harm technology transfer.").

64 Hearing before the Subcommittee on Regulation, Business Opportunities,
and Energy of House Committee on Small Business, 102nd Cong., 1st Sess., 1991 at
9. When Congressman Wyden asked about objections to this policy at NIH, Dr. _
Bernadine Healy, the Director, explained that "we are not interested in price setting, but
we are interested in using our leverage." Hearing, id. at 22. She repeated later that
NIH shouid not be involved in price setting. Hearing before Subcommittee on

- Regulation, Business Opportunities, and Technology of House Committee on Small
Business, 103rd Cong., 1st Sess., 1993 at 16.

65 Arno and Davis suggest that march-in rights apply to CRADAs although they
are not funding agreements as defined by Bayh-Dole. See n.9 at 645. However,
CRADAs have their own march-in rights provision in 15 U.S.C. 3710a(b)(1)}(B} and (C))
although it is more limited than 35 U.S.C. 203 and does not refer to "practical
application." The only mention of reasonable terms is with respect to a license to be
granted by the Government in 3710a(b)(1)B(i). Similarly, there is a march-in like right in
the licensing of a Government-owned invention provided in 35 U.S.C. 209(f)(2) and (4)
under which the Government may terminate the license.

66 See C.6 of the NiH Response to the Conference Report Request in the FY
2001 DHHS Appropriation for a Plan to Ensure Taxpayers’ Interests are Protected
{July 2001), available online at http://www.nih.gov/news/070101wyden.htm.

67 See Alstadt, n.20 at 81.

14
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including the health march-in of 35 U.S.C. 203(1)(a)}{2), the Government license in 35
U.8.C. 202(c)(4) and eminent domain in 28 U.S.C. 1498(a).® In addition, NIH asserted
co-inventorship in AZT which contributed to reducing the. cost for this important AIDS
drug sold by Burroughs Wellcome even though the claim of co-ownership was not
sustained in court.*® Finally, discriminatory pricing of drugs, whether or not invenied

with Government funds, may fall. within the responsibility of the Federal Trade ...
Commission. _

6th Draft
6/24/04

68 See McGarey and Levey, n.8 at 1113-15.

69 See Lacey et al., "Technology Transfer Laws Governing Federally Funded
Research and Development,” 19 Pepp.L.Rev. 1,2 (1981) and Ackiron, "The Human
Genome Initiative and the Impact of Genetic Testing and Screening Technologies: Note
and Comment: Patents for Critical Pharmaceuticals: The AZT Case,"

17 Am.J.L. and Med. 145 (1991). Dr. Healy explained that the licensing of AZT by NIH
was to lower Burroughs-Wellcome's price, which went from $8-10,000 to $2,000.
Hearing before the Subcommittee on Regulation, Business Opportunities, and Energy
of House Committee on Small Business, 102nd Cong., 1st Sess., 1991 at 23.
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From: Carole and Norman Latker <Latkerc@bellatiantic.net>
To: ' <nji@browdyneimark.com>

Date: 4/21/04 11:29AM

Subject: [Fwd: RE: Latest round on Bayh-Dole]

-——- Original Message --—-—-
Subject. RE: | atest ro

Date:_Tue, 20 Apr 2004 16:02: 1

- From: "Adler, Reid" <Reid. Adler@ventersmence org>
To: <jallen@ntic.edu>, <armbrecht@iriinc.org>,
<alfred.berkeley@cos.com>, <Louis_Berneman@nttc.edu>,
<hwbremer@warf.org>, <RLD1@msn.com>, <kofaley@venable.com>,
<henry.fradkin@comcast.nef>, <Larry_Gilbert@nttc.edu>,
<randolph.j.guschi@usa.dupont.com>, <P_Harsche@fccc.edu>,
<whendee@mow.edu>, <jhill@mcw.edu>, <latkerc@bellatlantic.net>,
<chris.mckinney@vanderbilt.edu>, <jmuir@ufl.edu>, <lita@mit.edu>,
<laura.nixon@morganstanley.com>, <kphillips@cogr.edu>,
<loripressman@mediaone.net>, <preston@mit.edu>,

. <Jay_Rappaport@ntic.edu>, <robinir@umich.edu>,
<niels@leland.stanford.edu>, <BAReres@venable.com>,
<rriddeli@promaxrealtors.com>, <jas@purdue.edu>, <Larry_Udell@nttc.edu>,
<John_Weete@nttc.edu>, <Deborah_Wince-Smith@ntic.edu>,
<rich.wolf@caltech.edu>, <smsheehan@mail wvu.edu>

As another historical foatnote, | had the same discussion with Prof.

Davis back in 1889-1990 when NIH was developing its technology transfer
policies to implement the FTTA. At that time, Joe Allen, Dehorah
Wince-Smith and Lita Nelson were also in that loop. Health and energy
permitting, we should probably look forward to having the same

discussion in 20201

Reid A.

From: jallen@nttc.edu [mailto:jallen@nttc.edu]

Sent: Tuesday, April 20, 2004 12:20 PM :

To: Adler, Reid; armbrecht@iriinc.org; alfred.berkeley@cos.com;
Louis_Berneman@nttc.edu; hwbremer@warf.org; RLD1@msn.com,;
kofaley@venable.com; henry.fradkin@comcast.net; Larry_Gilbert@niic.edu;
randolph.j.guschi@usa.dupont.com; P_Harsche@fccc.edu; whendee@mew.edu;
jhill@mew.edu; latkerc@bellatlantic.net; chris.mckinney@vanderbilt.edu;
jmuir@ufl.edu; lita@mit.edu; laura.nixon@morganstaniey.com;
kphillips@cogr.edu; loripressman@mediaone.net; preston@mit.edu;
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Jay_Rappaport@nttc.edu; robinlr@umich.edu; niels@leland.stanford.edu;
BAReres@venable.com; rriddell@promaxrealtors.com; jas@purdue.edy;
Larry_Udell@ntte.edu; John_Weete@nttc.edu; Deborah Wlnce-Smlth@nttc edu;
rich.woli@caltech.edu; smsheehan@mail. wvu.edu

Subject: Latest round on Bayh-Dole

Thought you might be interested in my recent e-mail exchange with Prof.

Davis, co-author with Prof. Arno of a Washington Post op-ed piece In

2001 "Paying Twice for the Same Drug," alleging that NIH is remiss in

enforcing Bayh-Dole with regard to march-in rights on resulting drug

prices. This is the philosophical underpinning of the recent petition to
“NIH. I quoted Senators Bayh and Dole's subsequent rebuttal that Davis

and Arno misinterpreted the law in my recent letter to NIH .

-—-- Forwarded by Joe Allen/NTTC on 04/20/2004 11:57 AM ——--

Joe Allen/NTTC

04/20/2004 11:54 AM

To

"Michael H. Davis" <michael.davis@law.csuohio.edu=>

cc

Subject

Re: [Fwd: [Ip-health] Naf'l Tech Transfer Ctr on March-in]Link

<Notes://852565E10051B0C4/DABAS75BSFB113EB852564B5001 283ENBAAF80607A44A4F785256E7' '

BOOSE74C3>

Thanks for your e-mail. When the Bayh-Dole Act states that "the
invention is being utilized and that its benefits are to the extent
permitted by law or Government regulations available to the public on
reasonable terms,” as Senators Bayh and Dole wrote in reply to your
article in the Washington Post several years ago, it was not their
intent that this phrase would include the ability of the Government to
oversee prices of resulting products.
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While drug pricing is a'serious issue, attempting to read into the law
an intent missing in the words of the statute and the accompanying
legislative history, would-be a mistake.

"Michael H. Davis" <michael.davis@law.csuohio.edu>

04/19/2004 01:11 PM

To
jallen@ntic.edu

cc

Subject

[Fwd: [Ip-health] Nat'{ Tech Transfer Ctr on March-in].

Dear Mr. Allen:

| found your statement puzzliing. Can you tell me whether or not the

Bayh -Dole Act does mandate that Bayh-Dole inventions must be offered to
the public "on reasonable terms?"

M. Davis

e Criginal Message ——

Subject:

[Ip-health] Nat'| Tech Transfer Ctr on March-in

Date:

Mon, 19 Apr 2004 12:27:39-0400

From:

Sean Flynn <sean.flynn@cptech.org> <mailto:sean.flynn@cptech.org>

Organization:
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http://iwww.cptech.org <http:/iwww.cptech.org/>
To:

ip-health@lists.essential.org <mailto:ip-health@lists.essential.org>

Dr. Mark Rohrbaugh

Director of the Office of Technology Transfer
Office of Intramural Research

National Institutes of Health

6011 Executive Boulevard, Suite 325
Rockviile, Maryland 20852

Dear Dr. Rohrbaugh:

| recently became aware of a petition addressed to you by Mr. James
Love, President of Essential Inventions, Inc. requesting that the

National institutes of Health exercise the march-in rights provision of

the Bayh-Dole Act o lower the price of several drugs developed from NIH
extramural research.

While the subject of delivering affordable health care is certainly a

serious issue, the provisions of the Bayh-Dole Act do not provide for
governmental actions such as those requested by Essential Inventions.
Indeed, such actions were never contemplated by the Congress and are not
reflected in the legislative history of the law.

The interpretation of the intent of Congress in passing this landmark
legislation reflected in Mr. Love's petition is, therefore, entirely
fanciful.

While serving former Senator Birch Bayh on the Senate Judiciary
Committee, | staffed the hearings and wrote the report of the Senate
Judiciary Committee on the bill. | also served for many years as the
Director of Technology Commercialization at the U.S. Department of
Commerce. There | oversaw the implementation of the regulations for
Bayh-Dole and chaired the Interagency Committee on Technology Transfer
which developed guidelines for utilizing the Federal Technology Transfer
Act, under whose authorities NIH develops many of its intramural '
partnerships with U.S. industry.

Regrettably, Mr. Love and several others making the same case mix up the
legislative history of the Bayh-Dole Act with hearings on rival

legislation that was not enacted. The only legislative history with any
bearing on the law are the hearings of the U.S. Senate Judiciary
Committee in the 96th Congress on S. 414, the University and Small
Business Patent Procedures Act (commonly called Bayh-Dole}, the report
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of the Senate Judiciary Committee on the same, and the Senate debates on
S. 414,

Fortunately, we do have an unambiguous opinion from Senators Birch Bayh
and Robert Dole themselves on the topic at hand. The Washington Post ran
an article by Professors Peter Arno and Michael Davis on March 27, 2002,
Paying Twice for the Same Drugs, making the same arguments as Mr. Love.
They wrote:

. Bayh-Dole is a provision of U.S. patent law that states that practically e

any new drug invented wholly or in part with federal funds wili be made
available to the public at a reasonable price. If it is not, then the
government can insist that the drug be licensed to more reasonable
manufacturers, and, if refused, license it to third parties that will

make the drug available at a reasonable cost.

A joint letter by Senators Bayh and Dole on April 11, 2002, to The
Washington Post effectively refutes this argument. Here is the compiete
text of what the authors of the law said was their intent with regard to
fair pricing of resulting products: :

As co-authors of the Bayh-Dole Act of 1980, we must comment on the March
27 op-ed article by Peter Armo and Michael Davis about this law.

Government alone has never developed the new advances in medicines and
technology that become commercial products. For that, our country refies

on the private sector. The purpose of our act was to spur the

interaction between public and private research so that patients would
receive the benefits of innovative science sooner.

For every $1 spent in government research on a project, at least $10 of

industry development will be needed to bring a product to market.

Moreover, the rare government-funded inventions that become products are
typically five to seven years away from being commercial products when
private industry gets involved. This is because almost all universities

and government labs are conducting early-stage research. o

Bayh-Dole did not intend that government set prices on resulting
products. The law makes no reference to a reasonable price that should
be dictated by the government. This omission was intentional; the
primary purpose of the act was to entice the private sector to seek
public-private research collaboration rather than focusing on ifs own
proprietary research.

The article alsc mischaracierized the rights retained by government
under Bayh-Dole. The ability of the government to revoke z license
granted under the act is not contingent on the pricing of a resulting
product or tied to the profitability of a company that has

commercialized a product that results in part from government-funded
research. The law instructs the government to revoke such licenses only
when the private industry collaborator has not successfully
commercialized the invention as a product. (Emphasis added).

The law we passed is about encouraging a partnership that spurs advances
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to help Americans. We are proud to say it's working.
Birch Bayh/Bob Dole

In their typically succinct manner, the authors of the law effectively
rebut the argument now before you.

The Bayh-Dole Act has become a Iinchpin of our economy. While not
perfect, the U.S. record of commerciali ts and services

funded.by the Government is.th . . The. Econcmlst
Technology Quarterly said: "Possmly the most msplred piece of
legislation to be enacted in America over the past half-century was the
Bayh-Dole act of 1980." Any legislative or administrative actions
undertaken to alter this Act must be done very carefully.

We have already witnessed well-intended Congressional attempts to impose
fair pricing clauses on NIH intramural research partnerships. These

efforts failed. Technology transfer cannot be a vehicle for trying to

control prices. Rather than allowing Government to dictate drug prices,
companies simply walked away from partnering with NIH. Wisely
recognizing its mistake, Congress rescinded the fair pricing

requirement. NIH's subsequent success in building effective partnerships
with industry is well documented, and is a great benefit to the public.

President Johnson asked in 1968 how many NIH owned inventions had been
commercialized. The answer was none. At that time there were no

incentives for industry to undertake the risk and expense inherent in
developing such early stage inventions. We should reflect that because

of the Bayh-Dole Act, many life saving drugs and therapies are now
available for those in need. By altering this delicately balanced law,

we may well discover that publicly funded inventions go back to

gathering dust on the shelves. Before Bayh-Dole such discoveries were

not available at any price.

_ Sincerely,
Joseph P. Allen

President
National Technology Transfer Center

Ip-health mailing list
Ip-health@lists.essential.org <mailto:1p-health@lists.essential. org>
http:/flists.essential.org/mailman/listinfo/ip-health
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THE. FEDERALPAGE

House Panel Scolds NIH Chlef HHS

Members ’ﬂzreaten
76 Piwrsue New .
E thlcs Legzslatlon

Angered by recent revelations that
some highevel sclentists at the Na-

tional Institutes of Health are enjoying

lucrative consulting arrangements.

with drug and biotech companies—
and unsatisfied with a bluetibhon
panels recommendations for rectlfy
‘ing the problem—mémbers of
House subcomuniittee yesterday told
NIH Director Eas A. Zerhouni they

.werebﬂmgpaheucemthhsmandh:s.‘-

. superiors at the Department of Health
and Human Setvices,
* The lasmakers watned they might

" {ake action if more comprehensive re- -

forms are not instituted soon.
“Tt is clear from the cases we have

. recomméndationsfrom a panel on .

_ reviewed that some NIH seientists are -

‘gither very close'to the line or have

rcrossed the line” of ethical .conduct,.

_Rep. James C. Greemwood (R-Pa);-

‘cha.\rmanofﬂleEnergyandCom-
” migree suhcommittee on oversight and
.investigations, safd at 2 hearing uri-

usnal for its level of apen hostility to- |

ward some of the government’s mast
prestigious—and b&stpaxd—-smen—

“tists, “H we are ‘setious about up- -

holding the highest ethical standards

at the NIH, then NIH scientists should -

“not even be close to the line:”

Greenwood was -especially critical .

of the legal staff at HHS, whose “de-
lays and obstinacy,” he gaid, Had

slowed the subcommittee’s efforts to -

determine whether NTH scientists are
- engaged In outside activitles “that
might conflict with their govérnment
responsibilities, He and others noted

- with evident frustration that HHS de- -

clined to have the department’s gener-

almunseltesbﬁratafo]low-up hear )

-ing scheduled for Tuesday. -
. “This investigation has been slow-
. rolled and stonewalled,” Rep. John D,
Dingell (D-Mich.) fumed in 2 state-
meat. Dingell led perhaps the most

memorable standoff . between Con-
-gress and the seientific establishment
in the late 1980s—a fiery investiga-
tion into allégations of scfentific mis-
conduct that focused on Nebel laure-
ate David Baltimore, who is now
president of the California Institate of
Technology. :

Yesterday's hearing had Zerhoum

Blrector Hias A. Zerhouni deferided
eﬂﬂcsrefomsfnrmﬂpemngnel
and the two -cochairs -of his ‘blue-

ribbon panel facing foir houts of ofter
withering criticism-from hoth Repub-

- Kehns and Democrats, Even some Jaw-
makers not on  the subcorimittee’
showed up for the fray, including '

Health Comyuittee Chairman Michael
Bilirakis (R-Fla) and Energy and

Commerce Comumlttee- Cha:rman Joe'

Barton (RTex).

“We have foundN]Htobelessthan
cooperative, and that’s going to
change,” Barton said, “I'ﬁey can coop-
erate cdoperatively, or we will make

‘themcooperatecoetmvely”

- At fssue are long-standing pohcms.

some of them govérniment-wide and

.others specific to NIH, that aflow sci- .
entists—with agency approval but in -

some cases without public disclo-

sure—to earn outside income from -

dritg, biotech and other compames.
Some top-tier researchers have
cefved payments of nridreds of fhou~

sands of dollars and, in some cases,

valuable stock or options. No scientist
stands. accused of breaking any rules,
but the largest sums have raised cop-
cerns zhout those scientists’ atterition
to their government jobs and the pos-

gibility that their outside compensa- .

tion might influence demsmns they
make at NIH.

"+ Zerhouni noted that he had already

implemented changes to ban outside
consulting by high-ranking NIH scien-
tists who afé central to grant making
decisions. He also has increased by
about 100 the numbet of scientists
subject to financial disclosure rules

and he has asked the Office of Govern--

* Lockheed Martin Corp.,

-“Some Nll-lsclmustsareedhervéq

close to the line ot have crossed the .
line,” sahll!ap lamasl:.ﬁremmod.

mentEth:.cstoauthonzeh:mtqde-‘

- mand- fuller disclosure froman even
“wider grotip of about 500 scientists. -,
* He defended the blue-ribbon pan-

el's recommendatons, which include

forbidding certain kinds of remunera- |
tion (such as company stock, which
. cant make scientists more behelden to-
. a company’s Iongterm interests) and
" linditing the amount of oufside income
_andthemnnberothours spentonout- '

side work.

"We should be more Aransparent, .
. “in which members of Congtess in re- .
" cent decades have Limited their own

more vigilant about avemght, and we

. .meed to tighten the rules,” Zerhouni

testiffed. “But it would be amistaketo

bany all ‘compensated. actvities with .

outside-organi%ations. Such an action

world be bad for sciénce, unfait to em-
" ployees, and ultimately hinder our ef-

forts to improve the nation’s health,”
‘He'did not find a sympathetic audi-
ence.
Rep. Peter Deutsch’ (D-F]a.) mt-
jeized Zerhouni's conflict-ofinterest
panel, which was co-chaired by Bruce

" Alherts, -president of the National

Acaderity of Sclences, and Norman R.
Augustine, executive chairman of
referring to it
asa “so-calléd hlue-ribbon committee”
whose recommendations would: “ex-
cuse the inexcusable.”

Rep. Diana DeGetie  (D-Colo)
wondered aloud how, in this era of in-

terlinking corporate relationships,

. any federal scientist conld ever be eer-

tain that the company he or she was

* receiving payments from had no fi-
naneial stake in a company that might-

have a proposal before the stiéntist's

 -*4e have found NIl to be loss than-

cooperative, and that's going to

' _ehange"mdllep.!oel!arton(ll'l’ex.).

mst:tuteorlab ’
Greenwood announced that, gwen ‘
B}B‘sapparentunwﬂhngnesstoﬁlﬂy

'.tal]ytheextentofoutmdeconsu]hng
“at NIH, be -would ask the nation’s

pharmaceutical and biotech compa-

nies {0 volunteer information. about - -
their’ deahngswﬁhN]Hrwmdl-

ers—z process already begun in Feb-
ruary by Rep. Henry A: Wazman, (D--
‘Calif.) and Sherrod Brown (D-Ohm),
tolittle avail sofar. - - -
Greenwoodouﬂmedthemanyways

aceess to oufside income and gifts. “Tf
this kind of reform was goed enough

-for Congress, why ise't it geod
‘enough for-the National Institutes of
‘Health?"heasked. ) .
. Greenwood ig one of few House .

. mmbers to voluntarily refuse contri-
" butions from pelitical action commit-
", tees, But contributions from individ-

als employed by pharmaceutical

" and health product compama have

kept him among the top 20 recipients

‘of donations related to health care

companies for three of thé last four
election cycles, according -to the
inost .recent data compiled by the
Center for Respohsive 'Politics, a

Washington group that t:'acks pohtl-
cal money. :

Over all, pharmageutical and health
companfes contributed nearly $30 -
million to political campaigas in the
2002 election cycle, the group repotts,

' Researcher Lucy Shackelford

contributed o this report.
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House Panel Scolds NIH Chlef HHS

Members Threaten
16 Pursue New

_Ethzcs Legislation

Angered by recent revelations that
some highleve! sclentists at the Na-
tional Institutes of Health are enjoying
lucrative co i arrangeménts
with drug and biotech companies—-
and tnsatisfied with a blue-ribbon
pands recommendations for rectify-
ing the problem—members of a

House subcommiittee yesterday told |

NIH Director Elias A. Zerhouni they

. were loging patience with him and his, * %

superiorsat the Department of Health
and Human Services. :
* ‘The lawmakers warned they nright.

 take action if more comprehensive re- -
forms are not instituted soon.

“It is clear from the cases we have

_ reviewed that some NIH scientists are -
either very close to the line or have
‘crossed the line” of ethical conduct, .
Rep. James C. Greenwood (R-Pa);

" chafrman’ of the Energy and. Com-

- merce subcormmittee on oversight and
_investigations, said at a ‘hearing uri-

- -usual for its level of 6pen hostility fo-
ward some of the government’s most
prestiglots—and bestpald——sﬂen
tists, “H we are ‘serious about up-
bolding the highest ethical standards
at the NTH, then NIH scientists should

"-not even be close to the line” .

Greenwood was-especially critical
of the legal staff at HHS, whose “de-
lays and obstinacy,” he said, Had

slowed the subcommittee’s efforts to -

) ,determme whether NIH scientists are
- engagedl in outside activities that
might conflict with their govérmment
responsibilities. He and others noted
- with evident frustration that HHS de- -
clined to have the department’s gener-
al counsel testify at a follov- -up hear-
-ing scheduled for Tuesday. -
. “This investigation has been slow-
. rofled and stonewalled,” Rep. John D.
Dingell (D-Mich.} fumed in a state-
ment. Dingell led perhaps the most
memorable stapdoff . between *Con-

-gress and the scientific establishment

in the late 1980s—a fiery investiga-
tion into allegations of scientific mis-
conduet that focused on Nobel laure-
ate David Baltimore, who is now
president of the California Fostitute of
Technology.

Yesterday’s hearing had Zerhoum

Director Elias A. Zerhouni defesided
recommeéndations from a panel on
ethies reforms for KIH personnel. .
and the fwo .co-chairs -of his ‘blue-

tilbon panelfacmgfour hougs of often
withering criticism from both Repub-

 Tichns and Democrats. Even some law-

makers not on _the subcummlttee‘l
showed up for the fray, including

Health Committee Chairman Michael

Biliralis (R-Fla) and Energy and

Commerce Committee. Chanman .Toe_‘ .

Barton (R-Tex.)..
“WehaVefoundNIHtobeIessthan

cooperative, and that's going fo.
“change,” Bartonsasd.“‘I'heymnmop-

erate cogperatively, orwewﬂlmake

_them cooperate coercively.”

At idsue are lonigstanding pohmes,
some of them government-wide and
‘others specific.to NIH, that aflow sci-

entists—with agency approval but in -

some cases without public disclo-

sure—to earn outside income from -

druig, biotech and other companies.
Some toptier researchers have re-
ceived payments of huridreds of thou-
sands of dollars and, in some cases,
valuable stock or options. No scientist
stands accused of breaking any rules,
but the largest sums have raised con-
cerns about those scientists’ atterition
to their government jobs and the pos-

sibility that their outside compensa- .

tion might influence dems:ons they
make at NIH.

Zerhouni noted that he had already
implemented changes to ban, outside
consulting by high-ranking NIH scien-
tists who ai¢ central to grant making
decisions. He also has increased by
about 100 the number of scientists
subject to financial disclosure rules

and he has asked the Office of Govern-

-“Some NIH sclentists are cither very
close to the line or have cressed the =7

Tine,” said Ref. James €. Gresneod.
meat Bthics #6 asthorize him to de-

-mand fuller disclosure froman eéven
wider group of about 500 scieptists, -
" He defended the biue-ribbon pan-

el’s recommendations, which include

forbidding ceriain kinds of remunera- |
tion {such as company. stock, which
. can make scientists more beholden to:
a company’s long-term fitérests) and
Tiniiting the amount of outside income
.and the mmber.of hojts spent on out-

gidework
*We should be more transpareut,

mote vigilant about eversight, and we
. .meed o tighten the rules,” Zerhound

testified. “But it would be 2 mistake to

ban all ‘compensated activities with .

outside organtzations, Such an action

wotld be bad for sciénce, unfaif to em-
" ployees, and ultimately hinder our ef-

forts to improve the nation’s health.”
He did not find a sympathetic audi-

icized Zerhouni's conflict-ofinterest
panel, which wag co-chaired by Bruce

" Alberts, -president of the National

Academy of Sciences, and Norman R.
Augustine, executive chairman of

: LockheedMaranorp referring to it

282 “so-called blu&n‘bbon committee”
whose recommendations would “ex-
cuse the inexcusable.”

Rep. Diana DeGette (D-Colo.)

wondered aloud how, in this era of in-

terlinking  corporate relationships,

. any federal scientist could ever be cer-

tain that the company he or she was

 recejving payments from had no fi-
nancial stake in a company that might:

have a proposal before the stiéntist’s

- ¥g have found NI to be less than-

. ehange, 'said Rex. loe l!arton (Il-'l'ex.).

cooperative, and that's yoing to

ingtitute or lab.-- :
Greenwood anmunced that, g‘;ven
HHS's apparent unwillingriess to fully

" tally the extent of outside- consulting
“at NIH, he would ask the nation's

pharmacetrtwal and biotech compa-
nies fo volunteer information: about
their dealirigs with NIH research-

ets—a process already begun in Féb-

ruary by Rep. Henry Al Waxman. (D--
Cahf.) and Sherrod Brown (D-Oﬁlo),
to little avail so far. : .-

Greemood outlined the meny ways

lfmwhmhmembersofCong?essmre—‘.
" cent decades have limited their own

access 1o outside income and gifts. “TIf
this kind of reform was good enough

-for ‘Congress, why isn't it good
‘encugh for the National Institates of

Health?” 'he asked.
Greenwood is one of few House

. memhers to voluhtarily refuse contri-
* butions from pelitical action commit-
Rep Peter Deutsch’ (D—Fla.) cnt- .

tees; But eontributions from individ-
nals employed by pharmaceutical

" and health product companies have

kept him among the top. 20 recipients |

‘of donations related to health care

companies for three of the last four
election cycles, according -to the
inost - recent data compiled by the
Center for Responsive 'Politics, a
Washington gl‘oup that tracks -politi-
cal money.

Over all, pharmageutical and health
companies ‘contributed nearly $30
million to political campaigns in the
2002 election cycle, the group reports.

Researcher Lucy Shackelford
contributed to this report.
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ered to have.been almost directly spawned because of or as the result of the Bay_ TI)ole Act is the _
Federal Technology Transfer Act of 1986 (FTTA). That act was mtroduced as an’ amendment to the :
Stevenson-Wydler Act of 1930 ‘which had been intended to- promote the utlhzatlon of technology geni- .
erated in government laboratories, but was smgularly unsuccessful in accomphshmg that goal

The FTTA was largely a Tesponse to. the mcreasmgly tough international competltlon faclng thie'
Umted States and the prevalent complamt thiat “the US wins Nobel Prizes while other couniries walk
off W1th the market.” The designers of the FTTA built the act under certain fundamental principles:

The federal government wifl continue to underwrite the cost of much unportant bastc research
in scientifically promismg areas that takes place m the United States e :

Transferring this rescarch from the laboratory to the marketplace is. prunanly the job of the pn-
vate scctor, with which the federal government should not compete. . -

The federal government can encourage the private sector to undertake this by _]ud101ous Iehance '
on market-onented mcentlves and protectlon of propnetary mterests ' .
The principles enumerated were ﬁrst tested through expenence w1t]1 the Bayh—Dole Act and the
- FTTA responded to the lessons learned from that law, perhaps the most nnportant of whlch was 1ts '
success in promotmg umversuy—mdustry cooperatlon ‘ ' a
The FTTA is, cleaﬂy, a dtrect lughly beneficial legacy of the Bayh—Dole Act as has ‘oeen addltlonal
leglslatton des1gned to expand the use of the results of research carried out. within govemment—owned '
government operated laboratorles by expandmg the hcensmg opportumtles for those laboratories. '

v :Lommcn tary .

- Theé growth of technology transfer has taken place over the last 30 years in an enwronment that slow-
ly progressed from hostile to favorable. That progressmn was given ma_;or lnlpetus by the passage of -
the Bayh- Dole Act Durmg that period we have seen a dramatlc change in the attttude of the Justice
Department and the mterpretatlon of the anti-trust laws where patents and anti-trust are no longer
viewed as antithetical. We have scen a move toward a favorable statutory basis under which we have
much greater freedom to operate. We have had an active effort by vanous adminigtrations to obtain
equitable treatment for U.S. citizens in foreign venues, both in trade and mtellectual property pursuits.
We have had numerous and far-reaching changes in the patent laws of; those foreIgn:venues for exam-
ple the Patent Cooperation Treaty which provided greater opportunities for teehnology transfer to

htip://216.239.39.104/search?q=cache:pOAKOCWPGY 8] :www.cogr.edw/docs/Anniversary....  4/3/2004
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RE-INVENTING MORALS

By Graham Strachan
October 10, 2002
NewsWithViews.com

One of the Big Lies of modern times concerns
‘the notion that morals are a ‘social construct’
largely traceable to the Christian religion, and
in particular the Ten Commandments. For
readers who've forgotten, and those who
never knew, the Ten Commandments say it is
wrong to murder, steal, lie, falsify corporate
accounts, and have sex with interns in the
White House when your wife’s not around.
Little wonder then, that the globalist Left and
Right are both working hard to have the
Commandments ‘disappeared’, along with the
morals they supposedly gave rise to. -

But according to Biblical legend, the Ten
Commandments date from the time of the
exodus of the Jews from Egypt, thought to be
around 1500 BC. If morals indeed date from

http://www.newswithviews.com/religion/religion20.htm 5/1/72004




— Sumeriantimes - perhaps 4000.BC-has an ‘
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that time, what went before? - bearing in
mind that human civilisation dates from the
Neolithic Revolution around 8000 BC. That’s
a long time for the world to be operating in a
moral vacuum, and in fact it didn’t. The law
code of Lipit-Ishtar, which dates from ancient

predated Moses and the burning bush. The
Ten Commandments merely codified moral
rules which had, even then, existed from time
immemorial.

Let’s be clear on what morals are: morals are
rules of conduct in a social context, in their
most visible form consisting of bans on
certain specific types of behaviour. Contrary
to popular belief, they are not confined to
matters of sex, in fact sex is the least of their
concerns. Their chief concern is to outlaw
murder, rape, assault, lying and the failure to
honour promises, behaviours which tend to
make social living impossible. They are
strictly a human thing: there are no morals in
the wild. In fact morals ARE the defining
difference between the wild state - in which
the strong are free to kill and dominate the
weak - and civilisation, in which the weak
have as much right to exist as the strong.
Morals define civilisation. Buildings,
parliaments, law courts, universities and
other institutions of societal governance do
not make a ‘civilisation’ unless the people in
them are acting morally. If they cease to act
morally, ‘civilisation’ becomes simply a jungle
with buildings.

If morals antidated the Ten Commandments,
http://www.newswithviews.com/religion/religion20.htm 5/1/2004
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where did they come from, and who or what
initially decided what was, and what was not,
moral behaviour? The claim by the globalist
Left that morals are a social ‘construct’
suggests they were consciously thought up by
human agency somewhere back in time and
deliberately imposed. The authority of God_

| Page 3 of 6

that’s how morals began. The implication is
that if one ‘social construct’ works, another
‘social construct’ can readliy be substituted
for it which will work equally as well if not
better.

However, as Professor Frederick Hayek
explained at length in his ‘Law, Legislation
and Liberty’, the idea that humans
deliberately constructed their own society,
together with its rules of moral/social
behaviour, contradicts everything known
about the origins of civilisation. Anthropology

has shown that human societies evolved, the

social behaviour patterns later called ‘morals’
evolving along with them. Societies that
adopted cooperative moral/social behaviour
gained a distinct evolutionary advantage over
those that did not, and prospered while the
others disintegrated and disappeared. We are
here today because our distant ancestors
happened to act morally.

The belief that human society is, or even
could be, the product of deliberate human
design, and that morals were consciously
thought up and legislated, is an important
ingredient in the ideology of the socialist Left,
who want to replace existing morality with
another mortality constructed by themselves.

http://www.newswithviews.com/religion/religion20.him

5/1/2004



But as Hayek pointed out, it has never yet
been demonstrated that one can simply do
away with the moral rules that built a
civilisation and replace them with another set
concocted in a ‘think tank’, at least not
without risking social disintegration and
collapse.

other problems for the social engineers of the
globalist Left. First of all, if moral rules
evolved by natural selection, the resultant
rules are likely to be those best suited to the
human condition; improving on them would
be difficult if not impossible. Secondly, since

_the most successful societies would havebeen =~~~

those whose members had a natural
propensity for moral/social behaviour, the
tendency to act morally may well be encoded
in the genes of the most civilised peoples,
contradicting the notion that morals are
‘nothing but’ a social construct.

Thirdly, if the rules that evolved naturally
were the same rules ultimately codified in the

between the Bible and the Codes of Lipit-
Ishtar and Hammurabi suggests - then the
scientific and religious explanations for the
origin of morals are reconciled. People would
have a powerful incentive to re-affirm
existing morality, and to reject the ‘new’
morality being offered by the global socialists.
One could no longer, for example, undermine
the basis of traditional morality simply by
declaring — as Nietzsche did — that God is
dead.

| http://www.newswithviews.com/religion/religion20.htm 5/1/2004
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Whether one accepts the religious or
evolutionary explanation, there is a good
reason to act morally. As Ayn Rand argued
[The Voice of Reason (1988) p.17], man’s
ultimate survival ‘qua man’ - as a rational
being in a civilised order - depends on it. It
boils down to a question of whether one

.....values.civilisation-or-not.- If the-answer-is

civilisation is essential — and by that is meant
the morality that evolved with civilisation and
made civilisation possible: the time-tested
variety, not the yet-to-be-proven variety
being promoted by the globalist Left/Right.

The results of the new ‘socially constructed’
morality are already in evidence. As the world
enters the 21st century it is witnessing a
reversion to a jungle ‘morality’ in the centres
of power - survival of the politically and
economically fittest. Whoever can get control
of the machinery of government and hold
onto it by fair means or foul not only rules,
but supposedly has a ‘right’ to rule. The

‘moral’ superiority of brute force and animal

““"gunning is being exalted over reason and
common decency. The result is a complex
technological society controlled politically
and economically by people with a ‘morality’
more suited to beasts than man, a frightening
mix of sophisticated technology and primitive
barbarism. It is time for all good people
worldwide to demand a return to time-tested
morality.

© 2002 Graham Strachan - All Rights
Reserved

http://www.newswithviews.com/religion/religion20.htm 5/1/2004
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Graham Strachan is a lawyer, author and
international speaker on globalization and
world affairs, living near Brisbane,
Australia. His website is
www.grahamstrachan.com, e-mail:
graham@grahamstrachan.com
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Hayek Bibliographies Books on Hayek  Hayek Scholars' Home Web's Best on
Hayek Books by Hayek
The Friedrich Hayek Scholars' Page
Greg Ransom The Hayek Center for MultiDisciplinary Research gransomemail -at- cox.net

Who is Hayek°

| Two Thmgs About Hayek

Provided on this page are two things to know about Hayek.

1. Lead role in the global revival of liberalism*

If you were to know only a single thing about Hayek, you might start with this

Hayek is regarded as a key figure in the 20th century revival of liberalism. Th.

~ has led some folks to suggest that the works of Hayek are playing a role in our
something like the role the works of Adam Smith and John Locke played in the
own -- meaning that Hayek's ideas are at the forefront of the movement toward

society based on freedom of association and exchange according to the rule of

and away from the control of society from the center according to the whim of
government. So the first thing to know about Hayek is that he has played a lea
role in the current tide change away from statism and back to liberalism* --
regarded by many as a defining event of the 20th century.

..2..Co-originator.of the Hayek-Hebb synaptic model -

A second thing to know? Like Locke, Hume, Kant and other great liberals of't
early modern period, Hayek's transformed understanding of society is grounde:
a transformed understanding of the cognitive process and the basis of human
learning. At the root of this transformation is a rejection of the 'myth of the giv
which provides the starting point of both rationalist and empiricist theories of
knowledge and human cognitive function. Hayek replaced the static 'givens' o:
classic foundationalism with an adaptive neurological account of human learni
memory and categorization built upon simple facts about neurons and their
interconnections, From these simple beginnings Hayek co-originated the Hay¢
Hebb synaptic connection model of mind, a construction which has transforme
modern thmkmg about the mind and brain. The thing to remember? Hayek's v

http://www . hayekcenter.org/friedrichhayek/who.htmi 5/1/2004
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in theoretical psychology represents a landmark in 20th century thinking about
human learning and cognition, and challenges the central dogma of traditional
foundational models of human knowing,.

Book of the Year:

challenge:

" The Intellectual Biography of F. A, Hayek
by Bruce Caldwell

Buy it at 30% discount from Barnes & Noble.

hayekcenter.org

Hayek by Decade

1890's|1900's|1910's| 1920's [ 1930's '-1940'5
1950's[1960's|1970's| 1980's | 1990's

* Americans bewildered by the way English speakers everywhere (other than !
natives with little depth in their liberal arts education) use the English langue
with regard to the term "liberal" might consult Gene Callahan's article on tk
historical use (and misuse) of the word "liberalism" or Ronal Reagan's explica
of the twists political language has undergone in America, in his Reason maga
interview "Inside Ronald Reagan". See also the Stanford Encyclopedia of
Philosophy entry on "liberalism" and Ludwig Mises' book Liberalism. Anotl
good source on the word "liberalism" and its meaning is an article by Amy Stu

TAKING HAYEK SERIOUSLY --

http://www.hayekcenter.org/friedrichhayek/who.html 5/1/2004




£ MW oS WL S
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Cans1der helpmg out Wlth a buck or two,

havekcenter orq

~~This page 'was’ last updated 04/30/04 TE1996-2004. (Jl'eg Ransom

Scholars' Bookstore -- What's new What's good

To order a book about Hayek click here

http://www.hayekcenter.org/fricdrichhayek/who.html 5/1/2004
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52 Reasons to Re-elect G.W. Bush Purchase Inquire, Discy
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- VERITAS SINE DOLO ) Staff | Who We Are | Subscriptions :
Interview with David Horowitz .

Safe Coﬂeges (soes Political . n emew Wl aVI OrOWl Z by Nic.

Interview with David Horowitz

REClaiming.;Corporate., Respons;blhty
- www.Slap-on-the-Wrist.com--
Get a Job
A Multilateral Failure
Trouble in Taiwan

“David-Horowitz; founder-of Stitdents for Academic
‘Fresdom and author of the Academic Bill of Rights,
spoke at Tufts University on April 1st. Horowitz is a
communist-turned conservative who had been a

Book Review: The Road to Serfdom leader in the movement against academic bias.

older Stuff Primary Source: Left-wing activism by students,

Past Issues professors, and administrators seems to be more

SouURCE Classics prevalent than cver. At the same time, movements like

Students for Academic Freedom seem to be attracting

More Stuff a huge interest and polls indicate Republicans are )
" The SOURCE Was There 7 doing very well on college campuses in terms of both

Join the SOURCE recruitment and involvement. Given these two

SOURCE Alumni
Get the Facts
Buy SOURCE Gear
Other Links

seemingly conflicting trends, how would you rate the
academic climate of today when it comes to
intellectual diversity?

David

David Horowitz: Students for Academic Freedom is
non-partisan. The intention is to restore educational

values and fairness to institutions of higher learning. The fact of
conservative and Republican students are second-class citizens a
campuses, including Tufts. Part of the activism of conservative s
due to their oppression by Left-wing faculty. The fact that alot o -

an educational institution like Tufts. Professors who attempt to t¢
depriving both liberal and conservative students of the education
You can’t get a good education if they’re only telling you half th
paying $40,000 per year.

PS: What were your college years at Columbia like?

DH: Part of the reason I started this campaign was because of th
at Columbia, even though it was in the McCarthy ‘50s. I, of cour
In retrospect, I have come to appreciate the fact that my professo
communist liberals, treated me with respect and did not use the ¢
soapbox. Thus, I didn’t even know what their politics were until
books that they had written.

PS: Taking into consideration the importance of ideological dive
you consider among the best in the United States today? How ha

http://www.tuftsprimarysource.org/issues/22/11/horowitz. html 5/1/2004

_conservative and can resist indoctrination doesn’t make.it.okay.fo. ...
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'f : Mr. Chairman and Members of the Committee:

My name is Willard Marcy} I am Vice.?residenthnvéhtion :

~Administration Program of Research Corporation. Research

- cgréb:atiOﬂ”is'a notlfor—profit-oréaniﬁatlﬁh“éhﬁfférédwaﬁthe
State of New York; It is a private foundation which was created
in.;élz by Fredérick Gardnerrcbttrell, dedicated tq'the support.
- 6f science énd teChﬁology.. Cottreli.dohaféd his own paﬁent |

- rights for industrial gas cleaning as the original endowment,

:“thus_setting.in motion a cycle that would be endlessly repeated,,>m 

- using inventions which result from research as a source of funds

.. for more research. This concept has evolved to the point where
Research Corporation now has invention administration agreements
with many universities and other nonprofit institutions, and

-.devotes all of its income after expenses to support further

research in college and university laboratories. In grants alone

' *1£”5&5“ccnf?ibﬁféﬁ“bverw$60%mi%%ionwtomscientiﬁic%andwadugatigna1

' institutions; in royalties shared with institutons it has

fdistributed another $11 million. These two functions are carried'f

- out by two separate groups within the_foundation, the Invention

. Administration Program and the Grants Program.
Research Corporation's share of any royalties received is used.

for its chartered purposes: administration of inventions for

public benefit, and grants in support of research and




2.
experimentation in the sciences and technology. 'Except for the
President, who is a full-time employee of the foundation, members

'-of 1ts dlstlngulshed Board of Dlrectors are uncompensated Nb

bonuses, comm1ss1ons or other slmllar payments are made to

“6Ericers ot employees.

Research Corporatlon specrflcally walves any rlght of ownershlp
‘_1n any patent or other rights whlch mlght result from research

h supported by any of 1ts grants.

‘WI am pleased to have the opportunlty to brlnq to your attentlon
the experlence of Research Corporatlon with Institutional Patent
Agreements (IPAS) and to-provide you with insight on how Research
Corporation has.been_able'to'work within'the_IPA_requirements in
evalhating, patenting andhlicensinc inventions resulting from r

,Federally-funded research at uniVersities-andAcolleges. '

.min"generai,'the'iRRS'proviae afconstrnctite'and worthwhile
procedure enabllng the speedy, effectlve and efficient transfer
Jof university 1nventlons from the concept stage to the |

marketplace for the publlc benefit. The number of such

~ inventions is very limited, as it is the rare discovery that Can.
-¢lear the 1nterven1ng thickets and barrlere on the very rocky - |

road to 1ts successful marketlng..



Research Corporation has been able to serve well the universities
" to which it contributes'its assistance under the'requirements of
both HEW and NSF IPAs, as well ‘as with respect to other

inventions. The results of the past 10 years of experience under,'

'.tue”TPASerEWjustVnOWWbegInﬁinﬁmf””ﬁ”hﬁ ”ﬂﬁwt“”"hﬁﬁber of

1nvent10ns handled in thls manner are now belng llcensed under
*:arrancements for making them avallable to the public.’ The

' lnventlons processed by Research Corporation since the IPA |
,requlrements were published and put into use in 1968, together
w1th other pertinent data, are 1ncluded in Tables I ~ IV as an
| appendlx to this statement. I will be glad to furnish addltlonaii'
information on any one or more of these, if desired. | o

I should like to turn'noe to'the'specific.areas of.iﬁterest”noted
in the invitation to present testimony at this hearing.

.The flrst area 1nvolves unlver51t1es and»nonproflt organlzatlons

(.holdlng IPAs and the arrangements between these organlzatlons and-t
;  patent management organizations. For Research Corporatlon these
. are stralghtforward and falrly standard contractual agreements, .

'although the terms may vary sllghtly from one to the other.

Other witnesses may be able tO.glve details concernlng the

' -_arrangements with other patent management organizations° T w1ll

confine my- remarks to those to whlch Research Corporatlon is a

party.'



. Research Corporation's formal arrangements with educational and

',otherinonprofit inetitutione date back to the 1930s when the_'

£irst suchmagreemeﬁt was made with the MaSsaChusettsAInstitute'of-

”3Techolcgy.' While Dr. Jones' testimcny'at“the May 22 hearingfof'

this_Committee is correct in stating that MIT no longer uses an

" “outside patent management organizatich, tHat iHSEifution-did-use

Reseaxch Corporation'ekclusively-from 1938 until 1963. A nhmber

".,'of the. 1nventlons that are now prcduc1ng income for MIT were

'_j'evaluated, patented and 1n .some 1nstances 1n1t1ally llcensed by

tResearch Corporation. . Vitamin A and the computer memory_core;
nwe:e'among thcse mentioned-by-Drt'Johes;.semiesynthetic.
penicilliﬁ,’and peroxides:syntﬁeses are also in'thie categcry.
. : : : _ : i}
';érincetoh University was thecsecond institution tc'develop an
_arrangement w1th Research Corporatlon, and thls agreement is,

still in. effect today.

”W0ver the years: Research Cerperatlen o centrlbuted 1nventlon_g”,-

'admlnlstratlon services have gradually been 1n_greater'demandr

unt11 today there are 274 agreements in effect w1th unlverSLtles

“and other nonproflt 1nst1tutlons, primarily in the United States,

. with a few in Qanada,and,other countries. Reseaxrch Corpcratlon
also handles inventions on a case by case basis for other

universities. _ | e
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' Research Corporation's agreements are "open-ended" in permitting
‘the institutions to request Research Corporation's services or -

‘those of other'persons-or organizations, or to develop the -

1nventlons on their own. The institution, entirely within'its

'dlscretlon

s

’uch”lnventlon”dlsclosures”aswit chcosEs to

‘.’l.‘*?fo

_f”rds

-f;Research‘Corporation for evaluatlon_and p0551b1e.patent1ng at no
_cost to the 1nst1tut10n. LikeWise, Research Corporation'is‘underr
"°f;no obllgatlon to accept for: patentlng and llcen51ng any lnventlon'

g dlsclosure it evaluates on behalf of an_lnstltutlon.

. However, if Research Corporation does offer to accept an

invention for patenting and licensing and the institution agrees

" o this course of action, the invention rights, including patent
rights, are assigned to Research Corporation with a provisidh for -

_ shdring of any resﬁlting royalties ambng the institution,'thei

inventor and Research Corporation. :ﬁyéth!Kﬁapy?y¥£ §t’;e¥3i?,;,u

Research Corporatlon is then oollgated to prov1de further

- serv1ces, as deflned in the agreement, relatlng to patentlng,
- llcen31ng, admlnlstratlon of llcenses, and dlstrlbutlon of any
'_royaltles. Research Corporatlon must report on 1ts.act1v1t1es to__

'_the_institution'and_make the required royalty distributioh :

annually. The institution has the right to audit Research

. Corporation's books and examine its files as they relate to

activities under the agreement with the institution.



Research Corporation assumes all costs, exdept.certaih special
_expenses, such as those relatlng to. 11t1gation to assert or
defnnd the Valldlty of the patent - (as in 1nfr11gemeﬁt
'proceedlngs) . If, after dlSCUSSlOH, the institution concurs,

-these spe01al expenses are)d1v1ded betwe e. tltn+1nn and_m

DT R e T

Research Corporatlon. If the 1nst1tutlon does not agree to share
'these expenses, Research Corporatlon has the rlght to proceed at
,-1ts sole expense, ‘In any event, except for thls sPe01al
. situation,.which-occurs rarely, any income3received is shared-tf' . ;:fg

‘with the inventor(s) and the'inStitution;rf

o} general there are two standard agreements with Research
t_Corporatlon, copies of whlch are . appended herewith., That
'oldentlfled as Form I, provides that Research Corporatioa
tdistribute directly to the iﬁventbr(s) their-share.of:thejgross- L
'royalties‘receited,-generally'lS%; with the institution and

" Research Corporation sharing equally'the remainingESS%,_i.e;,

4%£42%5%woqurosswroyaitywrgbefﬁﬁgweaﬁhr'“;nfthE“aﬁreement**”“l"”"

. identified as Form II, Research Corporation distributes'to'thef'
institution a 57.5% share of the gross royaltiestreceived;rahd
.retains 42, S%; Under thlS arrangement, the unlver51ty may. share-
S its 1ncome w1th the inventor(s) in accordance with its own patent

policy, but Research Corporation has nc control over any such

.distribution.



‘axex

ST STU3? Ing ‘ATSNOSUR]TOWTS UOTIENTeAd ue wixozxad o3 poxse uosq

- PaRYy SUOT]RZTUBDIO OM]} oI9YM SSSELO JO MOUY OSTE.SM °2UO0 PUOIIS
? 03 ‘UMOp poOuInN] ST UOTIUSAUT oYl IT ‘uUsy3 pue 'uqueﬁ;ueﬁxo

juswebeuew juojzed SUOC O3 VIANSOTOSTP UOTIUDAUT UR DUSS TITA

© UOTANITISUT UR SOOURJSUT SWOS UT 32y} purisaspun oy ‘uoriexodiod

yozeosoy 03 TRSRISI 3SATI JO IYBTX Y3 9ATS UOTINITISUT SUF ey}

axTnbox qou:seop Juswoaxbe uvoTzexodrIOo) UDIRISSY YT 5uotqexss;pf?’

s, IIO'?Q.I\’IJ;'!:'J;S'(I'!:" 23 u'g'qq'pm "A'[SI"_E:{-IIGWS.".E- 950 01 UOT3¥ZTURDLIC

YOns. yoTyM O3 SB UOTSTOoop oyl ‘uorzexodod qaxeeséa"se :m:~5

' TIoM s ‘suoTaezTtuebio quemaﬁeuem_qua;ed 1eq40_qq;a SjuswabuURIIR

SeY uoT3IezTURLIC 3Tyoxducu IO AJTSISATUN B 9I9UM SOSRD UL

'uorqepunog °U3 ;o smexﬁoxd ﬁurqexado aqq 107 pue 'serqrs:antun;”

 pue seﬁertoa uT qoxeasax or;rquatos Fo 3xoddns o3 squezﬁf:

*9I0I pUR JIOUTW IR PTNWIOY Burieys 9yl JO SUOTILTIBRA

Ioyar0 ‘owes oyl su;emax-axgqs's,uque:odxoa yoIeasoy STTYM ’sSsoT

Kteqeuquiodoxd ST Sxeys s,Kq?ézeA?un-eqq ‘uoTienayTs STYI ISpun

"V-Et;qem I03 pasn ST se;qteKox o axeys s,uo;qexo&xog qoxeasea?”f””““”“

. @ sqseo@@mawﬂﬁmaa;qoeadwugﬁw¢00oigmsmaéAommmaM;omgg@wpuemobgégmggmMWWm;w*

C3X9Uu 9y3 ;o 4Gz ‘soriTedox ssoxb saTiETNUMD IO ooo‘gg 3SXTT 243

"~ JO 205 sA;éoa;_(s)quuaAu; oy3 ‘st 3IeYy3 {soxeys {s)xojuaAur oYyl

BUTUTWISIOP UT posn oq O3 BIMLIOI MIH SYy3 I03 soptaoid UOTHRTARA

.;ﬁenbexg 3sou eqL S *3STXO auéméﬁﬂeaie Bﬁp;vqs“eq;:u0 sup?qej;9A_wﬂL3;_f




8.

-

I shall turn now to the second matter on which Research

'mfhtcorporatlon is’ requested to testlfy -= that concernlng ‘the

- ryoyalty sharing arrangements in the agreement between Research
' Corporation and the University of Rochester. That agreement, an

early ver31on of the Form I type discussed earller, and unllke

"later Versisns;” sPe01f1ed that- ‘Research- Corperatlon may

:'unllaterally deduct certaln specxal expenses before distribution
“ of royalties -- a'right,'however, that it does not exercise.
: Howeter, these royalty distribution arrangements for the

intentor(s)‘ and 1nst1tutlon s shares, reflect the 1nst1tut10n s

"patent pollcy, not Research Corporatlon S. Research Corporatlon

controls only the 42 5% of the gross royaltles whlch it retalns.,

If the 1nst1tut10n s pollcy is to pay more than 15% of gross
royaltles to 1ts 1nventors, Research Corporatlon does noL object
. but, agaln thls is a declslon of the unlverlsty, not Research

Corporatlon._

PR e e e e e s R RS

o Ttumay)be of ;nterest te the Commlttee to recount how the

~“standard“ 15% was arrlved at. 1In the-orlglnal agreement betweenR

iResearch Corporatlon and MIT, mentloned earller, MIT determlned
%fthe 1nventor(s)' share was to total 2- 1/2% of the gross

'royaltles. Due to strong protests from some 1nventors, thls was

.raised in several steps over the years to 15%. Since this seemed

generally acceptable, Research Corporation concluded that this

level would be suggested for future agreements. This formula for

sharing has been almost universally adopted by educational and



other:nonprofit:institutions as being fair and equitable to alln

'parties.

_ As an additional incentive, it has béen suggested by some.

_.inventors that‘they shouldwhave«azhagher share. of fqut rovaltv

~ income received, Wlth their share belng reduced as roYaltles S

',_ increase, reaching a steady state at some specxfled level of

: total royalty income. '”h1s line of reasonlng is exempllfled by._
the downwardﬂslldlng scale prov1ded in the HEW IPAS.' |

| The anentor royait& sharlng arrangement wrthln the unlver31ty-~"w@m@

'c0mmun1ty, although set 1nd1v1dua11y by each un1versxty, is '

o remarkably standard and is further standardlzed by IPAS. In”\
Llndustry, on the other hand, company—employed 1nventors share
infrequently in any royalty income or proflt derived from ’
"lnventlons~they make., Government.employee 1nventors recelmefl

1_noth1ng above thelr salarles for any 1nventlons they make w1th1n

-_the scope of thelr employment, although there have been'f
'.dlscu551ons recently within some agenc1es about the p0551b111ty

- of changing this SLtuatlon._

Just why these different arrangemente have evolred may be of

interest to this Committee, and T would be pleased.to dieouss o ' %
this, if time were avaiiable. VSome of the philosophy and histozry

behind these divergent attitudes is given in two papers I have e {

written and which are aopended to my formal remarks. The .first



of these papers was delivered at a symposium on patent rgyards
for inventors held at a meeting of the American Institute of
Chemical Engineers in 1971. The other, discussing the terms of

an ideal university pateﬁﬁ policy, was delivered in March 1978 atl

a'symposiumlon_patent policy held at a national meeting of . the

Let me turn now t§ the third métter sﬁgted in the.letterIOfg
A'.fin#itation.to testify.*.This involvés-thé terms of agreements 

: Reéearch Corporation has with industrial firms for screening hew ”

: chemicél_entitiés _____ deﬁeloped‘atuuniversities fqﬁ therapeﬁtic;'“*

hpeéticidai; herbicidél or.similar-activiéy; These'agreéments-'
refleét a new servics being'provided by Research Corporation to
expedite the idéntification of materials useful for prbtécting'f
. the health and contributing-to the welfare of the public, The

rationale behind such agreements is that university chemists,

'-._.fincluding pharmaceuticai chemists and biéchemists;;are expert:in"

@@gﬁxnthQSizing&newgchemﬁcalweampouhdswaut“dﬁmnotWhavéﬂ§V€TIﬁbleJto_.4:

‘them the hecessary facilities fér testigg theée materials for
biolbgicél activity. This is true regérdless.of whether the
support is Federél, institﬁtional or private. Industry, on the
" other hand, while havipg.exceilent testing facilities, doés not
have easy access- to the -many compoundslbeing'synthesized in
university laboratories. Research Corporation's role is con--
~ceived as one of facilitating communications-between the two

groups, each of which has what the other wants and needs.

S 01 S e T S e e e s
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The screening agreements set forth in formal fashion the -
protection_of the rights and a stipulation of the obligations of
Lhe partles 1n interest. A crucial right that needs protection

- in thls situation is the patent right. Obtaining patent rights

is made more complex by the Patent-Office requixementwthafw:HV-—

: utillty for new compounds must be dlsclosed in any patent
.appllcatlon flled to protect the materlals themselves and thelr
‘method of manufacture (1f thls is also new). In addltlon, it is B
‘eimportant to disclose and claim any significant uses of such |
”:materlals at the time of flllng a patent appllcatlon in order to
aobtaln and retain rights to such uses. . e
Basiea};y!wthe_screening egreemeht provides a-mechanism-byrwhich'
Research Corporetion_egrees to offer samples of preducts,:come

| pounds ot_substances to a particular company for'screening-within
the‘stated field of.the agreement, which may be ﬁedieel,

:._agrlcultural chemical or some other spec1f1ed fleld. The compahyg_

swmhas the. .option.of- acceptlng oL rejectlngmany such sample for
_screenlng within a stated period of time; if it accepts the

- sample, the-company must submit it to screening promptly.

The dompany further agrees to report the results of screening

_.promptly to Research Corporation so that it will be in a position-“'

to evaluate the results and take approprlate steps to obtain

patent protectlon where such appears to be justified.
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.. In return for the‘sc;egning work, which is carried out at the
‘sole cost of the company, it receives an option to a license
'ﬁﬁaér.réésanéblé'téfms”ahd'ééhéitioﬁé}'the'aetails'of”Whiéh'afém

to:be_negotiaﬁed between Research Corporation and the cdmpany.

~opRECspeetf e te s o E the~option may vary;~with-someindustrial~

' 'éoncerns'preferring that the option'be'prescribed in detail in
the'screening agreement, while others prefer'to-léave this to be

resolved at'thé time they indicate an interest in thé'products

" that they have screened. - Any license that Research Corporation

"-;may grant is administered under the invention administration

mpéééﬁﬁmééiééﬁénE”wifﬁm£hémbéf£iéibé£ihénihéfiﬁﬁéiéﬁmihfmwmwﬁW&TwmwwmmTWHM

.*conférmancé with—any-pertineht-Federal agéncy regulatiohs;‘

In order .to implement its industrial screening agreements,
‘Research Corporation has also entered into screening agreements
with several institutions with which it has invention adminis-

‘tration agréements. These'institutional_screening_agreements’f-

supplement the invention administration agreements by providing -

- . for the submission ofusampies to the inaustrial,screener by

o faculty members or others associated with the insﬁitﬁfion.: Thé
inventors and the institutidns agree to assign thefpatent rights
- to Research Corporation for administration under the invention
administrgtion agréement in the event that the resuits of the
screening lead Research Corporation to seek patent‘protéction on

the inventions relating to the sample. This affords Research
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- Corporation the right to graht an option to the company in return

. for the screening work.

To date, Research Corporation has entered into screening

-.agreements with 12 unlver51t1es and two pharmaceutlcal companles-

r;Lpatent policy, or;anbther el S L O pEEVAL g edte lS extreme y

r%Amerlcan Cyanamld Company, Lederle Laboratorles DlVlSlon, hav1ng
'a pr1n01pal office in Pearl Rlver,_New Yorkr and Sandoz, Ltd.
;w1th a prlnc1pal offlce in Basle,_Sw1tzer1and. Slnce the program
is relatively new, it is too early to tell whether such
act1v1t1es will prove to be productlve over a long perlod of
rtlme._r | | |
I should_like now to comment briefly on some_ef the questions
posed in the Chairman's.opening remarks-made at the May 22

hearings of this committee.

_ In oxrder to make rational judgments on whether one'Goverhment7

” 1mportant to have an. understandlng of what it is that 1nle1dual_

: fcontracts or grants requlre the contractor or grantee to perform.
- We frequently see publlc statements that $X billion of Federal
_funds ‘has or will be spent for research and development in
:colleges andiunlver91t1es. (In the FY 1979 Federal budget X =

t$3,6 billion, and most of this is supplied by NSE'and HEW) .




. To estimate the number of patentable inventions which might
result from Federal funds granted to colleges and universities
requires a knowledge of the'purpose for which the money is being

spent. A large percentage‘of HEW funding is going into bricks,

centers connected with universities.' None of this expendituré
can be expected to result in inventions. Anothef;significant
”:;percehtage from both the Departmént of HEW and ﬁSF is for
- educational fellowships, some of whiéh are in'the,social
- sciences; inventions cannot be expected tb result from this
funding. Fihally, a‘iarge perceﬁtage is commited to "big -
--scienceﬁ;orf“high~£echnology" endeavors sﬁch'as.ﬁﬁe fusion'labé”
foratory-at érinceton, and at the National.Cenﬁér for Atmospheré_
.Research and the Jet Propulsion Laboratory at ﬁhe.California
Institute of Technology. - Very few patentable'inventions_for
ciyilian use will arise from this funding, as experience has

. 'shown.

‘What'remaiﬁé'is tdﬁghly;$2 biilion_avaiiable for'ﬁniverSitj |

| research which couid"reasonably lead to inventiVé'éoncepts; .
Using a rough rulé of thumb, based on our'expérience; about one
invention disclosure shduld result from each million dollars
spehtlfor reseérch. Thus, approximately'2600 inventioh |
_disclosures might be expected annually from the expenditure of $2
billion. Research Corporation's experience, confirmed by that of

others, has shown that only about one out of ten disclosures
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'resﬁlts in patented'inventions,‘and, therefore, only about 200, o s
inventions annually would be subject to HEW and NSF patent R
_regulat;ons and IPAs. Of. theqe, only about one—quarter to one- o 5

third are likely_to be attractive commercially. And, of those S 5

%myﬁyw“mak;ngwlt%to%the,maxketplace‘ﬁonlyMon,

w1dely useful as to command multlmllllon dollar sales annually.
Thus, when one speaks of a Government;fundlng level of, say, $3.5
.',billion dollars per year for research at universities and‘loa-;r'

ICOIleges, one can.expeet, at best, somewhere between 50 and 67 .

inventions which'may get to the market, and but perhaps five. to

_ seveh mayoreach'multimillion dollar annual sales.

- What this means is that only a very few university and college'.

. inventors would ever receive significant royalty ineome. It also
~* means that only the rarerinvention, indeed, will result in even
- - moderate sums for the support of further research at the institu- _5;

: frtion, or to support the programs of Research Corpo#ation or other

noNprofit patént Mmandgement Srgatizaticns. A tHOTBUGH TavIew 61
<past experience will bear out this proximate aﬁalysis. SUCPEREE

. E T TEIN B

'With_this anelysis in mind and ieflectiné_on the Words in_Article'
I, Section 8, providing for protecﬁion of intellecfual property
in our nation's Constitution'....“To'promote the progress of
- science and the useful arts ...," I feel the various branches of.
our Government should encourage. research and provide all p0551b1e

means for brlnglng the fruits of Government-supported research’



.,

__into bfoad use for public benefit. This is'bestadone'wi?hin'the_ U
patent syetem which provides incentives and rewards for the

‘scientists whose inventions provide such benefits. It should IR

. also be recoqnlzed that the entrepreneurlal effort in 1lcen51ng

and developlng 1nvent ve conc9pts ESTEHE maﬁufacturing ‘stageis~
~essential if the publlc is to benefit. In my op1n10n, the use of

~ IPAs for colleges and universities is a much needed step'ln that

’"'direction. Exten51on of the IPA - approach to other grantlnq

agenc1es can only be constructive.

:Before concluding my statement I'should.like to remark on ihe use
.of the word “monopoly® in.cenjﬁnctioh with patent rights.

| .. Patents, per se, are not monopolistie. Patents'are public
documents conveying full disclosure-of'inventions and are
publlcatlons in every sense of the word., Patents convey only the

:rlght to exclude others for a llmlted time from making, . us1ng and

"ffsellinqmpreduetsm®rmpnocesseswunlessmawl;censemlswobtalnﬁdwfxqm

;the_patent owner to practice thelpatent rights. Patent owners.

can and offen do license others under their patents, thus setting .

- up competitive situations. Patents eneoufage entrepreneurs te
bring new‘pfoducts and processes to the public, and they ﬁaj '
sﬁimulate others to "invent around" the patent claims; this is
espeqially'true of patents covering widely accepted, profitable

- products.__This stimulates and encoufages research on competitive
products. In accordance with the spirit as well as letter of the.

constitutional mandate,'the possibility of a patent grant ‘is a



stlmulus to invention’ and its publlc dlsclosure, and yet its
11m1ted 11fet1me precludes undue or unwarranted reward 'In:e'
addltlon to the safeguards 1nherent in the patents themselves,_*

rlghts granted by patents have been subject to substantial

has been in’ ex1stence.

It is important to note that under present regulations the -

' Government does not pay royalties on patents covering inventions
conceived or developed in whole or in part with Federal financial

isupport, regardless of the ownership ef the patent fights.'

In negotlatlng 11censes ‘where exclu51v1ty 1s required in order to'

| brlng a ploduct to market, Research Corporatlon determlnes the

time llmlt&tlon through mutual agreement with the llcensee 1n.-'

- each situation based on estimates of how long it will take to

Tget products-on‘the'harket, recoup the initial investment and =

make a 1 reasonable return on the 1nvestment. 'ﬁhiieithe'ieﬁéth:ef‘

exclu51v1ty varies from case to case, a. reasonable exclu31v1ty

perlod in the caee-of pharmaceuticals, pest1c1des and like
materials_is_five years from date of firstrmarketing. Thls is
the time limit stated in the proposed Government-wide.IPA. These

marketable products often stem from HEW and fISF supported -

. research, and since this standard is reasonable, I would Support'

it.‘
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" Now, I would like to céver briefly a matter relating to Research
'rCorpor3£ionIWhich ﬁés”addressed by Mr. Héri,_General Coﬁnéei'for
.'ﬁSF} at the May 22,hearing'before this Committee.. I have

reference to the work done on a three—year grant to Research

"Corporation supported by both the NSF and thé Experimental.

' Technologj Ihcentives_Program of the National Bureau of

. Standards, This grant was to cover_anrexperiméntal approach_
‘directed toqcrd;enhahcing the patenr awareness of.uniVersity'

' *researchers and instruCtihg-theﬁ'ih‘hoﬁ“to'reCOgnize ifventions

“when they occur, and, then, what to do with them 1n order to

“ftransfer the new technology for publlc use.  The ba51c Objectlvé 

“of thls work Wwas to find some way to search out and bring 1nto -

~ public use more inventions than has heretofore been the cace.

'Twofrééorts on this work (which ﬁas completed in'November;.l§77),.

. arxe. in preparation.' One, which-will be issued shortly; is an

=f:1nstructlon manual desrgned for use by un1vers1t1es and colleges _ o

'-1n settlng up and operatlng thelr own 1nventlon admlnlstratlon
offlces, The other details the experlmental procedures and
analyzes the results of the three-year program. This second

- ‘report will be available within about two months.

The field work was carried out at eight carefully selected
institutions to try to delineate some of the most important

factors preventing the recognition

not, which mlght be of value to the general public. Interim
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" summaries of the results have already been presented at various

.”Tprofeesional:society meetings. It is contemplated that

.additional presehtations wili’begin shortly and continue over the

next few years. Various aspects of the work are planned for wide .

'._-urabemlnatlen.fvan.theeba51s of the%results obtalned, we fully

G

expect that the number of 1nventlon dlSClOSureS per $l mllllon of

'fundlng, Federal or otherw;se, can be doubled or tripled by using

'1oithe techniques evolved in the experlment. A copy_of a summary of

.- the final qualltatlve results is appended to this statement. -

This summary was presented at an international meeting of
"representatives of Naticnal Reseerch”DeVeiopment~Organizations .
from 16 countries in Seattle just last Thursday, June 15, 1978.

_ Although there are many other facets of the subject of Government

patent policy which could and should be addressed, I shall

conclude my_testlmony_at this point.

Iersonally, and on behalf of ‘HESEEFEN Corporatlon, "I appre01ete
_?very much the Commlttee s kind attentlon, Mr._Chalrman, and
convey to each member my thanke_for the opportunity to address
this body. If anyone has questions for ﬁe, I shall be_pleaSedlro

‘answer them to the best of my ability.
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On December 12, 1980, President Carter signed into law a piece of legislation

which most of us refer to as the University and Small Business Patent Act of

- 1980.

‘News of this event reached me in Detroit within an hour of its occurrence.

“dW%udﬂen&y@wiﬁwwaswailwéMémw@wAmxictpryWWﬁigﬁ%atWbﬁe time had seemed’

hopelessly beyond our grasp, which had eluded our most determined efforts
for years, had now bécome an incredible reality. It was a time for
 ce1ebration, aﬁd also for reflection. Were we together them, we would
have recowted, laughingly, the hours of our despair, while toasting the

heroes and roasting the villains of a truly epic struggle.

I am sure there were parties somewhere, in Washington perhaps, where a few
“of our number could add the warmth of comraderie to the joy of viectory.
Yet most of us, being removed from one another by a considerable distance,

were obliged to rejoice in solitude, if not also in silence,

~-Today.,..£or..the first time since that happy event, we have an opportumity to

rejoice together., I have not come here today te explore with vou the
problems which Ilie ashead, nor to discuss the proper distribution among

ourselves of specific assignments.

has aiready been accomplished. It is time to luxuriate in the knowledge

not merely that we have won, but that, by all that is holy, we deserved

to win.

I have come, rather, to celebrate what -

S S



What was the darkest hour of the campaign? Iﬁ was not, as some might
.conjecture, when we were farthest from victory. Indegd, Our Progress .
”waswremazkably s;eady?_albeitmagqnizing;y”slow, so that we inched cleser
to victory each day. The darkest hour was marked instead by the severity

of our casualities. The nadir was reached on December 12, 1978, exactly

~ two years prior to the date of enactment.” If only W& hdd krew!

it is a tradition among employes everywhere, and among federal employes
especially, for a departing worker to be escorted to lunch on his final
day by a coterie of his friends and office mates. Such occasions can
r~range,fr0mwthe.simply”bittersweetmto‘the_hilaxipusgwmAndﬂSQQEFimeslmV?FYWW“,“mwmwwmwm“A
rarely, ﬁhéy'can be poignant beyond description. Norm Latker had been

fired by Joe Califano and December 12, 1978 was his last day on the job,
After 22 plus years of federal service he was being terminated without

separation pav for alleged departures from official DHEW policy. I was
working at Argommne Laboratories during this period but arranged to be in

final

Washington on that/day. There were just three of us for lunch, Norm,
was then

the Department of Energy. Our purpose, Dave's and mine, was to assu;e'

Norm of our continuing commitment to the joint undertaking, and more especially
to one another. It was not a sad meeting,though the situation itself was |
grim. We were sustained by the conviction that the Ciﬁil Service
Comaission would ultimately set aside Norm's dismissal as illegal, restoring
him to his post with full back pay. This eventually transpired, except

that Norm got né back pay since his income as a private patent attorney

during the layoff period far exceeded what he would have earned as a civil

servant,



It would have helped had we known then that Califano himself would soon
~ be dismissed by the President and that the President would prove willing
to'sign'into law a policy which Califano had dismissed Norm Latker for

'"'és’"p'd’ﬁs ing -

Califano was indeed the arch villain of the enﬁiré affair,'yet'hiﬁmﬁiﬁesééél
helped our cause tremendously, turning otherwise ﬂiﬂxspﬁ parties to our

~ side. Yet , he was not around at the beginning,

The very first battle took place in late 1974 , immediately prior to the

-.gstablishment of the Energy Research and Development Administration (ERDA). .~
At issue was the patent policy which would guide the contract and grant

activities of this new agency. President Ford was anxious to get started with

his energy initiatives of which ERDA was to be the cornerstone. His eagerness,

however, .

/ left him vulnerable to a handful in Congress who saw an opportunity to impose
rigid patent policies upon the fledgling organization. We fought this

opposition to a standstill, then turned the tide so that, in the end, ERDA's

PATEHE "PE LIty wEE g lot~betrterthan-thet~found~in-manyv-federal-programs-
We were aided in this endeavor by an exfraordinary communication from the
Executive to the Legislature, It may well be without parallel in our history..
It said, in effect, that the administration had carved out a compromise with
Senator Eart, the leader of the opposition, and that the President would

veto any bill which departed from the text of that compromise in the slightest
particular. The battle ended with a minor victory for our side: we had averted

disaster and had actually gained a little ground,



We Qere beginning to recognize our friends and win new ones. These

~ included Congressmen Craig Hosner, Don Fuqua, Mike McCormack, and -
Barry Goldwater, Jr. On the other side were the rest of the House and
the whole of the Senaﬁe, or so it appeared. Our leading foes were

Kastenmeier, Seiberling and ___ Udall in the House, and Hart and

Lsvg 1a"the Senafe. Ve should alss Temsnber Serals Nash, Sexater Hart's
aide, who was both tenacious and indefatigable in his opposition. He

was a worthy adversary and fully deserving of our respect, and perhaps
even some grudging admiration. Unlike Joe Califano, Bermie Nash made.few

mistakes and he pushed no one into our camp.

And what sbout the good guys. The inner circle consisted of about six
members of the Executive Subcommittee of the Committee on Government Patent
Policy. These six were charged with the task of organizing an active
constituency from among those who shared our philoscphy. Their efforts
produced strong support and write-in campaigns froz the Ameriéan Bar

Association, the National Small Business Association, the National Patent

=-Couneily the-Charber-of Commerce;~the National-Assoctation of Manufacturers,™

Aerospace IndustriesnAssociation, and like groups. Norm Latker was
chairman of a subcommittee dealing with university patent policy. It was
his job to organize the university sector and he did so magnificently, ex-
tfacting immediate pronouncementé of support from the American Coﬁncil on
Education, and NACUBO (National Associétion of College and University
Business Qfficers), from which organization your own has sprung. SUPA

came later, but we soon found ourselves with a team of dedicated supporters
at the cutting edge of technological advanéement. There is always a first,

even among equals, and the first one on my list wmust be Howard Bremer of




the Wisconsin Alummi Research Foundation, With him were:
Neils Reimers of Stanford
Larry Gilbert then of MIT, now of Boston Universit}u"'”'””
Ray Woodrow of Princeton and later the first President of SUPA

Ray Snyder of Missouri

T

AL Gold then of Rockfeller Univers1 _.iw

72 @iﬁ'q‘j--wgwxum g mwt(l_‘wuof\v NY Polytech

Bob Johnson of the University of Florida
Earl Freise then of Northwestern and now of N, Dakota
Clark McCartney of the University of Southern Cal

Tom Martin of Utah

Will Farnell of Minnesota

Ralph.ﬁavis of Purdue

Ed McCordy of Washington University (St. Louils)

Alan Moore of Case Western

Mark Owens of the Unlver51ty-cf California

Rodger Ditzel then of Iowa State, now of University of Cal
Ed Yates of Johns.ﬁopkins

Dennls Barnes then of the University of Vlrglnla “now science

TELgETEE T SENE O T ST dL

Bill Burke of Georgia

Tom Evans of Michigan Tech

Joe Warner of Yale




With the first battle over, we were stronger - far stronger - than we

‘had ever been. Rather than dismantle our army, we decided to tzke the

offensive, Together we wrote a patent policy that was as perfect as we =~
could make it, one totally deveid of the shortcomings associated with

political expediency. In shert, we set out to educate the misinformed,

ot

the.imtutered. and the suspicious, Tather tHAR @OITLFy“themy The-bill

that we wrote is known today as Thornton - not the Thornton Bill or the
Theornton Act - just plain Thornton. The University and Small Business
Patent Act is Thornton applied to universities and small businesses,

The name Thornton comes, of course, from Ray Thornton who introduced our
bill to a reluctant if not hostile House of Representatives., Ray is now -
President of Arkansas State University, from which vantage point'he must
certainly look back with pride upon what he has wrought., He must also be.
surprised, given the fact that the bill was never reported out of committee,
nor indeed were hearings ever scheduled,.

We learned during these years that, of all the persuasive arts, education
is the slowest. And the éducation of politicians is slower yet. From a

purely personal point of view, I was keenly aware that time was running out.

As the inauguration of President Carter approached, there remained two wn-

finished peices of business.

First - to prevent the imposition of federal control on Recombinant DNA
experimentation, and

Second - to legislate Thormton.



The completion of thesé projects would depend upon the organization I left

behind. In fact, more was accomplished after I left than when I was present.
i My #uccessor, Jordan.Baruch,.pulled.a_Jde Califano. He repudiated Thbfntoﬁ”J

absolutely and irrevocably which made everybody work twice as hard for

Thornton as they might have otherwise.

Almost a year after the Carter Administration had begun, Senator Gaylord

Nelson announced that his Monopoly Subcommittee wonld begin a truly extra-

ordinary set of hearings:

"These hearings," Nelson said, "would examine efforts by a highly

placed group of Commerce Department employees - most of them hold-

overs from the two previous administrations - who are trying to

persuade Congress to repeal laws that now require certain agencies -

to take title to the benefits of research paid for by the publice,”

"The Commerce Department group, known as the Government Patent

N

Policy Committee, has been circulating a draft report among

..Bovernment agencies aimed at drumming up Congressional support

for repeal of laws that prohibit granting exclusive marketing

rights to companies which developed inventions with government

financed research,"

"If this group of Commerce Department employees has its way, the
government would end up giving away to a small number of companies

the rights to every invention produced through government financed

research.”




In truth and in fact, this set of hearings was intended to be a pre-emptive
strike against Thornton - to prevent a Thornton-type bill from being

introduced in the Senate, and to send a message to members of the House.

The witness list included a lot of my old sparring partners, including

Admiral. Rickover, Representative Seiberling and Senator Lofg, together

with some new plavers.

By some incredible coincidence, my name popped up a couple of dozen times

during these hearings, even though I've been gonme for almost a year,

Representative Seiberling observes at one point that "Assistant Secretary
Ancker-Johnson was almost fanatic in opposition; she was the leading

protagonist in doing evervthing she could to stymie compulsory licensing."

Senator Long accuses me of making the same old, tired, discredited claims
to justify the giving away of government owned rights. Then he gets to

the heart of the problem. He says:

"In April, 1977, a bill was introduced in the other body (H.R.6249)

and, I must confess, it is a beaut. This is what a real giveaway

should be like. It gives everything away; it doesn't leave even

a sliver of meat on the bone."

"This proposed legislation is one of the most radical, far-reaching
and blatant giveaways that I have seen in the many years that I

have been a member of the United States Senate.,”

Coming from Senmator oil-depletion-allowance Long, this is high praise indeed.
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The government was found liable and the matter remanded for the assessment
of damages, among other things. I don't know how much the damages will be,
but every penny will come out of the taxpayers' pocket fbr conduct ﬁhich o
Mr. Califano, a lawyer, should certainly have known to be mmlawful. If you

think that I have had difficulty in rationalizimg Mr, Califano's conduct,

. 1i s“té’n“to‘what"thecourt“"has“"to‘say"-““ .

"Dr, Richmond's decision may also have been prompted by a
memorandum from Joseph Califane, tﬁen serving %s Secretafy

of EEW, in which Califano notified Dr. Richmond that he had
asked the HEW Inspector General to review the decision process
_which ;gg“;p”;bg_grgqt oﬁmphe ASSE exclusive license, Califano’s
memorandug was dated July 21, 1977, the same dat;.£ﬁat”ww -
Dr. Richmond wrote his letter to AS&E purporting to céncel the
license agreement. In his memorandum, Califano stated, "In

view of my gemeral concern with respect to the contract pro-
curement process within the Department, I am interested in
knowing how this éecision was made,'" This language is difficult

~to.reconcile with that which appeared in a letter Califano had

written to the Speaker of the House, Thomas_(Tip) 0'Neill, less
than one month earlier. In his letter to the Speaker, Califano
stated, "I am pleased to report that the Department has now
granted and returned a limited exclusive license under these
inventions to AS&E as an incentive toward their commercial
development," His letter to the Speaker concluded that 'this
matter has now been resolved in a manner which is fair and
equitable to AS&E, the Department, the public and other manu-

facturers of CT Scanners.,”
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Returning te the events which were occurring in the Senate around the
time of Senator Nelson's Damascus-Road conversion, you will recall that
Senators Bayh and Dole introduced the University and Small Business Patent
Act, and began hearings thereon, At this set of hearings our side got a

chance to testify and we did so with a vengeanée. Our opponents began

?&oekiﬁg$£angoppoxtﬁnitiéswzpﬁhgmoutWQfrﬁhe country rather thafi face public—

cross—examination - all except Rickover who never answers questions

anvway. He deserves high markes for persistence if not for perspicacity.

The remainder of the story is well known to all of you. What you may not

know are the names of the heroes whose roles were played behind the scenes.

I will not reveal the identities of the remaining members of the Executive
Subcomzittee, since I don't want anybody to get fired the next time we have

a change of administration., You already know that Norm is one of these.

Kor is there time for me to tell you the exact contributionsef those indifiduals
whose names I feel compeiled to mention today. It would take hours to do

_everyone justice, Instead, I will merely indicate the capacity in which

each one came to be of significant service to our cause,
Joe Keves - Association of American Medical Colleges

Shelly Steinback - American Council on Education

Eric Schellin- Xational Patent Council and National Small Business Assn.

Tom Arnpld - Patent Attormey, Officer of Texas Bar Assn., the American
Bar Assm., the Licensing Executive Society and the American Patent

Law Society. Each of these groups supported our legislationm..

Barry Leshowitz and Brenda Levenson - Aides to Senator Deole. 3Barry is

now on the faculty of the University of Arizoma., I'm not sure where

Brenda is at the moment.
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Ed Brenner- Former patent commissioner and President of the

Association for the Advancement of Invention and Innovatiom.

Francis Browne - Patent Attorney and officer of ABA

Frank Czcciapaglia and Barrv Grossman - Patent Office officials

with responsibilities for Congressional liaisonm,

DyweGaid-Pesyna-=-House«Science..and..Technology.

e

now with DuPont .

Mike Superata - House Science and Technology Committee staffer -

later with House Ways and Means.

Joe Allen - Aide to Senator Bayh - now Executive Director of

Intellectual Property Owners, Inc., a non-profit associztion.

Darciz Bracken - Congressional Staffer to Ray Thornton. I believe

that Darcia is now with HNASA.

Julie McDonald - Administrative Assistant to Ray Thornton. Present

whereabouts not known to my staff - though probably back in
Arkansas from which she is fully expected to return as a

Congresswoman in her own right. Let's hope so.

lester Fettig- Headed up the Office of Federal Procurement Policy

in the Carter Administration. Gave us more ascistance than any

other Carter appointee.

LTS AR IE T PETERE AL TOTEY o Salk  Ins it ute o

Rudy Vignoue -~ Director of Governmental Relations, Goodyear Tire

and Rubber Company.

Brendan Somerville - National Association of Manufacturers.
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How's that for an impressive array of talent! Kind of makes you wonder
sometimes why it took us so long. Could we have made it without them?
Probably not, and even if we could, we wouldn't be there yet. So we
really do owe them a debt of gratitude. And yet, having said that, let

us not overlook cne incontrovertible truth:

wwmiﬂEchoﬁidmNEVERwhavewmademiﬁaﬁithhﬁﬁ;ggﬁ

You know, and I know, that it is we who did it, and T for one am dammn

proud of it!
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Reasonable Pricing - A New Twist for March-In Rights
under the Bayh-Dole Act

small business the right to own their inventions made
“with federal funding. Prior to this time, the only
existing statutes required certain agencies to own

inventions arising from funded regearch.

Simply put, the legal philosophy of Bayh-Dole is
this: if the governmeht accords broad marketplace
prerogatives to the developers of government-funded
inventions, practice supports that such inventions are

far more likely to be developed and disseminated to the

public.

The law holds that intellectual property rights
should be accorded in full to the innovators, rather than
to the government agency that financed their research,
and that developers should be free to leverage their
property rights to their advantage in the market place as

intended by the patent system.

it g In 1 9 8 0 ’then,Bath O \]_e;Act gav o Aunive T Sitie S;andxrv,f“, e
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~Although there was spirited opposition to Bayh- - - -

political consensus was ultimately built around the

notion that market torces wouild do a better Jjob of

digseminating government-sponsored inventions than

bureaucracies could.

The Act has been enormously successful. As the
Economist Magazine put it recently, it is "the most
inspired piece of legiglation to be enacted in America

over the past half-century." F.N. Economist

In practice, Bayh-Dole has fostered a potent:
four-way partnership between researchers, their

institutions, government and industry. That partnership

ahgs evolved into a powerful engine'of practical
innovation, producing innumerable advances that have
extended life, improved its quality and reduced suffering

for hundreds of millions of people.

Universities in particular have been very
successful in commercializing thelr inventions. The Act
is generally credited for contributing to the dramatic

increase over the last 20 years in the number of
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~university inventions reported, patents granted, royalty .
bearing licenses negotiated, collaborative agreements and

‘new startups.

'Sinéé“IQFD;“AméficanMuniv@f%théé“hﬁ%é“ﬁitnessed e
a tenfold increase in the patents they generate, spun off
more than 2,200 firms to exploit research done in their
labs, created 260,000 jobs in the process, and now
contribute $40 billion annually to the American economy.
Having seen the results, America's trading partners have

been quick to follow suit. ¥F.N. Economist

Notwithstanding the unguestioned success in:
meeting its objectives, opposition to the Act continues

on the basis of variations on the thesis that the public

‘should not be charged, or should be charged less, for
goods based on inventions which the opponents maintain
taxpayers have already paid for. The gréwing success of
the Act has been accompanied by an increasing number of
articles pressing this thesis as a solution to the rising
cost of healthcare especially prescription drugs
protected by patents. One such article by Peter S. Arno
and Michael H. Davis gives a new variation on this old

thesis by asserting that the march-in provisions of Bayh-
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- Dole attached as a condition of ownership were clearly
intended to be used to combat the price of drugs invented

by universities with federal funding identified by the

“public to bEexcesgive Tt g~ the purpose~of+~this

article to address the Arno/Davis article and its

conseguences.
THE HISTORY OF MARCH-IN RIGHTS

A. 1947 Attorney General Report

March-in Rights as a condition of ownership of a
government - funded invention were first suggested in the
1947 Attorney General's Report and Recommendations to. the

President as part of an appropriate government patent

_policy which was being developed to cover the expanding
govefnment research and development progrém after World_
War I1. That report recommended that "the contractor (or
his assignee who might acquire ownership) shall be
required to offer nonexclusive licenses at a reasonable
rovalty to all applicants" if the contractor or assignee
does not place the invention in adequate commercial use

within a designated period.
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~B. 1963 and 1971-Presidentia1_Memorandum-and StatementsJ“; ””m;LmJ“

Thereafter, similar march-in rights provisions

attached to contractor ownership were used in the

Presidential Memoranda and &tatements of Government
Patent Policy by Kennedy (1963)'% and Nixon (1971)%°.
These were implemented as part of the Federal Procurement

Regulations'® and various agency procurement regulations.

e THE Rennedy Meto randun

According to Section 1(f) of the Kennedy
Memorandum, the government shall have the right to
require the granting of a nonexclusive royalty-free

license to an application if the contractor or grantee

_who has been permitted to own'l the imvention, its
licenéee or assignee has not taken effective steps within
three years after the patent issues to bring the
invention to the point of practical application®® or (2)
has made the invention available for licensing royalty
free or on terms that are reasonable in the circumstandes
or (3) can show why it should be able to retain ownership
for a further period of time. The fourth paragraph of

the Kennedy Memorandum made clear that the reason for
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this march-in right was, as in the 1947 Attorney .

. General's Recommendation,. limited to. "guard against _

failure to practice the invention."

The march-in rights in section 1(f) of the Nixon
Memorandum are very similar®® to those in the Kennedy
Memorandum except that the wdrking requirement was
expanded to assignees and licensees and the Government
could also require the granting of an exclusive license
to a responsible applicant on terms that are reasonable
under the circumstances ifrthe patent owner was not
pursuing practice of the invention. The authors note

that the concept of "reasonable terms" as used in the

‘Kennedy and Nixon memorandums was a condition attached to
the licenging of inventions. There is no language in
these memorandums directed to the availability or price
of a patentéd invention arising.from federally funded

research.

C. Institutional Patent Agreements

The Bayh-Dole Act relies heavily on

Institutional Patent Agreements (IPA) which were used by
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- NTH begimning in 1986 and NSF in 1973 to handle

inventions for universities with an approved patent

policy. Under the IPA, the university had a contractural

dgreement-to-elect ownership-to~any-invention-made-with-

NIH or NSF funds, eliminating the arduous task of
justifying such ownership after identification of such
invention. Bayh-Dole is considered a codification®' of
the IPA, which was authorized for agencies in 1978 and
had a march-in provision similar to that of the 1947
Attorney General's recommendations. The model IPA was
developed by the University Patent Policy Ad Hoc
Subcommittee®® of the Committee on General patent Policy
of the Federal Council of Science and Technology after

receiving comments from many agencies and universities.

' However, implementation of the IPA was postponed for 120

days at the request of Senator Gaylord Nelson on March
17, 1978, who held hearings. The IPA regulation became

effective on July 18, 1978.%

Prior to Bayh-Dole there was little activity in
march-in rights. At most, the focus was on whether a
particular invention funded by the government was being

used. During the Nelson hearings, march-in rights were
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discussed. In particular, Donald R. Dunner, 1° Vice -
Prezident of the American Patent Law Association,

indicated that:

“Much has been said about march-in rights.. .7
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. 1In
fact, we submit the high probability is
quite the contrary. Where an invention is
significant, we gubmit 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 firgt determine whether
there i1is any patent cover on the
development, and then they evaluate the
patent cover. If they feel they want to get
into the field, they will try to get a
license. If they cannct get a license in a
Government-owned situation, they will go to
the Government agency involved, and they

=Wl dgayy-Tecannotrgetarticense e Thay=
will point to the conditions which the IPA
gpecify 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.?®

(MOVE CELL-PRO AND ESSENTIAL INVENTIONS HERE

AS EXAMPLE OF HOW RIGHT DUNNER.WAS)

G: \NJL\DRAFY Bayh-Dole.doc
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Councxl on Governmental Relations :
This clocument, which deals with the Bayh Dole. Acr,

is intended to inform the public abour technology trans-
fer at U.S. research universities. This Guide has a com-

' pendium piect, entitled * Umvcrsntchchnology Trasis-

ions and Answers”. Although each document

A R -«»—I_\i“ e e ;‘wym i Otncr

THE BAYH-DOLE ACT

A guide to the law and 1mplementm°

_ regulatlons

Abstract

1 purpose, they complem

When raken together they present a primer on the sub-
ject.”

The Council on Governmental Relations'is' an organi-
~zation which includes among its members over 135

research intensive universities. This booklet does mot

clzim 1o be a manual of university technology _transfcr .
and licenstng aceivities. Racher, it illustrates the philoso-
- phy and processes currently practiced in the university "

commumry

' In preparing the matersai the COGR Subcommirtzee

o TechnologyTransfer diew o the assistance of many T

COGR {niversities. Their help is gratefully acknowl-
edged. chroduct:on for purposes of sale or profit is
prohibited withourt the written consent of the Council

. on"Governmental Relations. Otherwxse reproducuon

15 encouraued

i N odern day technoiozy transfer from unIversities .
' w0 mdustry can be dated to the 1980 enactment

of BL. 96-5 17,-the. Bayh -Dole Act, and amendments

included in BL. 98- 620, passed in. 1984, This paper -
provides a summa:y of the leglslanon and the imple-

menting: rcoulauorxs, and describes some of che resules
to date. :

lntrodu CT.[On

echnology transfcr——nhe transfer of research results.
from ‘universities to the commercial sector—is
closciy linked 6 fundamental research acuvities in'uni- -

versities. he "concept is said to have originated in a
reporr, entitled “Science~—The Endless Frontier” which
Vannevar Bush wrote for the President of the U.S: in
1945. At that time, the success of the Manhatran Project
had demonstrated the importance of university research
to the national defense. Vannevar Bush, however, rec-
ognized the value of university research as a vehicle for

-‘enhancmg the economy by increasing the flow of -
.knowledgc To be used by industry throuUh support of

- basic sciebice; His" report became 1nsrrumcnta.l in pro-

viding a substantial and continting increase in funding~
of research by the federal government. It stimulated the
formation of the National Institutes of Healch (NIH),

“the National Selerce Foundaton (NSF); und e i
fice of Naval Research {ONR). Due to the success of =~

these and other agencies, the fiinding of basic research
.18 now considered a viral role of the federal government.

In the 1-9608.3.1'1(:1.19708, there was much study and de-”
bate surrounding federal parent policy, which eventu-

ally resulted in legislative activity. A major concern was
the apparent inability of the federal government to

transfer its technologies. There was no government-
wide policy regarding ownesship of inventions made -

“under federal furiding and the diversity in policies

among the various funding agencies resulred in a'mea-

1




ger flow of government assisted inventions to the pri-

vare secror. In 1980, the federal government had ap-

proximarely 30,000 patents a.nd only 59 of these led o

new or 1rnproved products.-

“-’Fh’xs’ problemwvac sdhuegs

xla-rge‘pa-rf- rn-"mrriﬁrivnom- ;

commercial concerns 1o promote the urilization of
inverions ansing from federal funding.

® T:was clearly stated that universities may elect to re-

 talp tide to inventions de\reioped through govern-
menz funding.

”pohcaec omlicensing-and-a- “reluctance-on- th\.

E part of the agencies to permit rights 10 an inventon to

rest with the universities and other grantees/contractors
that develop them.! The government would not relin-

" quish ownership of federally funded inventions to the
“inventing organization. Instead, it would make such

inventions availzble by non-exclusive license w anyéne -

" who wanted to practice them.-

As a result, an organization had no exclusive righr ro
"manufacture and sell a resuldng product. Understand-

ably, companies were not Jnteresred in the dc\relopmem'

" of early stage inventions, it when products finally were
ready to reach the market; compertitors could acquire a
license and could then manufacture and sell the same

products. Governmeént remained unsuccessful in ar-

' Tracting private industry to license governmens-owned
‘patents, because what belongs to everyone, belongs to
no one. :

Laie in 1980, legislators ard the administration finaliy

. decided thar the public would be served best by 2 poliC\"'

which encouraged the ucdlization of inventions pro-

. duced under federa.l fundmcr and which promoted the

participation of universities and small businesses in de-~

' 'veiopmenr and commercialization processes

B Universiesminse file parenrs-on trveritictsthey

“elect 0 own.

"M The government rets 52 non-exc]uswe license o™

practice the invention. throughout the world. -

B The covernmenr'—r‘ra'ins' 'rnairc-h-in ricrh'rs

[ Prerere":ce in hcensmo must be given 1o small busi- -

ﬂESS

E Unzform culdelmes for Urantmcr hcenses were pro- '

vided.-

On Februaﬂ 10, 1987 r_be Offce ofManagemenr and o

Budget issued policy gwidance to federal agencies for
melementmo the Act, This guidance is known as OMB
Circular A-124.° The government darrﬁcd the follow-
ing provisions:

B Standard patent rights clauses for use in federal fund-
‘ing agreements.

B Reporting requu’ernenrs for _universities electing

mle

L Specral federal, nghrs in. mvennons

5 Q_n February 18,1983, 2 Premdenna_l Menrorarrdu.rﬁ on o
“Governmens Pareni. Policy” was ‘issued. It ‘mandared

Bayh Doie Act and Re!ated Leolslatlon

he’ BavhnDole Act ‘and subsequent amendrnenrs' E

provide the basis for current university technology
wransfer practices. The federal patent and licensing

policy was shaped by four events which occurred be-

tween 1980 and 1985. o
1. On December 12, 1980, PL. 96-517, the Bayh-Dole

Act was enacred into law. This stature conrains several
- 1mporrant prowsmns-

A ‘uniform federal patent pohcy was estabhshed

' Umversrt:es wcre encouraged to collaborate wrth

‘broad application of the new government polrcy‘l ‘Two

significant: aspects are:

B Federal agencies were. drrecred t0 extend the statu-

tory.terms beyond universites and nonpr,oﬁr orga-

nizations to for-profit grantees/contractors as well. .

‘B The Federal Acquisition Regﬁléridns (FARj were
" amended on March 30, 1984 to assure that all R&D
-agencies would implement the Bayh-Dole Acr and -

thc Presidential Memora.ndurn

Os November '8, 1984, the orlgirlai‘ stature was

amended. The new language, referred toas PL. 98 G20,

provrdcs further rf:ﬁ.nﬂ.‘:rmzm:S




B The term limiradion on exclusive licenses was de-
leted. ‘

] The Secretary of Commerce was substituted for the

' Comp:croller General 25 the rcsponsib]e party to de-

tcrmlﬂe E}.C&p‘ﬂonaj C].I'Cumsta.nces When contrac-
AOL: rwhrc rmcrht be Dvcrruled

application within one year, or prior to the cnd of any
statutery period in which valid patent protection can
be obrained in the United States. The unjversity must, -
within ten months of the U.S. filing, notify the agency

. whether it will file foreign applications. If the univer-

sity-deesnovintend.so-file;. rhe-_'gx'géﬁ‘r'%r mavshenfile.on

In summary, the Bayh-Dole sariteamd “subseqieii

amendments created incentives for the government, -

unjversities, indusy and the small busincss sector, and
herein may li¢ the reason for its success. It was nor until
-}‘987 however, that all these provisions-—the Bayh-

"Dole Act, its staturory amendment, the OMB policy

guidance and the Presidential Memorandum—were fi-
palized in rulemaking, published by the Department of

. Commerce.® These rules specify the rights and obliga-

tions of all parties involved and constinuee the operat-

ing manual of the modern technology transfer officer. .

- Current Regulations

. P rocedures implementing legislative and executive
patent and licensing policy regarding “Rights to In--

* ventions Madé by Nonprofit Organizations and Smal!

Business Firms “ are codified ar 37 CFR Part 401. The-

Department of Commerce is designared as the federal

“agency 10 promiote commercialization and to assume

responsibility to maintain these rules.” As technology

- transfer takes place, the followmv rcgu.lauons must be .

observed

The provisians apply to all inventions conceived or first
actually reduced 1o prac:ice in the performance of a

PR R}

©qion.

~its-own-behalfrr

* If the university eletcs to retain mlc, the federal govern-"

ment is provided a non- excluswe, 1rrevocablc pmd up
license to practice-the i invention (or, have it pracuced-

on behalf of the US. ) chmughour the world

Any company :hat hol ds an exclusxve hcense for sales in

the United Staces, must substanuaily manufa\_ture the .

' productin the U.§: Waivers of this rile maybe granted
by the federal agency upon 2 a showmg thar reasonable

bur unsuceessful ffortsx had bcen made to ﬁnd a‘com- -

" pany that would’ ma.nufacrurc f the U S.

As zhev proceed to: hcensc an’ mvennon, unwcrsmcs'

must give preference w2 small business firmi, provided: -

the firm has the resources and capability for bringing -

the invention to practical application. However, if a
large cdmpany has provided research support that Jed
to the invention, that company may be aw: arded the
hcense. ‘

Universities may not asmgn the1r nghts 10 inventions to
third parties, excepttéa patent: managemcnt organiza-. .

Unjversities must sha,re with rhe invefitor any income .
collected on the i invention. Any remaining income, af-.

pm}ec:t, ‘whether fully or pa:ually i-unded by a'federal

- agency.

The u;u'versiry has an obligation 0 disclose eéch.new ..
_invention to the federal funding agency within two-

months after the inventor discloses it to the university.

The decision whether or not to retain tide to the inven-
tion must be made within two years after disclosing the -
invention so the agency. This-time is shortened, if, due.
to publication of resules, the one year U.S. ' starurory -
pazenc bar has been sex in motion. Under those circum- .

stances, the university: must - make an election ar lcast

sixty days before the end of the staturory period.

e €Xpenses, MUt be ised ' supporr sc1cnt1ﬁc rcsca_rcn':“' -

or education.

Agencies may decide, due to eicepfiona-l circumétahcés;,
thar title is better vested in the federal agency. Such de-

cision must be made up front and becomes part of the
funding agreement with the university. The agency.

must file an “excepdonal circumstances” determinarion

- with the Depariment of Commercg, which rules on irs
. validiry. These exceprional circumstances might pertam

o natxona] secunty or sensitive resea:ch prcuects

In some c1rcum5tanccs, the governmem can require the

university to grant a license 0 a third party. This Imght




- occur if the invention-was notbrought-to practieal use - -
within a reasonable time, if health or safery issues arose,-

if public use of the invention was in jeopardy, or if other
legal requirements were not satisfied.?

Perailsof-procedures ;and-other-fghtss:and-obligations

projects.. Cerrainty.of. title 10 inventions..made .under. .

federal. funding proved to.be most significant. While
allowing ' commercialization, titde alse protects ‘a
researcher’s rights to use and contnue 1o build on a

"~ specific line of inguiry: Implementation of uniform’

weoegnitad-abovesas well-as-further- elu»::ldanon"of those-w

patent zpa hcensing procedures became the it

items discussed, can be found in 37 CFR 401 and 35
USC 200-212.

Resuité

2s Bayh-Dole been effective in promoting tech-

7 nology transfer by universities? What measures

can vcnfv its effectiveness; and how much dal:a are avail-
able? Some compelling data exist:

In 1980, there were appro:dmétely 25-30 universiries,
‘engaged in technolov'y transfcr, by 1992, there were
L2007

Be‘meen 1974 1984, 84 ﬁniversities applied for 4,105 .

patents { 2,944 subsequensly issued); in 1992 alone, 139

universities received 1,557 patents.”

During 19741984, 1,058 licenses were granted by uni-

versities; in the penod 0f 1989-1999, 1,510 Licenses: Were_
granted.

In 1986, 1 12 universities reported lcensing income of
~$30 million; in the two year period of 1989 and 1990,

35 universities reported income of $113 million.™

" According to thc.Gchcr.al Accounting Office, industrial -

“EUBPETT o UHiveriy resereli s “Fisen from 49 in

ingredient For success.. 1}113 comblnauon of factors ]ed
wa tremendous boosr in unlvers:ry technology I:!:ansfer
actn'mes ‘

“As Vannevar Bush i roresaw strlkmcr economic benefits

to U.S. business have been 2 critical spmoff from this’
effort. University researgh,and: technolowv transfer has
spawned the leEE’ChOO]Oﬂ"r industry and led fo advances
it the medical, engineering; chemical, .computing and ‘
software industries, among others. Transfcr of rechnolo-
gies has led to the creation af new: compames, thousands S
of jobs, cutiing-edge cducat;onal opportumuer and .

' ,spmoff To serv. ice xndustnes

m example ofthls spmoff the 1censsn0 income in

1989 and 1990 of over $100 million for thirry-five -
universities can be extrapolated, on 2 4% royalry basis.
to over 52.5 billion in sales, supporting thousands of

" jobs. And. this is only parc of the picture. One should

also take into account the funds mvesred by industry in
developmenr and in supporting these sales. One must
also recognize the investment in New STart-up compa-
nies all across the T.S. from ‘which products are forth- -
coming. Finally, one rnust refembér thar b S,
universities have invested tens of millions of dollars -
since 1980 in develeping their producmve technology

7 1980 to'7% in 1990. B

A 1993 survey. 1ncluci1ng 98 universities furcher ilhus-

trates the growing activity and success in university

technology mansfer for fiscal years 1991 and 1992.%

Conclusions

hese data lead clcarly to the éonclusion that the

Bayh-Dole Act has promoted a substantial increase .~ -
in.rechnology transfer from upivessides to industry;and

ultimately to the public, as producrs become generally
available. The Act provided a secure base to which

. 'é.m':versities‘ could fink some of_-'their key research '~

; Lidnbltl (T CESTFUCTUreE:

-Perhaps, most importantly, one must acknowledge how
‘technology transfer. facilitated by the Bayh-Dole Act,

has i.fnproved our lives. New drugs, medical wreatments, -
building marerials, consumer products and diagnostic
devices are but 2 few of the produess that started as an
idea in 4 yniversity research laboratory and how touch
our lives daily. The Bayh-Dole Act permits universities
to be effective in promoting technology transfer. We

_ must all be mindful of the teners from which :he Act

was derived, anhd must be vigilant in protectxng the

rights granted by the Act.

~4




- Foothotes

1

The term unJVCISJt}’(JcS) as used in. thc Text appi;es o all gram- .
ees/contracross.

e P9 Gt e Patenvandfrademark: Amendmentsof980s ""‘-

lew amended Tite 358Gy b}r adding Chaptes-18ySécrion 200

"11'1

Office of Management and Budgct {OMB) Circular A- 124 was
subsequentdy codified ar 37 CFR Part 401.

The Presidential Memorandum was incorporaréd into the texc
of Ofee of Management and Budget (OMB) Cn'cuia: A-124
oo March 24,1984,

1. 98- 620 amended Chaprer 18, of Txtle 35 USC.
Final rules were published on March 18, 1987 (52 ¥R 8552)

"2nd subsequentty codified at 37 CFR Part 401.1401.16.

The Secrerary of Corhmerce delegazed this authorizy under 35

- W'5C 206 1o the Assistant Secrerary for Producuvm Technol-
" ogy and Innovat:on T

Oriher circumstances, not cleari\ shicidared in chc regulations,

mav be invoked by the governmem Further derail can be found
in 37 CFR Part 401.3; gcnera.i appeai methanisms sre found in

' -Parr 401.4.

b_dx.h conditions, including appropriate procedures. are de-

~ seribed ar 37 CFR Parr 401.6.

Informal survey of the Association of University Technology

Mlanagers (AUTM)

~Daza for the 1974-1984 penod are taken from a General Ac-

counting Office {GAQ) report, entitied “Patent Policy: Univer-

Tfate for the T 98.9—1990“"551‘1‘8&""i'?"'ff"c‘i’fi"i’ii.iﬁ"éﬂ"‘i’fi’"ﬁ'L‘:cnérzu AR

| sities Research Efforcs Under Public Law 96 517", dared Aprx] G e
- - 1986,

counting Office (GAQ) reporr entitled “Universiry Reseasch -
Conuolling Inzppropriate Access to. Federally Funded Resau-ch_ :

- Resules”, dated May 1992.

~ The source for the 1986 data is 2 General Accountmg Oiﬁce .
. {GAQ) report, entitled “R&D Funding: Foreign Sponsorshxp :

of U.S. University Research”, dated March 1988, ‘\.ppcnchx L

See reference 2

The AUTM Licensing. Survey: Fiscal Years 1991 and 1992.
“Association of University Technology Ma.nagers Inc., dated .
. October ]993

Invention D:,sclosurﬂ 1991-4,848:1992-5,645;
. Toul Patent Filings: 1991 1,922: 1992-2,329,
* Licenses: 1991-2,096: 2992—2 632;

'Rovalncs Rcccwcd 1991-5130M:1992- $171M
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DRAFT :
Reasonable Pricing - A New Twist for March-In quhts )
under the Bavh-Dole Act

John H. Raubitschek!
Norman J. Latker2

“In 1980 the Iayh-Doie Act gave universities and small businesses the nght to
own their inventions made with federal funding._ Prior to this time, the only existing

statutes reqwrecl certain agencies-to own inventions arrsmg from funded research.

Simply put, the legal philosophy of Bayh-Dole is this: if the government
entes

w=gccords-broad-marketplace-prerogatives-to- -the-developets-of.governir

[

“funded inventions, guch mvenuons are far more likely to be developed and

dtssemmated to the publc™ P;gq_c\la e Mﬁu % f"j ﬁ Q{

$ that mteﬂectual propetty rights should be ace@rded in full to
: ; financed their
researchiaic iy at developers should be free to leverage thelr property. -
tights to their advantage in the market place as intended by the patent, 4

Although there was spirited opposition to ]gmf;tjr'h-D.olelwheﬁ it was broﬁght _

i~ before Congress «r4988 2 broad political consensus was ultlmately buﬂt

around the notion that market forces would do a ## better job of

| disseminating govemment~sponsored inventions than bureaucracies erer
could. ' ‘

The Act has been enormously successful As the Economist Magazine put .;
it recently, it is “the most inspited piece of leglslatlon to be enacted in

Ametica over the past half-century.”"

c.

.—I-bvhas tered a potent { four- y pa.rtnershlp between researchers, their
mst.tEttons , government and industry. That partnership has evolved into
powetful engine of practical innovation-a-shewesld, producing
innumerable advances that have extended life, improved its quality and

... reduced suffeting for hundreds of millions of people.

—~



L Thellct oM Paﬂf-cufa*t - L
o Universities ée been very successful in commermahzmg their mventlons [P ,
is generally credited for contributing to the dramatic increase over the last 20

'years in the’ number of university invention 7 patentw

éq Rad 1‘&4’ .
@Qﬂi J@j *'
Negeha ;‘e Cu/ﬁif%é?‘”’é‘ |
- Q-&.ﬁz&'eme‘ r QN gl

I . . Since 1980, American universities have
w:.tnessed a tenfold increase in the patents they generate, spun off more than
2,200 firms to exploit research done in their labs, created 260,000 jobs in the
process, and now contribute $40 billion annually to the American economy.
av1ng seen the results, Amer:.ca s tradlng partners have been quick to follow |

|  Fn.elad,
Do umgerfoinreg
/1(1! d‘é;ﬁe % ver,

Rnpun fed.

ot bl

.gw» I’w(ce/: e meZ

ad }‘lt/ﬁ

Pefea £ HBawe durdd m,e:u b/ H. Osvsy




s & pNOW qu c‘/—uﬂé |
Sl Ay asien vy o b e "
: MM A h J'_'_ & - j H ”y _JL 0. £ @ i J a /; 6 } 4 -
/e égélu: /ﬂ._» 4«3/@( Yo /e u;g-(
__qfcm , e /n/yeu Yo "> /c'a . :‘z o

M deons/ Aﬂc&zj? - Te
2 puble Yo bhe Creestye.

T um-wk—pu e T
Q_Q A /  d " [ weld S . :

M_Glt‘ du‘! I#_I '/M.L(‘__-gye'&(‘_ f

f oo ey Wi
*‘“@K/aaaﬂ/nr/

e M' €wrel ”{‘"“/ “”“"’""’“




v 8,
L R /;7, JWJ?MJ?‘:Q’

D g —“—_ﬁﬁm
S %dpq,ip r{/ 57 r 2 70, L'-( W&
/é—la@allr}:d#) We » & u)é J#

. Me Jﬂ‘archmtnghts s ot eI, !
SO lemoranda and Statements of ovemment Patent Po[‘ \ ' o
- . ... - Nixon (1971)%. These were implementeiyj eros Kennédy (1963)12 o
and vanous agency procurement regulat: ns |

R

: Accor ing to section- 'l(f) of the Kennedy Memorandum the Govemm t shall

' fave the right o 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
issuies to bring the invention to the point of practical application™ or (2) has made the
invention available for licensing royalty free or on terms that are reasonable in the

_Gircurnstances or {3} can show why it should be able to retain ownership for a further
period of time. There was also a march-in right in section 1(g) if the inventionis .~ :
required for public use by Government regulations or as may be necessary to fulfi I S |

: health needs or other public purposes stlpulated in the contract or grant Iw-the -

! e, As stated inthe fourth paragraph of the Kennedy Memorandum the SR ;
reason for march-in rights was to "guard against failure to practrce the rnvention " -_"‘"' ' B [

L S e g ey
, | Cnse Mﬁ*{ f?eeyammew%/“‘/'m
L The e £ o1

Lo The march-i ln r;ghts in section Nixon emorandum are very similar*® to
~ those'in the Kenrfiady Memorandum-except that the-working.requirement was expanded :
""" _ to assignees and licensees and the Government couid also require the granting ofan -
- exclusive license to a responsible applicant on terms that are reasonable under the
c1rcumstance The health march-in right in sectien 1(g) was expanded to refer to ,
safety-didedaineast at the concept of "reasonable terms" is used in the Presidential
’“l%morahda wi et to the required licensing and not to the ava:labr!rty orpriceofa
g ederally funded research, . o ) )
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The Ba,,, Dole Act relles heavily on Instltutlo“h Patent*Agreemen

» Wt@ any lnvent;on made’ ,.-. NIH or NSF funcanecit Tt eie-ic
: T Rl Bayh -Dole can be considered a

in 197 . The model IPA
_ was developed by the Unnverszty Patent Pollcy Ad Ho¢ Subcommy of the

20 days at the request of Senator
eld hearmgs 2 The IPA reg |at|on became

| _eﬁectlveonJuly18 18782 | 0'/“/ “ed ﬂ\'lﬁl‘ dﬂr alab'a/

\ ' ‘
N 816 /4 64 ‘- ﬂg/ &ea.,c Lt ) /o ” "
. ety ¢ J-uﬁuré -/d ") b by, m #ull-

|

_ I
. _ | ' 2 During the Nelson arlngs march—ln rights were discussed. : :
' in particular, Donald R. Dunner, 1* Vice President of the American Patent Law © Casdp. 2 i

~ Association, |nchcated that: ‘ ' R VP L

march-in rights have been avallab!e for 10 years and they have never been
used ergo they are a failure. We subm}t that is not the case. There is no

situation and were not used In fact we submlt the high probablhty is quite the T by

- contrary. Where an invention is significant, we submit that the marketplace va ‘Q,
take care of the situation. Competitors who want to use a given piece of b “V’
technology follow a standard routine procedure. They first determine whether ' L o

! . thereis any patent cover on the development, and then they evaluate the patent - ¢

T . cover: Ifthey feel\@ey want to get into the field, they will try to get a license. If

| they cannot get a license in a Government-owned situation, they will go tothe.

! Government agency involved, and they wili say, ‘| cannot get a license.” They
F - 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

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

__applied, they will be applied."?

/ﬁnW@ fe”-ﬂ/fa awl ELreertie !

“Tuvestiid) bene @f EXqaple
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"Much has been said about merch-m"ﬂghts . The point has been ratsed that Q, ' ;P f- e
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status?

DH: There are very few colleges that have escaped this problem.
in the last two days. Between Bentley and Brandeis, Brandeis is .
institution. It has whole departments devoted to the training of th
dirceted by Clinton cabinet member Robert Reich. It’s a training
Democrats. The other is called Peace Studies. The way to tell wi
studies programs are legitimate academic inquiries into how to a
whether or not the program has on its faculty a professor of milit
thousand years war has been the normal state of mankind. Peace

==Fhe-mestpoweriol

dialogue. Join us!
www thesearchforwisdom.com

Build a S{ronger
America

Support the RNC and the
President's
Compassionate

Conservative agenda.
www.RNC.org
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2004 elections, get expert
opinion
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condition. For 5,000 years it has been created by one fact alore -

coalition of powers or one power so great that it imposed peace ¢
was too powerful to challenge. To inquire about the nature of pe:
understand the nature of warfare. If you are going to organize a |
program, which will be anti-military, then you organize a peace «
way Tufts and Brandeis have. Their very structure is an abuse of
betrayal of the educational vision. Brandeis’ mission statement is
of scholars united by the search for knowledge. If you pre-comm
is going to be, if military history and science is not a part of peac
you even have begun the inquiry, you have reached a partisan co

PS: How will we know when the objective of Students for Acadc
achieved? Are you optimistic that SAF will achieve its goal?

_ DH: [ think it’s going to take years, and it might take decades. E

in restoring {airness, intellectual diversity, inclusion and respect-
great gain for both the institution and students in general.

PS: Where has the Academic Bill of Rights been adopted?

DH: We started this campaign in September, and now have 133
campuses nationally. We have legislation moving in seven states
Georgia Senate, and it is in process of being adopted by the uniwv
Colorado. If students are as active as they seem to be at Tufts, in
dozens of states and many universities that will have adopted the
Rights. A large part of it is up to the students themselves.

PS: Beyond working with Students for Academic Freedom, wha
wishing to bring intellectual diversity to his college have?

DH: SAF is about the process. Our effort is to get these institutic
themselves to try to adopt reforms that will enhance the value of
getting. The next step for students is to become aware of what’s
courses but should be, register complaints where necessary, and-
compensate for the one-sidedness of the faculty by seeking out tl
them. There will be a lot of decent faculty members who will be
to them with these complaints.

No student who hasn’t read Frederick Hayek should consider the
has created one of the most formidable perspectives on the most
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confront us, including the issue of so-called social justice. Marx
discredited figure, but every student is familiar with his writings.

Ludwig von Mises both predicted the fall of communism, and ex

socialism wouldn’t work. The Left, which supported communisn

the history, sociology, and political science departments of our s

interest in suppressing these facts. The best way to do so is tono

Hayek even exists, let alone require that he be read in class. Ever 1
The Road to Serfdom and The Mirage of Social Justice. &

PS: An explicit sex fair was recently held in the lobby of the can

~ Was accompanicd by a demonstration of sextoys in a freshmanc———
performances of the infamous Vagina Monologues, to name just
were all co-sponsored by University departments and carried a d
message. The University’s involvement in these activities was cr
groups including this magazine, and subsequently caught the atte
newspapers and television stations. Where do you believe the lin
when it comes to University sponsorship of events?

DH: The problem is that these depariments will sponsor left-win
that’s all they will sponsor. That’s wrong. One of the tenets of th
Rights is that there should be a fair distribution of resources for ¢ |
speeches. While I think it is a travesty to use the University in th
unnecessary considering the wealth of sexual information availal
personally view the Vagina Monologues as ideological trash, the
every right to hold these events, ludicrous as they may seem fo o
injustice to the community at Tufts, which is much larger than th
sponsoring this, that they don’t have equal access to University ¢
to see Tufts students ask for a budget for events like this [The Ve
1s known to all the students at Tufts who pay for it, and have an ¢
these funds, for conservative or other events, whether directly rei

PS: You have talked about how the killing of a friend of yours b
was a turning point for you in beginning to doubt the radical lefti
subscribed to. Could you detail what later influences farther cont
transformation to conservativism?

DH: Frederick Hayek was one of them. It wasn’t just the murder
the Left reacted to it. The Left defends its own murderers. Youc
throughout the country and not come across my books. The Left
justice for itself, that’s why it has committed so many crimes ove
social system has a way of dealing with injustices, and while it i
what is in life?—at least it’s there. There’s a book called In Deni
John Earl Haynes which documents professors in the fields of so
communism. It’s called In Denial because they [the professors] &
facts, and are still defending the Soviet system.

It’s taken 50 years and still, HBO just ran a Pulitzer Prize-winnit
as sophisticated as a comic book. It was called Angels of Americ
spy for the Soviets look like an angel. Instead of being laughed o
considered probably the most significant drama in the American
20 years. That’s the kind of perversity to which ideological mone
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the left enjoys will lead. There is no one to challenge them in the
and those who would are so miniscule in number, it becomes inti
thankless to carry out this task. As a result, the intellectual level «
the liberal arts is at an al] time low.

PS: Liberals seem to have an overwhelming advantage over con:
their ideas. Americans are subjected to liberal attitudes daily, wh
form of MTV, The New York Times, schools, or Hollywooed, to
any exposure to conservatism, most Americans need to take a pr
can conservatives do to change this, and how important is it that

" DH: Thave a big problem with calling lefists liberals. These pec ™~

they were there wouldn’t be a problem. They are illiberal. The o1
liberal about are hard drugs and sex. In everything else, they’re ¢
want to tax and regulate and create rules. Liberalism is a misnom
use it the way we do is because the left dominates the high cultw
the Left has been able to do this is because conservatives have le
Party has paid no attention. Conservative students haven’t focuss
with the intention to solve its problems. I know nothing about th
I’1l give you odds and bet you that the lion’s share of funding for
conservatives. It’s important for Tufts students to be aware of thi
trustees, alumni, and donors. )
1 already have indications that the Tufts administration is a probl
comparable leftist—written 20 books, been nominated for a bool
contributor to MSNBC instead of FOX, and been well known as
would have been flattered to have me. They would have generou
and shown respect. They don’t show respect for the conservative
conservatives probably contribute half of the school’s budget. I t
reforming the University would be for the diversity program to
diversity as part of the diversity mandate. I hope students at Tuft
take it to the trustees.
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DOES THAT DOG HUNT?
Concentration of Economic Power and Independent Producers
Dr. John W. Helmuth

It is bad public policy and bad economics to allow concentration of power
in the food industry.
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AL ERERN T o

The food chain is one of the worst of all industries to have substantial
concentration of economic power. Because food is essential to survival, any
concentration of economic power has the potential to result in exploitation of
‘both farmers and consumers. Food security is also an essential element of
national security. Concentration of economic power in the food industry can
thus endanger consumers, producers, and national security.

In 1945, the Noble prize winning economist Frederick Hayek pointed out

.that a. free enterprise, market economy is most efficient as forrg-as-the-

economic decisions about what to produce and how to produce are made by ~

those closest to the economic circumstances of time and place. In other words
when economic decisions are disbursed among many independent resource
owners, in the aggregate, their decisions will result in the most efficient use of
resources. Hayek went on to say that the more resources and economic
decisions are concentrated in the hands of a few, whether they be government
bureaucrats, as in the former Soviet Union, or powerful corporate executives
 of large companies with substantial market power, the less productive and the
less efficient the economy will be. I know of no stronger economic argument
for the preservation of individual livestock producers' decision-making and
the preservation of efficient, competitive, public markets. -

Dr. Harold Breimyer of the University of Missouri calls the current trends in
American agriculture "industrial feudalism." To put this characterization in
historical perspective, during the age of European feudalism, land was owned
by feudal lords in massive estates. These feudal lords had absolute power over
the workers (serfs). Today, mergers, acquisitions, and consolidation is
concentrating sector after sector of our economy, not only in the food system,
but throughout most sectors of the American economy. These giant
corporations, Dr. Breimyer points out, are today's counterpart of feudal lords.

To tie this back to Hayek, when a family farmer makes a bad economic
decision only a few people may be hurt--the family, maybe a bank, or local
suppliers. But when a large corporation makes a bad economic decision
thousands can be hurt, possibly an entire industry. A good example is the US
automakers' decision to continue to build large, fuel-inefficient cars in the
1970's during the oil embargo. It took two decades for America to recover
from that bad decision and to once again be competitive with Japanese and
European automakers. Millions of American workers and consumers were
harmed by that one bad decision.
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Today's increasing concentration of market power in the hands of fewer,
larger companies violates the conditions necessary for a market economy to
work. By definition, successful market capitalism must rest on a dispersion of
resource ownership among many market buyers and sellers, all of whom may
have some market power (bargaining power), but no one of which has any
significant degree of market power. These ground rules of market capitalism
are being violated today in America.

~Livestock-industry concentration is freezing out the independent-farmers——— L

In today's livestock industry the trends are very clear. The squeeze on [
independent livestock operations is being brought about exactly as it was done |
in the poultry industry--by closing out markets. This is key to what has
happened to public, competitive, capitalistic livestock markets, including
cattle and other agricultural markets.

As concentration has increased the large corporations have closed out the
competitive public markets. What is meant by closing out markets? :

The nemesis of those with market power over price is the free, public,
capitalistic, competitive, auction market. To have to bid competitively, in a
public, capitalistic market, to buy livestock is the last thing a packer wants to
do. This is the packer's motivation behind the move to more and more direct
contracting of livestock. As packers control larger captive supplies.and use
more forward contracts and more marketing agreements, they are less and less
likely to have to bid competitively in the public, capitalistic markets.

They are closing out the markets by avoiding them at all costs. By not using
them unless they absolutely have to. Why buy in public if one can strike a deal
in secret? As this phenomenon continues over the years, public, capitalist
markets become thinner and thinner and usually end up essentially being
residual markets where the lowest quality livestock, the culls, are disposed of.

An analogy is useful in understanding the effects of packers closing out the
public markets. Consider what happens when a large buyer does not use a
public market. Assume that the US Air Force decides to build a new Air Force
Base in Indianapolis, Indiana. Now, what might we expect to happen to home
prices in Indianapolis? They will most likely go up as new people move into
the area to work at the Air Force base. New home buyers in the area are likely

http://216.239.53.104/search?q=cache:.I132MbwB7VvAl:www.competitivemarkets.com/libr... 5/1/2004
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to bid up the price of homes, reflecting the demand for housing. But, suppose
for a moment that the Air Force--the government--decides to prevent home
prices from increasing by avoiding the public market for houses. Suppose they
try to do this by telling the sellers of houses that anyone working at the Air
Force Base who wants to buy a home will only pay the average Indianapolis
home price from last year, before the base announcement was made. Sounds
absurd. Sounds absolutely impossible. Indianapolis would never stand for

such amabsund attemp_t to close out the pubhc market for houses But this is

In my opinion, that dog don't hunt.
i [®] Hit Counter
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The Evolution of Modern Technology Transfer
By Norman J. Latker

In 1885, after Louis Pasteur saved a boy with rabies, patients flocked from all parts of the world to his office, but it

- WasToo” smafk torece ﬁthWThE“n‘emar*beforﬂhe*Academy“of“Smences-—Paste&r—dec}afed;é’lfhere—}s—a—need e

for prophylactlc measures against rabies. An anti-rabies vaccine should be created.” The request from the father of
microbiology resulted in an extensive, international public subscription generating a fantastic burst of generosity that
‘built the Pasteur Institute as a clinic for rabies treatment, a research center for infectious disease and a teaching
center, with Pasteur as director. '

But, in subsequent years, as the early and fundamental discoveries in the life sciences evolved, it became
clear that the resources necessary to bring them to practical life exceeded what their investigators could provide

_ through their own efforts.
~ Indeed, Professor and Inventor Fredenck Cottrell recogmzed "..a number of meritorious p'a't'er'lt's given tothe
public absolutely freely have never come upon the market chiefly because what is everybody's business is nobody s
business.” This observation lcd Cotirell to donate his patents and thelr royalty return from his electrostanc ' '
precipitator to fund the creation of the R=search Corporation in 1913 to setve as the technology transrer agent for
investigators isolated from the commercml marketplacc. E

In 1925, Professor Harry Steenbock made a similar donation of his vitamin D patents to fund the creation of
the Wisconsin Alumni Research Foundation limited to serve as the technology transfer agent only for investigators at
the University of Wisconsin at Madison. These targeted services were intended to provide greater attention to
reported inventions than previously provided by universities.

During these early years of the century, the services of Résearch Corporation and WARF were clearly limited
by their resources. The majority of investigators were left to determine on their own whether to pursué moving their
discoveries into practical life. _ _

The huge increase in funding of research and development by the federal agencies proposed by presidential
science adviser Vannevar Bush following World War H brought with it the establishment ofa patchwork of different
policies covering the ownership of inventions resulting from this funding. Outside the Department of Defense, the

| policies were heavily weighted in favor of government ownership, resulting in either dedication to the public or
nonexclusive licensing of the government's patent rights.

By the 1960s, if was clear to the science management at the National Institutes of Health that the depariment’s
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_title pollcy was an 1mped1ment to :|.ndustry development of the life-science
inventions resultlng from NIH fundlng -
The problem was dramatized by increasing numbers of inventién-ownership disputes involving inventions-

assigned without notice to NIH to industrial developers by NIH-grantee investigators motivated, as was Pasteur, to

_..see their direct applicatiop to practlcaPT ifer

Professor eidelberger and the Umvers1ty of W1sconsm after bemg pubhcly accused by Sen Hvuoyu

Long's staff of confiscating ownership of 5FU, a breakthrough cancer chemotherapy drug, and licensing it to an
industry developer, successfully convinced the department that minimal government funds were involved in its
: conception.
Professor Robert Guthrie, a department grantee and the inventor of the then preferred test for PKU

(Phenylketonuria) being marketed by an industrial developer under license, after being publicly pilloried. for

..confiscating the invention, assigned ownership to the department.
These cases had a further chilling effect on indusiry involvement as they suggested that any amount of
government funding touching an industry invention could result in a similar claim of right by the government.

Thereafter, in 1968, the Government Accounting Office added additional urgency to resolving the problem,

by reporting that, due to departmerit patent policy, inventions resylting from all of NIH's medicinal chemistry grants:

could not find the necessary industry support to continue development.
Finally, in 1969, responding to increasing internal pressure, the department changed its patent policy and i
established a uniform institutional patent agreement that left ownership to grantee institutions that agreed to staff a
technology transfer office to manage and license these rights when they requested an agreement. The conditions -
attached to these agreements reflected the accepted practices of Research Corporation and WAREF. The National
Science Foundation followed with similar changes in 1972, Th_ereaftcr, HEW (DHEW? Department of Health,
Education and Welfare?) and NSF staff responsible for IPA policy joined together in a long series of interagency

discussions aimed to establish the IPA policy throughout the government agencies.

In 1974, the newly established IPA holders formed the Society of Patent Administrators to enhance outreach .
to industry so as to overcome industry's continuing resistance to development of government-funded inventions
because they were not made in the companies’ laboratories. |

In that same year, members of the society found their political legs by assisting in preventing the inclusion in

legislation creating the Energy Research and Development Agency of a requirement for government ownership of
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inventions resulting from its funding.
By 1976, 75 IPAs had been negotiated and executed with institutions that received well more than 50 percent
of the annual DHEW extramural funding, and GSA (Genéral Services Administration?) regulations expanding the

IPA policy to the rest of the government agencies, otherwise covered by statute, were accepted by the interagency- -

. Federal Council” fdr Science and” wcﬁ‘tﬂogy‘andjmbumw

Also in 1976, NIH Director Donald Frederickson agreed, with the consent of the ECST, to permif the

University o_f California and Stanford to administer the Cohen-Boyer gene-splicing patent under their IPAs.
Stanford's nonexclusive licensing of Cohen-Boyer to dozens of commercial concerns sparked the start of the biotech ;
industry. _
Notwithstanding the clear record of increasing licensing by IPA holders, DHEW Secreiary Joe Califano
N in‘stituted a 1977 "reassessment” of the department TPA policy that stopped further invention prdcessing on the

ot und that the introduction of new technology into the marketplace was cscalatmg the price of health care, which
- ”reqmred department oversight. Legislation was introduced in the Senate to pr0v1de the department with this 0vers1ght'

o ‘auth‘onty at the same time. ’

: E S_imultaneously, Sen. Gaylord Nelson of Wisconsin initiated hearings to discuss the legality of IPAs and the
GSA regulations cxpanding their use to all government agencies. _ _

The Califano and Nelson actions served as the flashpoint for organizations having IPAs to pursue legislation
to assure continuance of the 1969 department policies and their further expansion by the GSA regulations to other
federal agencies having conflicting policies. Led by the University of Wisconsin, Stanford University, the University
of California and Purdue, the IPA community, over a period of two years, was so successful in making their views
known to the Congress that Bayh-Dole passed the Senate by a vote of 91-4.

Some suggest that the pﬁmary purpose for Bayh-Dole is the production of income for those who participate in '.
the conception and delivery of inventions to the marketplace. I do not believe that was the primary motivation of the.
act's architects. Income, which was a distant possibility at the time of enactment, was viewed only as a collateral
benefit of success. The act is structured so as to assist investigators in their pursuit of direct application of their
discoveries to practical life up to the point of either success or definitive fajlure.

As such, investigators intuitively understand that the act provides to them the possibility of their advancing

mankind, as Pasteur did, which explains their growing enthusiasm to participate.




ILXHN




Don’t Mess with Success

People will know you 're serious when you produce
Muhammad Ali

On August 4, 2004 the National Institutes of Health rejected a petition seeking to use the
m}Thnrltlcs nf the Bavh—Dole Act to force Abbott Laboratones to lower the pnce of

had discovered Norvir at least in IJElrt with NTH funds, was the agAericy” correct legallyand
as a policy matter to reject the petition?

The answer is yes and yes.

The research alliances between our universities, federal laboratories and U.S. industry are
essential to our economic growth. However, it must be realized that commercializing
federally funded inventions is a high-risk endeavor. By allowing the Government to
come in years later and second-guess product pricing would destroy the system.

While little known in the popular press, the Bayh-Dole Act of 1980 has been an essential
part of the American economic renaissance. As The Economist Technology Quarterly
said on September 14, 2002:

Possibly the most inspired piece of legislation to be enacted in America over the
past half century was the Bayh-Dole Act of 1980... More than anything, this
single policy measure helped reverse America’s precipitous slide into industrial
irrelevance.

Before its enactment, few inventions were commercialized from the billions of dollars
invested in federal R&D at our research universities. The reason was that they were

. warehoused in Washington and typically offered to industry non-exclusively. Industry

was not interested without strong patent protections to justify their significant
development risks. A study in the Johnson Administration was unable to find a single
instance where any drug had been developed when the government owned the patent.

Bayh-Dole provided incentives for universities and small companies 1o nurture
inventions they make with federal funds. University inventors must receive a share of
royalties, the remainder must be invested in research. Preferences are given in licensing
to small companies and those who will develop the resulting products in the United
States.

The basis for the petition to NIH was a misreading of the rights of the funding agencies.
A great fear when Bayh-Dole was debated in Congress was that companies might license
university discoveries to stop their development when the discovery might threaten a
company’s existing products. Therefore, agencies were given the right to “march-in” if a




licensee was not making good faith efforts to move the product toward market. Because
the universities are serving as stewards of the public interest, additional language
required them to make their licenses available on “reasonable terms” for subsequent -
commercial development.

Through a misreading of the law and its legislative history (the hearings, Committee

“report and floor debate leading to enactment) a public interest group developed a theory

that somehow the university’s requirement to license on “reasonable terms™ provides the
federal agencies the right to make sure that resulting products are available at reasonable

..prices: Despite a joint letter to ' The Washimgton Postby-Senators:Bayh-and-Dole

TR T T

decrying such a misreading of their bill, a petition was Tilsd to NIH askiig the dgericy to™

“march-in” and regulate the price of Norvir.

If Congress had intended for government to regulate prices of resulting discoveries,
surely it would have given some guidance on how to define a fair price. Senators Bayh

and Dole would have been poor legislators, irideed, if they had hidden such an intent for -
almost 25 yeats. Legislation is not archeology! :

If further clarification was required, former Senator Bayh spoke at the NIH meeting .

considering the petition again clearly explaining how the law worked. Ultimately NIH

agreed, rejecting the petition.

Trying to combine technology transfer legislation with product price controls would

- again doom federally funded inventions to the dustbin. As NIH reported to Congress,

75% of licensed university patents were little more than a proof of concept. The vast
majority of such patents are licensed to small companies.

Thomas Edison said, invention is 1% inspiration and 99% perspiration. In the case of
publicly funded R&D, government is typically funding the inspiration and industry the
perspiration. The Economist Technology Quarterly rightly concluded about Bayh-

Dole: “A goose that lays such golden eggs need nurturing, protecting and even clonmg, :

not plucking for the pot.”

To paraphfase the Champ, Bayh-Dole has produced, don’t mess With it.
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Motions, Pleadings and .Filings

United States District Coutt,
W.D. New York,

121 Patents €2314(5)

-291k314(5) Most Cited Cases

[2] Patents €323,2(2)
291;:3232( 23 Most Cited Cases

UNIVERSITY OF ROCHESTER, a Now York
Education Corporation, Plaintiff,
V. :
G.D. SEARLE & CO., INC., a Delaware
Corporation, et al., Defendants.

No. 00-CV-6161L.

March 5, 2003.

Patent holder brought infringement action against
competitor over patent relating to new generation of
pain relief medication that did not produce certain
undesirable side effects, particularly stomach
irritation. On competitor's motion for summary
judgment, the District Court, Larimer, J., held that:
(1) patent did not. satisfy -written description
requitement, and (2) pstent did npot satisfy
enablement requirement.

Motion granted,

Waest Hearlnotes

" [1] Patents €112.5
291k112.5 Most Cited Cases

[1] Patents £-2323.2(5)
291k323,2(5) Most Cited Cases

A moving party seeking to invalidate a patent at
summary judgment must submit such clear and
convincing evidence of invalidity that no reasonable
jury could find otherwise; alternatively, a moving
party seeking to have a patent held not invalid at
summary judgment must show that the nonmoving
party, who bears the burden of proof at trial, failed to
produce clear and convincing evidence on an
essential element of a defense upon which a
reasonable finder of fact could invalidate the patent.
35 US.CA. § 282, Fed.Rules Civ.Proc.Rule 56, 28
USC.A

Whether & patent Spesification complies ~with the -

written description requirement is a question of fact;
however, as in other areas of the law, if the court
finds that there is no genuine issue of material fact as
to this issue, summary judgment is appropriate. 35
US.CA. & 112; FedRules Civ.Proc.Rule 56, 28
1J.8.C.A.

[3] Patents €118

291k118 Most Cited Ca_ses

A court need not decide the meaning of alt disputed
patent claims if the construction of the claims would
have no bearing on the invalidity analysis. 335

US.CA. § 282,

[4] Patents €299
291k99 Most Cited Cases

To satisfy the 'writien-description requirement, the
specification must describe every element of the

‘claimed invention in sufficient detail so that one of

ordinary skill in the art would recognize that the
inventor possessed the claimed invention at the time
of filing; thus, an applicant complies with the written-
description requirement by describing the invention, -
with all its claimed limitations, not that which makes
it obvious, and by using such descriptive means as

© . words, structures, figures, diagrams, formulas, et

cetera, that set forth the claimed invention. 35

US.CA.§ 112,

[5] Patents €<299
291%99 Most Cited Cases

Patent relating to method of pain treatment, by
targeting cyclooxygenase activity over prostaglandin
H synthase, did not satisfy written description
requirement, even though' inventor made some
significant discoveries in the field and patent
described compound, that was necessary to practice
method, in terms of its function; patent did not set
forth any procedure that would necessarily lead to
discovery of such compound, and it did not identify
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any particular class of compounds that contained at
least one suitable member, so only means provided
for finding such compound was essentially trial and
error process. 35U.S.CA. § 112,

[6] Patents €299 \
291k99 Most Cited Cases '

It is not necessary to gwe a precise chemical formula,

“Oora descrxpnon ofa “strac
satisfy " the ™ “patehit”1AW's W
requirement, when persons of ordinary skill in the art

" can ascertain what substance is being described by

resort to the public depository where a specimen of
that substance is kept. 35 U.S.C.A. § 112

[7] Patents €99
291k99 Most Cited Cases

The enablement requirement demands that a patent

specification enable those skilled in the art to make -

- and use the full scope of the claimed invention
without undue experimentation. 35 U.S.CA. § 112

[8] Patents €52314(5)
291k314(5) Most Cited Cases

Whether a patent complies with the enablement
requirement is a question of law, although the
ultimate legal conclusion of enablement rests on
factual underpinnings. 35 U.8.CA. § 112

[9] Patents €299
291k99 Most Cited Cases

Enablement is determined as of the effective filing -

. datc of the patent. 35 U.S.C.A. § 112,

[10] Patents €-2312(1.2)
291k312(1.2) Most Cited Cases

As with the written description requirement, the
burden of showing invalidity due to ponenablement is

on the party asscrtmg the defense. 35 U.S.C.A. §
112,
[11] Patents €99

291%99 Most Cited Cases

Patent relating to method of pain treatment, by
targeting cyclooxygenase activity over prostaglandin
H synthase, did not satisfy enablement requitement;
even though patent described assay for détermining
whether given compound possessed certain desived

“deseription

lﬁre—m orﬂ“er-W&“Imhs‘enablemenhnqmmthe“fac{@rstthatmm& -be
~considered ~in-determining ~-whether--a-disclosure ..

characteristics, and identified some broad categories
of compounds that might work, those descriptions,
without more precise guidelines, amounted to little
more than direction for further research with no
assurance of success. 35 US.C.A. & 112,

[12] Patents €299
291k99 Most Cited Cases

would require undue experimentation include: (1) the
quantity of experimentation necessary; (2) the
amount of direction or guidance presented; (3) the
presence or absence of working examples; (4) the
nature of the invention; (5) the state of the prior art;
(6) the relative skill of those in the art; (7) the
predictability or unpredictability of the art; and (8)

+ the breadth of the claims, 35 UL.S.C.A. § 112

[13] Patents €99

291k99 Most Cited Cases

Patent protection is granted in return for an enabling
disclosure of an invention, not for vague intimations
of general ideas that may or may not be workabie;
thus, tossing out the mere germ of an idea does not
constitute enabling disclosure. 35 U.S.C.A.§ 112, -

[14] Patents €99
291k99 Most Cited Cases

While the need for some experimentation is by no
means necessarily fatal to the validity of a patent due
to lack of enablement, reasonable detail must be
provided in order to enable members. of the public to
understand and carry out the invention. 35 U.S.C.A.

§ 112, :

[15] Patents €99
291k99 Most Cited Cases

A patent need not disclose that whicli is already well
known in the art in order to be enabling. 35 U.S.C.A. -
§ 112.

[16] Patents €=2312(6)
291k312(6) Most Cited Cases

Declarations of experts failed to support’ patent
holder's assertion that patent relating to new

. generation of pain relief medication met enablement

requirement, since declarations were conclusory or
failed to support conciusion that patent application
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would have enabled one of ordinary skill in art to
practice invention claimed in patent without undue
experimentation. 35 [JS.C.A. § 112.

patents ©328(2)
291k328(2) Most Cited Cases

6,048,850, Invalid.

#218 David M. Lascell, Harter, Secrest and Emery,

=P Rochsstesr: NY—Carol=E=Heckm:

=Harter;

possession and knowledge of the unique composition
that makes it worthy of patent protection.

The patent at issue here does not do that. What the

~ reader learns from this patent is a wish-0r plan-of figst™

step for obtaining a desired result. ~What he
appreciates is that the pateniee had a goal for
achieving a cerfain end result. The reader can
certainly appreciate the poal but establishing goals

-does-not-a-patent-make .. The reader.also. learns that

~Secrest & “Emery;LLP;Buffalo;,~NY;-Gerald-
Dodson, Eric S. Walters, Morrison & Foerster, LLP,
Palo Alto, CA, Erica D. Wilson, Win Hwango,
Steven J. Keoninger, Kenneth A. Kuwayti, Cynthia
L. Lopez, Marc J. Pernick, Kanika Radhakrishnan,
Jennifer L. Piel, Cathryn M. Sadler, Bryan Ward,
Rachel Williams, Emily A. Evans, Erik Jeffrey
Olson, Morrison & Foerster, LLP, Palo Alto, CA,
Harold. A. Jurland, Eric J. Wared, Ward, Norris,

Helfer & Reidy, LLP, Rochester, NY, for University

of Rochester.

" 'Michael Wolford, Wolford & LeClair, LLP,

Rochester, NY, Henry J. .Renk, Nicholas M.
Cannella, Robert I.. Baechtold, Fitzpatrick, Celia,
Harper, Scinto, New York City, David T. Pritikin,
Richard F. O'Malley, Charles W. Douglas, Sidley
Austin Brown and Wood, Chicago, 1L, for G.I.
Searle, Inc.; Monsanto Co., Pharmacia Corp.

Pauf J. Yesawich, III, Harris Beach LLP, Pittsford,
NY, Gerald Sobel, Richard G. Greco, Kaye, Scholar,
Fierman, Hays & Handler, LLP, New York City,
Sylvia M. Becker, Kaye, Scholar, Fierman, Hays &
Handler, LLP, Washington, DC, for Pfizer, Inc.

DECISION AND ORDER
LARIMER, District Judge. -

Patent law often involves subject matter and legal

principles that can be both complex and arcane. But

there are some basic principles that should be evident
even {o the lay person.

An "inventor” or patentee is entitled to a patent to
protect his work but only if he produces or has
possession of something truly new and novel. The
"invention" he claims must be sufficiently concrete
'so that it can be described for the world to appreciate
the specific nature of the work that sets it apart from
what was before. The inventor must be able to
describe the item to be patented with such clarity that
the reader is assured that the inventor actually has

.the..patentee.-had...not.proceeded..to. do. . what. . wWas... .....irc,

necessary to accomplish the desired end. In my view,
such an "invention" i5 not really one at all. As the
Court of Appeals for the Federal Circuit stated in a
case involving similar issues, an inadequate patent
description that merely identifics a plan t©
accomplish an intended result "is an attempt to
preempt the future before it has arrived.” Flers v.

-Revel, 984 F.2d 1164, 117] (Fed.Cir.1993). Such a

patent fails to comply with the requirements of the
federal statutes concerning issvance of patents and,
therefore, must be held mvalld ' :

%219 BACKGROUND
The patent at issue, United States Patent No.

6,048.850_("the 850 patent”) relates to a new
generation of pain relief medication that does not

- produce certain undesirable side effects, particularly

stomach irritation, associated with many other pain
relievers such as aspirin, acetominophen, ibuprofen,
etc. Specifically, the '850 patent claims- a
pharmaceutical "method for selectively inhibiting
PGHS-2 activity in a human host” in which "the
activity of PGHS-1 is not inhibited." ‘850 Patent, col.
71, lines 36-37, 43-44. PGHS-1 and PGHS-2 [FN1]
are two enzymes produced by the human body. They

play a role in the manufacture of hormones known as. - .

prostaglandins.

FNI., PGHS-1 and PGHS-2 are also
sometimes referred to as Cox-1 and Cox-2.
These terms are taken from the chemical
names prostaglandin H synthase and
cyclooxygenase. '

Prostaglandins perform’  various functions;
prostaglandins produced through the activity of
PGHS-1, for example, are beneficial and help protect
the stomach lining. PGHS-2, on the other hand, is
associated with inflammatory stimuli. When those
stimuli are present, production of PGHS-2 increases,
which in turn leads to an increase in the

Copr. © 2004 West. No Claim to Orig. U.S. Govt. Works.
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Hyde Denies Hands-Off Policy. Rep. John Conyers Jr.
(D-Mich.), the ranking minority member of the full
committee, interrupted the discussion to ask former full
committee chairman Rep. Henry J. Hyde (R-Il),
whether it had not been the previous policy of the Judi-
ciary Committee to refrain from acting on legislation
that would interfere with ongoing litigation.

Hyde denied that there had been any such tradition,

pointing out that the committee had often addressed is-
sues related to abortion, which is continually subject to
litigation. Furthermore, Hyde objected to the Berman
amendment as “an attémpt to codify moral rights,”
which are not generally recognized in American copy-

of the COX-Z inhibitor drugs Celebrex and Bexira for
treatment of inflammation infringed the 850 patent.
Judge David G. Larimer of the U.S. District Court for
the Western District of New York granted the drug
companies’ motion for summary judgment of patent in-
validity. 249 F. Supp.2d 216, 68 USPQ2d 1424
(W.D.N.Y. 2003) (65 PTCJ 427, 3/14/03).

The district court found that, although the '850 patent

claims require the use of a “non-steroidal compound

that selectively inhibits the activity of the PGHS-2 =~~~

gene,” the patent neither discloses any such compound

nor provides any suggestion as to how such a com-

pound could be made other than by trial-and-error re-

“search Indeed; thecourttound noevidence-that the-in

right Taw, :

e OREE this work of art is put-into the” stream-of-com:-

- merce, it seems to me the artist loses some degree of
control,” Hyde said. )

Waters then offered an amendment that would create
an exception to the hill’'s general exemption from in-
fringement if the copyright owrner sold or licensed cop-
ies that were edited for broadcast television or airline
use. This amendment was shortly rejected by voice
vote.

" Finally, Berman offered what he called the “anti-

profanity, anti-sex, and anti-violence amendment,”

which would limit the right to use skipping technology

only for the purpose of shielding the viewer from such
. jcenes. .

Such a restfiction, Berman said,' would ensure that |

the bill “not provide a license to those commercial com-
panies who make filters of a more unsavory nature,”
such as altering political messages or making movies
more violent or more sexual.

Rep. Spencer T. Bachus HI (R-Ala)) denounced Ber-
man’s amendments as “micromanaging parents’” and
evidence that Berman did not trust citizens to make de-
cisions for themselves.

This amendment was also rejected by voice vote, The
subcommittee then accepted by voice vote Smith's sub-
stitute bill. The bill was reported favorably out of sub-
committee on a vote of 11 to 5.

By ANANDASHANKAR MAZUMDAR

Patents/Invalidity

Federal Circuit Refuses to Rehear Case
- On Written Description Requirement

a vote of seven to five July 2 denied a petition to re-
consider en banc a February panel decision that a
university’s patent on an arthritis treatment was invalid
for failure to meet the Patent Act’s written description
requirement (University of Rochester v. G.D. Searle &
Co., Fed. Cir., No. 03-1304, 7/2/04).
The controversy over the panels ruling that the
Patent Act’s written description requirement is separate
_from the statute’s enablement requirement generated
three dissenting opinions and two concurring opinions.

_ T he U.S. Court of Appeals for the Federal Circuit on

Panel Affirms Invalidity Ruling. The University of Roch-
ester owns a method patent (6,048,850) for selectively
inhibiting the activity of the COX-2 enzyme, while not
adversely affecting the activity of the COX-1 enzyme.

The university sued G.D. Searle & Co., Pfizer Inc.,
and other drug manufacturers, alleging that their sale

~yentors-themselves knew-of-such-a-compound-at-the

time their patent application was filed. The court ac-
cordingly concluded that the '850 patent claims were in-
valid under 35 U.5.C. § 112 for lack of written descrip-
tion.

The district court also found that the practice of the
claimed methods would require “a person of ordinary
skill in the art . . . to engage in under experimentation,
with no assurance of success,” and therefore, that the
patent was invalid for lack of enablement.

A panel of the Federal Circuit affirmed, reasoning
that the Section 112 written description requirement
cannot be satisfied with generalized language that does

not detail the identity of the invention. (67 PTCJF 338, - onns

2/20/04). .
Judge Alan D. Lourie rejected the university’s conten-
tion that no written description requirement exists inde-
pendent of the enablement requirement. Three separate
requirements are contained in Section 112, the appel-

“late court chserved, pointing to the written description

requirement, the enablement requirement, and the best
mode requirement. Although there is often significant

- overiap between them, these three requirements are in-

dependent of each other, Judge Lourie insisted.

The university filed a petition for rehearing en banc.

Full Court Review Denied by Slim Majority. The petition

for rehearing en banc was denied, with Chief Judge H.
Robert Mayer, Judge Lourie, and Judges Paul R.
Michel, Raymond C. Clevenger 1II, Alvin A. Schall,

. Timothy B. Dyk, and Sharon Prost casting the deciding
- votes. . : HS L

Judge Pauline Newman, in a dissenting opinion,
agreed with the earlier panel decision that the written
description requirement must be fulfilled separately
from the statute’s enablement requirement. Judge New-
man rejected assertions there has never been a separate
written description requirement in the patent law. “It
has always been necessary to disclose and describe
what is patented,” she wrote. The public purpose of pat-
ents would be seriously disserved by eliminating the de-
scription requirement entirely, she said. ‘

However, Judge Newman faulted the en banc major-
ity for refusing to resolve the “burgeoning conflict in
pronouncements of this court” concerning those re-
quirements. “The question has percolated enough; it is
ripe for en banc resolution,” she insisted. .

Dissenting Judge Randall R. Rader, joined by Judges

Arthur J. Gajarsa and Richard Linn, also advocated en

banc review, but urged setting aside the “new judge-
made dectrine’” applied by the panel. Judge Rader
maintained that the written description requirement
was first applied in 1997 as a general disclosure require-
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. ment, rather than in its “traditional role” as a docirine
to prevent applicants from adding new inventions to an
older disclosures, citing Regenis of the University of
California v. Eli Lilly & Co., 119 F.3d 1559, 43 USPQ2d
1398 (Fed. Cir. 1997) (63 PTCJ 483, 4/5/02).

Judge Rader went on to trace “the confusion engen-
dered by this new doctrine,” pointing in particular to
“firestorm” created by the Federal Circuit's ‘'flip-flop”

- in Enzo Biochem. Inc. v. Gen Probe Inc., 323 F.3d 956,

- 83 USPQ2d '1609 (Fed. Cir. 2002) (64 PTCI 276,
7/19/02), where the court vacated its original decision
invalidating claims to polypeptides that detect gonor-

dards will be appropriate. According to Judge Dyk,
however, “this is neither the right time, nor the right
case, in which to consider those difficult questions.”
Gerald P. Dodson of Morrison & Foerster, Palo Alto,
Calif,, represented the University of Rochester. Gerald
Sobel of Kay Scholer, New York, represented G.D. .
Searle & Co.

Full text at http://pub.bna.com/ptcj/031304. htm

Legislation/Trademarks

attached a 15-page appendix summarizing the aca-
. demic commentary on the Eli Lilly doctrine, noting that
most of the articles were crifical of that ruling.

In Judge Rader’s view, the Eli Lilly doctrine “has no
basis in the written description language of the original
Patent Act,” nor has the statute “changed in any way
that justifies ‘discovery’ of a vast new validity doctrine
over two hundred years after the 1793 Act.” By impos-
. ing a “new free-standing validity requirement,” Judge

" Rader charged, Eli Lilly subjects many patents in the
field of biotechnology to serious and unavoidable valid-
ity challenges simply because the patent drafter may
" are often routinely available to those of ordinary skill in

the art. '

Because the panel decision does not resolve any of
the confusion or provide a sound legal basis for the EN
Lilly doctrine, Judge Rader summed up, the court
- should have reviewed this case en banc.

In an additional dissenting opinion, Judge Linn,
joined by Judges Rader and Gajarsa, similarly urged en
banc review fo overfurn precedent establishing sepa-
rate written description and enablement requirements.
“There is simply no reason to interpret section 112 to
require applicants to set forth the metes and bounds of
the claimed invention in two separate places in the ap-
plication,” he wrote. “That is the function of the
claims.” While he agreed with Judge Rader that the
“burden of Lilly and Enzo™ has fallen on the biotech in-
dustry disproportionately, Judge Linn also asserted that
“the new-found written description requirement will af-
fect all fields of emerging technology.”

Judges Lourie and Dyk filed concurring opinions, en-
dorsing the majority's refusal to hear the case en banc.

rate written description requirement in the patent law,

- and that requirement “poses no conflict with the role of

the claims.” The specification teaches an invention, and

the claims define the right to exclude, Judge Lourie
said. .

He discounted the fact that the written description

has only been relied upon in recent years as a ground

of invalidity. Nor did he agree that the Federal Circuit’s

decisions, particularly Eli Lilly, have created a “height-
ened” written description requirement for biotechnol-
ogy ihventions. “Qur precedent is clear and consistent
and necessitates no revision of written description law,”
he concluded. ’

For his part, Judge Dyk stressed that his vote to deny
en banc review “should not be taken as an endorsement
of our existing written description jurisprudence.” He
conceded that there may come a time when en banc
consideration of the proper written description stan-

=rhea-because-the-mere-deposit-of-the-claimed-material=—=f
.. did. not.satisfy.the written.description requirement.-He -~

not have included lengthy nucleotide sequences that

In Judge Lourie's view, there has always been a sepa-

Senate Panel Considers Repeal of Law
Against Enforcing Cuba-Confiscated Marks
L egislation (S. 2002 and H.R. 2494) should be en-

acted to repeal a law forbidding U.S. recognition of
trademarks that are linked to businesses that were

_ confiscated from their rightful owners by the Cuban

government, a trademark expert and a global trade ad-
vocate told the Senate Judiciary Committee July 13.
However, a former commissioner of the Patent and
Trademark Office joined property rights defenders and
several Florida lawmakers in calling for legisiation (S.

..2373 and H.R. 4225) that would “fix”’ a problem identi- ..o -

fied in the iaw by the World Trade Organization, while
leaving intact its policy against enforcing confiscated
marks without the permission of the original owners.

Rum Row Rolls Relations. At issue during the hearing
was Section 211 of the 1999 Omnibus Consolidated and
Emergency Supplemental Appropriations Act (Pub. L.
No. 105-277; 56 PTCJ 760, 10/22/98). That provision es-
sentially prohibits U.S. courts from granting protection
to or enforcing a trademark that is the same or substan-
tially similar to a trademark used in connection with a
confiscated business or assets, unless the original
owner or “bona fide successor-in-interest” expressly
agrees to the trademark’s use, The legislation was spe-
cifically designed to protect trademarks belonging to

" businesges confiscated by the Cuban government after .

the 1959 Communist revolution.
Section 211 was tacked on to the budget bill after lob-

bying by rum-maker Bacardi Co., which bought the

rights from the exiled Arechabala family to use the
trademark ““Havana Club” for its rum on the U.S. mar-
ket. The Arechabala family owned the distillery produc-

ing Havana Club, but the distillery was seized by the --
- Cuban government in 1960.

Meanwhile, the French spirits group Pernod Ricard
challenged Bacardi’s claim to the Havana Club mark on
the ground that the Arechabala family abandoned the
mark by failing to renew its registration in 1973. Pernod
claimed that the mark was registered with the PTO in
1976 and later transferred to Havana Club Holding S.A.,
a joint venture that Pernod set up with Cuba in 1993,

In February 2000, the U.S. Court of Appeals for the
Second Circuit upheld Bacardi’s right to use the name.
Havana Club Holding S.A. v. Galleon S.A., 203 F.3d
116, 53 USPQ2d 1609 (2d Cir. 2000) (59 PTCJ 546,
2/11/00). The court agreed with a 1999 lower court rul-
ing that Havana Club Holding had no right to use the
mark in the United States. 62 F. Supp. 1085, 50 USPQ2d
1889 (S.D.NY. 1999) (57 PTCJ 544, 4/25/99). Both
courts reasoned that Pernod’s efforts to protect the Ha:
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