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Hello. m Norm Latker, and I’'m here to address the petition sponsored
by Mr. James Love of Essential Inventions, which asks NIH to end the
exclusive title held by Abbott Laboratores for the AIDS drug Norvir.

- T thank you for the opportunity to address this issue today.

While I am sympathetic to the efforts of Mr. Love, which I believe are
motivated by a desire to enhance the quality of life for the millions of
Americans living with ATDS, I must-oppose his petition, which, if
successful, would undermine the integrity of the Bayh-Dole Act, which I
helped to draft back in the 1970s.

" Although there was spirited opposition to Bayh-Dole when it was brought
before Congress in 1980, a broad political consensus was ultimately built
~around the notion that market forces would do a far better job of

- disseminating government-sponsored inventions than bureaucracies ever
could.

The Act has been enormously successful. As the Economist Magazine put
it recently, it is “the most mnspired piece of legsslation to be enacted in
America over the past half-century."

That may sound like hyperbole, but the impact of the Act has indeed been

“astounding—and overwhelmingly positive.

It has fostered a potent four-way partnership between researchers, their
mstitutions, government and industry. That partnership has evolved into
- the most powerful engine of practical innovation i the world, producing

- innumerable advances that have extended life, improved its quality and
reduced suffering for hundreds of millions of people.




The phrase clearly refers to the terms of the agreement between the
contractor and the licensee.

Bayh-Dole wants government-sponsored inventions moved to the
marketplace. Towards that end, it obligates the contractor to transfer the
mvention to the licensee without demanding exorbitant, or unreasonable,
royalties.

The ultimate price of the drug to be developed had nothing at all to do
with section 203a or the contractor’s obligations under sec. 202c. Pricing
was —and is—Ieft to the discretion of the licensee. It 1s the licensee, after
all, who bears all the risks of developing the innovations—the clinical trials,
the FDA approval procedures, the vagaries of the marketplace. They do so
because they know that Bayh-Dole guarantees them exclusive rights over
the invention.

After explaining all that, I must now point but that Norvir has zezer been
licensed, and that Abbott Laboratories 1s #or a hicensee. It is, in fact, a

_ contractor who obtained title to its invention directly through a contract
with NTH. |

Agamn, when the law was written, we thought that in most cases, a
contractor would be an academic, research mnstitute or small business that
‘would not have the resources to develop and market the mvention on their
own. Bayh-Dole therefore emphasizes the Licensing process, as 1s
abundantly evident throughout the Act and its implementing regulations.

Abbott Laboratories, as it happens, had no need to license its invention. It
had title to the invention and the resources to bring it to the matket
_without any assistance.

“This exposes a minor ambiguity in Bayh-Dole. Obviously, “reasonable
terms” in this particular case cannot mean “reasonable royalties.” But
neither can it mean “reasonable pricing”, as a requirement under sec.202c.

In other words, we cannot spontaneously reinterpret 203a to mean that
- when a contractor brings a drug to market itself, it must price the drug
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Of course, the law isn’t perfect. No law is. There have been changes in the
three decades since Bayh-Dole’s passage-—changes that no one could have
- predicted. But overall it has stood the test of time.

While I feel I can provide some perspective on the Act, there is very little 1
can say with authority on the underlying issues that have prompted Mr.
 Love’s petition.

Frankly, there are a number of things that I simply do not know.

" For example, I don’t know how Abbott Laboratories reached its decision
to raise the price of Norvir. 1 don’t know whether it was based on
legitimate business 1ssues, or as AIDS activists allege, on simple corporate
greed.

Nor can I pretend to know what impact the price hike will have on those
who need the drug to stay healthy, or on the healthcare finance system. I
do not know if some people who need Norvir will now not have access to
it. I don’t know whether Abbott’s promise to provide the drug for free to
" those who cannot afford it should be taken at face value.

It 1s worth noting that Senator John McCain has called on the Federal
Trade Commission to investigate Abbott Laboratories for possible abuse
of 1ts monopoly power with respect to Norvir. Attorneys General in
Illinois and New York ate also looking into the matter. Again, I do not
know precisely what criteria these organs of government might use to

~ determine whether corrective action is warranted.

But I do know this: the Bayh-Dole Act 1s not an arbiter of healthcare policy

or drug pricing, and was never intended to be.

Bayh-Dole defines critically important aspects of mtellectual property law,
-while ensuring that viable government-sponsored research does not go to -
waste. o

Ttis decidedly ill-suited for ahy other purpose.
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Simply put, the legal philosophy of Bayh-Dole 1s thus: if the government
accords broad marketplace prerogatives to the developers of government-
funded mventions, such mventions are far more likely to be developed and
disseminated to the public.

The law holds that intellectual property rights should be accorded mn 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 mtended by the patent

- system.

There were a few conditions placed on this freedom—conditions which are
now the subject of dispute. In layman’s terms, the conditions provided

that:

a)  Reasonable efforts were required to develop the
mventions to practical application, and made readily
available to society;

~b)  The inventions should not be used in such a way that -
might threaten public health;

¢)  If an invention were subject to a federal order of some
kind, the developer must comply with that order; and

d)  The marketed nvention should be made within the
Umnted States.

These conditions were translated into the legal language found in section
203 of the Act—what we now refer to as the “march-in™ clauses, because
they give the government the power to “march-in” and reassign intellectual

property-rights:—These-were-concetved-as-extraordinary-measures-to-be--

used only when there was overwhelming evidence to show that the public
resources invested into an innovation were being wasted or abused.

N Obv10usly, Abbott Laboratories has been enormously successful in

bringing the benefits of Norvir to the pubhc at large. The drug may be
expensive—perhaps intolerably expensive, given the critical importance it
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holds for people with AIDS. But by the criteria established by Bayh-Dole,
Abbott has complied with the law.

Mr. Love would of course disagree, both with my interpretation of the
march-in clauses and my belief that Abbott has not broken the law.

His petition asserts that Bayh-Dole invests NIH with the authority to
determine whether the price of Notvir is too high and, if so, to terminate
the exclustvity of Abbott’s property rights.

- The petition points out that one march-in clause, section 203, specifies
that the invention in question must be made available on “reasonable
terms”, which the authors interpret to mean “reasonable prices".

None of this 1s supported by a correct reading of the Act and 1ts legislative
history.

In fact, if the drafters of Bayh-Dole had imntended such an interpretation,
we would have inserted specific criteria into the law to enable NIH—or
-any government funding agency —to assess what a reasonable price might
- be. No such criteria are found, because controlling patent rights on the
- basis of price was antithetical to what the drafters had in mind.

Nor did we envision that the law could authorize government funding
agencies to compel private entities to divulge mternal accounts or pricing
- mformation. If we had foreseen such a process, the Act would have
contained enabling language specifically empowenng it.

It must be admitted that the law 1s written in the arcane legalese of the
penod, and many sections are quite easy to rmsmterpret unless armed with

the correct-definitions:
Let me provide some of those definitions now.

The Bayh-Dole Act refers to three key entities involved in the government- |
- sponsored research and subsequent development of an invention. |
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1)  Contractors: These are the organizations that onginally used
government research funds to make fundamental discoveries

2)  Licensees: These are the entities that acquire a license to an
mnvention, develop it and bring it to the marketplace. They pay
royalties to the contractor. And bear risk... In the fields of
human health and life sciences, these are usually drug
companies.

3)  Assignees: These are defined by the Act as non-profit patent
management organizations, which at the time brokered the
license agreements between the contractor and the licensee.
‘Their role has been marginalized in recent years as universities
and research mnstitutes have taken on the role themselves.

When reading the march-in clauses, 1t 1s important to understand that
Section 203a ordy applies to contractors—that 1s, the original researchers —
and assignees. :

. Section 203a does st apply to licensees.

~ T'his was not an accidental omission. ‘That licensees are consciously
excluded from 203a 1s obvious, because the next three sections -203b--d
explicitly apply to all three entities: contractors, assignees and licensees.

Back 1 1980, it was clear that most health mventions could only be
practically developed under licenses with the drug industry. Bayh-Dole
granted the property rights to the contractor, who would then negotiate a
license agreement with the licensee. Of course, drug pricing played o rok in
. these negotiations. Pricing a drug which has not yet been tested, approved

A miarketed 1s,.0f course, impossible

As the phrase "reasonable terms” found in 203a applies to contractors, and
not to Aeensees, 1t cannot mean “reasonable prices,” because contractors, in
the view of the drafters, would not normally be setting prices. Further, they
are not required to do so under 202¢ which sets out all the contractors

obligations.
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23

“reasonably”. “Reasonable terms” could not mean one thing for a licensee,
and another for a contractor, unless the law contained specific language
defining these meanings.

The mtent of 203a is obvious enough, even 1f 1t fails to specifically address
the case at hand.

In closing, I’d like to return briefly to the broader issues that have
prompted Mr. Love’s petition.

It must be plainly understood that medical access problems in the United
~ States stem #of from the research and development regime, but from the
way healthcare entitlements are ascnbed and healthcare resources are

I confess that I am no fan of price controls, because I believe that they
could stifle innovation and drastically reduce the amount of money the
drug industry pumps into pharmaceutical research every year. Contraty to
~ what has been published in recent weeks, only a very small portion of the
- government health research and development funds are channeled directly
- into drug research and chinical studies. Most 1s used to sponsor
investigations into the life sciences. |

It 1s mn fact the private sector that ponies up the resources to develop, test,

- obtain approval for, and market new drugs. Itis an undeniabl,
responsibility of government to create and maintain incentives for these
investments, because there 1s no way the government could manage the job
on its own.

~Tn the absence of government price controls, drug companies will seek to
maximize their profits by balancing prices with the need for market
 penetration - and that is exactly what the drafters of Bayh-Dole expected.
Pricing freedom 1s one reason often cited by the pharmaceutical industry
for concentrating their research and development activities in the U.S. Itis
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why the U.S. remains the world leader in medical research, and why so
many drugs are made available here first.

That shid, the public has an mterest in affordable healthgare. I think there
are nfany ways|thagmight beachiefed without resgrfing to outsight price

- confrolg’ Stat¢ governfne(s, for dgarfiple, ar¢ th€mselves major purelmyess
of dipdgs, and could, thfough clever use of their market power, help keef
pr¥es down.

1If a political consensus were to emerge that drug prices need to be
controlled by the government, the only legal and appropriate means of
instituting such controls would be through a full-fledged legislative process,
tested by the courts and admimistered through empowered organs of
government,

Obwiously any healthcare reform effort could face resistance from vested
interests, and it is tempting for some to look for shortcuts. But twisting
mtellectual property law into an administrative mechanism to control drug
. prices would have intolerable consequences for innovation, drug

. development and healthcare i this country.

Keas-niso-legally-mmpessedle. A sober reading of the Bayh-Dole Act will
leave no doubt that retail drug pricing has nothing to do with the march-in

provisions of the Act.
‘Mzr. Love’s petition must therefore be denied.

~ Thank you again. for the opportunity to be here today.
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To: <njl@browdyneimark.com=>

Date: 6/2/04 9:42AM

Subject: [Fwd: Re: [techno-I] My May 25 Statement at NIH meeting on

theEssentiallnventionsPetition]

---—— QOriginal Message ----—--

- Subject: Re: [techno-] My May 25 Statement at NfH meefing on
theEssential InventionsPetition
Date: Sat, 05 Jun 2004 18:43:50 -0400
From: Carole and Norman Latker <Latkerc@bellatiantic.net>
To: James Love <james.love@cptech.org>
References: <s0c06213.040@mail2 browdyneimark.com>
<40C20A7A.5090500@cptech.org>

Jamie
. The EIA quote you use from Arno/Davis is attributed in footnote 222
to Peter McCloskey in his 1979 statement on S.1215 (probably
Stevenson-Wydler) before the Senate Committee on Commerce, Science and
Transportation. As such it has nothing to do with the legislative
history of Bayh-Dole or then established government patent policy.
Similarly, 70 of the 82 footnotes Arno/Davis use to support their
conclusions in their so-called legislative history of Bayh-Dole (pages
656-667) relate to statements made outside the 1979 Senate Judiciary
hearings on Bayh-Dole. At least 22 of the 70 statements footnoted are - - - s u S G—-
~ altributed to weil known opponents of contractor ownership under any o
conditions, i.e. Adm. Rickover, Sen. Long, Cong. Brooks, Raiph
‘Nader,etc. None of these gentlemen testified against Bayh-Dole or
~ bargained for your compulsery license provision as a condition for their
acceptance of the Act. Why then are they included in the Arno/Davis ‘
"history"?
If you wish to continue to rely on statements outside the Act's
legisiative history, | believe Arne/Davis "history" should be revised to
include at least a discussion of the DHEW administrative policy which
 was clearly identified in the hearings and elsewhere as the precursor of
the Act. That had far more relevancy than anything touched on by
Arno/Davis.Wouldn't that be fair? Last, Sen. Bayh went into some detail
in his May 25 statement on how footnotes 200 and 201, which you used
in your petition, was a misrepresentation of his public statements. For
your benefit | will repeat for him that the policy of "recoupment” of

a"percentage of the salés on the behalf of the government has no
logical connection to an endorsement of your compulsory license
theory. If you believe otherwise spell it out in laymen's terms.

i don't think it is necessary to respond further as it is more of of

what you think "reasonable terms" mean. | must say that's a more
reasonable position than Arno/Davis's repeated insistency that it
conclusively provides for your compulsory theory notwithstanding that
that makes no sense in the context of the Act (don't forget Scalia)

You still have not come up with that "single word".
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James Love wrote;

> Norman Latkerwrote:
>
> course, he will not be able to do that because there is not a \

> single word in all of established government patent policy, past or
>> present, which supports compulsory licensing based on an allegation
>> that the invention is being sold at an unreasonable price.

& definition for the term "practical application”

> changed from the earlier Kennedy and Nixon patent policy statements,
> which defined the obligation to make "practical application" of an

> invention to include the requirement that: '

=

> “the invention is being worked and that its benefits are

> reasonably accessible to the public.”

-
> To the newer definition:
e
> "the invention is being ufilized and that its benefits
> are to the extent permitted by law or Government
> regulations available to the public on reasonable terms."
-

> As you note, the phrase "available to the public on reasonable terms"

> js.a more clear mandate to look at the price than "reasonably

> accessable to the public,” even though, | would claim that "reasonably

> accessible" means reasonably priced or affordable in most parts of the
> world. Moreover, it turns out that in hearing on government patent

> policy, industry efforts to narrow the definition now used in the

> Bayh-Dole Act, so that simple working would be good enough, (closer to
> your interpretation of the requirement), were not accepted. The

> industry wanted a definition that was "worked or that....," but the

> eventual definition was "utilized and that..."
-

In the course of the hearings on the legislation, the

Electronic Industry Association urged Congress fo redefine

the phrase Opractical application & -- a trigger for the exercise

of march-in rights -- to reduce the obligations of the

contractor and thus the risk that the government would actually
assert march-in rights: &The definition of eepractical application £

appears too stringent. We would suggést a rewrite o indicate
that application /£ means ... sethat the invention is being worked
or that its benefits are ava:!able to the public either on

reasonable terms or through reasonable licensing ... 630
Congress declined to adopt this change, and maintained the
standard that a &dpractical application & is achieved -- and
march-in rights conditions are avoided only if the invention

is being practiced and it is available to the public on

reasonable terms. 31

VVVVVVVVVVVVYVYYVVYY
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> Do you claim the phrase "available to the public on reasonable terms”
> means "avaitable to the public on ANY terms."?
5

> Jamie

> Halperin notes:
> 30 Patent Policy: Hearings on $.1215 Before the Subcommiittee on
> Science, Technology and Space of the Senate. Commitiee on Commerce,
> Science and Transportation, 96th Cong. at 221 (1978) (statement of Peter
> F. McCloskey, President, Electronic Industry Assn.) (emphasis added)
> 31 See Arno & Davis, at 666.
3
>
> 1963 Kennedy Policy on Patents
> Memorandum and Statement of Government Patent Policy, 28 Federal
> Register 10,943-10946 (1963) '
B
> (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, of 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 accessible to the public.
R e ——
=
> 1971 Nixon Policy Statement on Patents
> Memorandum and Statement of Government Patent Policy, 36 Federal
> Register 16,886 (1971).
e
> (g) To the point of practical application—-means to manufacture in the
- case of composition or product, o practice in the case of a process,
> or to operate in the case of a machine and under such conditions as to
> establish the invention is being worked and that its benefits are
> reasonable accessible o the public.
= et O
> 1980 Bayh-Dole Act
> 35 USGC 201(f)
-
> (f) The term "practical application” means to manufacture in the case
> of a composition or product, to practice in the case of a process or
> method, or to 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 reguiatxons available to the public on reasonable
> terms. ' T A~

gn-n

=

b

>

>

>> SECTION | {f)

>

>> (f) Where the principal or exclusive [(except as against the

>> Government)] rights in an invention remain in the contractor, unless
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>> the contractor, his licensee, or his assignee has taken effective

>> steps within three years after a patent issues on the invention to

== bring the invention to the point of practical application or has made

~>> the invention available for licensing royalty?free or on terms that

>> are reasonable in the circumstances, or can show cause why he should
>> retain the principal or exclusive righis for a further period of

>> time, the Government shall have the right to require the granting of

>> a nonexclusive or exclusive license to [an] a responsible

>> applicant(s) on [a nonexclusive royalty-free basis.] terms that are

>> reasonable under the circumstances.

>

>> COMMENTS: The Federal Council for Science and Technology has

>> recommended that this section be amended to permit the Government to
>> require a contractor to grant licenses on terms that are reasonable

>> under the circumstances, rather than on a "nonexclusive royalfy?free
>> basis." Although the granting of nonexclusive licenses may in some

>> cases be sufficient to encourage commercialization of an invention;

>> in other cases, some degree of exclusivity may be necessary.

>> Accordingly, the language as amended is sufficiently broad to permit

>> a requirement that the contractor grant an exclusive, as well as a

->> nonexclusive license. The language of this section has also been

>> amended fo require the contractor to grant licenses only to

>> applicants who appear to be responsible, and who would appear to have
>>"the ability fo utilize the invention. In addition, the parenthetical

>> phrase "except as against the Government” has been deleted in view of
>> the amendments to Section 1(h).

e

>> SECTION 1(g)

S-S

>> (g) Where the principal or exclusive [(except as against the
>> Government)] rights to an invention are acquired by the contractor,
>> the Government shall have the right to require the granting of a
>> nonexclusive or exclusive license o [an] a responsible applicant(s)
>> [royalty?free or] on terms that are reasonable in the circumstances
>> (i) to the extent that the invention is required for public use by
>> governmental reguiations, or (ii) as may be necessary to fulfill
. >> heaith or safety needs, or (iii) for other public purposes stipulated
>> in the contract.
>
>> COMMENTS: The Federal Council for Science and Technology has
>> recommended the deletion of the phrase "royalty?free" in view of the
>> fact that the application of this section is not predicated on the
- >> fact that the contractor himself is not using the invention. In
>> extreme cases, however, the Federal Council believed that the phrase

S5TOR terms that aré reasonable in the circumstances" cotild be

>> interpreted* broadly enough to include a royalty?free license. This
>> section has also been amended to require licensing only to

- => “responsible” applicants. The addition of "safety" needs was made io
>> clarify the application of this provision to purposes of safety. The

=> parenthetical phrase "except as against the Government" has been
“>> deleted in view of the amendments to Section 1(h). T
P

>> SECTION 1(h)
-
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>> (h) Whenever the principal or exciusive rights in an invention remain
>> in the contractor, the Government shall normally acquire, in addition
>> to the rights set forth in Section 1(e}, 1(f), and 1(g),

>

>> (1) at least a nonexclusive, nontransferable, paid up license to

>> make, use, and sell the invention throughout the world by or on

>> behalf of the Government of the United States (including any.

- . >> Government agency) and States and domestic municipal governments,

>> unless the agency head determines that it would not be in the public
>> interest to acquire the license for the States and domestic municipal
>> governments; and

-3 :

>> (2) the right to sublicense any foreign government pursuant to any
>> axisting or future treaty or agreament if the agency head determines
>> it would be in the national interest to acquire this right; and

>

>> (3) the principal or exclusive rights to the invention in any country

. >>1n which the contractor does not elect to secure a patent.

>>
>> COMMENTS: The license rights of the Government and the coniractor

>> originally set forth in Sections I{a)}, (b), {¢), (&), (f), (g), and
>> (h) are now set forth in Sections 1(h) and (i). Section 1(h) covers

>> the situation where the principal or exclusive rights remain in the

>> contractor.

>

>> Section 1(h) has been amended to include the minimum rights to be
>> retained by the Government in all cases where the contractor has been
=>> given principal or, exclusive rights to an invention.

e ]

>> Section 1(h){1} defines the scope of the license that the Government
>> shall normally acquire both for its own use as well as for use by

=>> States and municipal governments. A license for use by the States and
>> domestic municipal governments is normally acquired, unless the

>> agency head determines that it is not in the public interest to do

>> s0. Section 1(h)(1) as amended spells out the meaning of the

>> definition of "governmental purposes,” and therefore, that phrase no

. >> longer appears in the Policy Statement.

-4
-
=
-4
>> Techno-L archives are available on UVentures.com.

>> Techno-L is a free service provided by UTEK Corporation
>> (Amex: UTK) for technology fransfer professionals.

S5 TG aCCess e Sgarchable archives, register FREE st
>> hitp:/iwww_uventures.com
>

>> To subscribe, e-mail: techno-l-subscribe@lists.uventures.com

~>> To unsubscribe, e-mail:techno-l-unsubscribe@lists.uventures.com

>> For additional commands, e-mail: techno-l-help@lists.uventures.com

g

>
b
>
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John H. Raubitschek
Patent Counsel
U.8. Department of Commerce

" Room 4835

14th and Constitution Avenue, N.W.,
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voice (202) 482-8010; fax (202) 482-0253
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"Norman Latker"

=<NJL@browdyneimar
‘k.com> To
<jraubits@doc.gov>
06/14/2004 11:58 cc
AM
Subject
Re: article

John

Thanks very, very much for the B-D hearings. They are much better than 1
remembered. Staats's statement was unbieveably good. He hit on every
important point in the evolution of B-D including slamming the '63 and '71
Pres. statements. | think we can greatly strenghten our case with an

-..upfront synopsis of Staat's history which-Armo/Davis cannot match. | would -

like fo try my hand at it when | get the next draft. | am beginning to see
how this undermines all the revisionest histories floating around. We are
making good progress.
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From: Carole and Norman Latker <Latkerc@bellaflantic.net>

To: <njl@browdyneimark.com>

Date: 6/9/04 9:42AM

Subject: [Fwd: Re: [techno-l] My May 25 Statement at NiH meeting on

theEssentiallnventionsPetition]
fyi

———- Original Message —---—-

Subject: Re: [techno-I] My May 25 Statement at NIH meeting on
theEssential InventionsPetition

Date: Sat, 05 Jun 2004 18:43:50 -0400

From: Carole and Norman Latker <Latkerc@bellatlantic.net>
To: James Love <james.love@cptech.org>

References: <s0c06213.040@mail2.browdyneimark.com>
<40C20A7A.5080500@cptech.org>

Jamie

The EIA quote you use from Arno/Davis is attributed in footnote 222
to Peter McCloskey in his 1979 statement on S.1215 {probably
Stevenson-Wydler) before the Senate Committee on Commerce, Science and
Transportation. As such it has nothing to do with the legisiative
history of Bayh-Dole or then established government patent policy.
Similarly, 70 of the 82 footnotes Amo/Davis use to support their
conclusions in their so-called legislative history of Bayh-Dole (pages
656-667) relate to statements made outside the 1979 Senate Judiciary
hearings on Bayh-Dole. At least 22 of the 70 statements footnoted are |
attributed to well known opponents of contractor ownership under any

- conditions, i.e. Adm. Rickover, Sen. Long, Cong. Brooks, Ralph
Nader,etc. None of these gentlemen testified against Bayh-Dole or
bargained for your compulsory license provision as a condition for their
acceptance of the Act. Why then are they included in the Arno/Davis
"history"?

If you wish to continue to rely on statements outside the Act's
legislative history, | befieve Arno/Davis "history" should be revised to
inciude at ieast a discussion of the DHEW administrative poticy which
was clearly identified in the hearings and elsewhere as the precursor of
the Act. That had far more relevancy than anything touched on by
Arno/Davis.Wouldn't that be fair? Last, Sen. Bayh went into some detall
in his May 25 statement on how footnotes 200 and 201, which you used
in your petition, was a misrepresentation of his public statements. For
your benefif | will repeat for him that the policy of "recoupment” of

a-percentage of the-sales-on-the behaif of the"government hasno
logical connection to an endorsement of your compulsory license
theory. If you believe otherwise spell it out in laymen's terms.
| don't think it is necessary to respond further as it is more of of
‘what you think "reasonable terms" mean. | must say that's a more
reasonable position than Arno/Davis's repeated insistency that it

~conclusively provides for your compulsory theory notwithstanding that
that makes no sense in the context of the Act (don't forget Scalia)
You still have not come up with that "single word".
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James Love wrote:

> Norman Latkerwrote:

-

>> Of course, he will not be able to do that because there is nota

>> single word in all of established government patent policy, past or
->> present, which supports compulsory licensing based on an allegation
>> that the invention is being sold at an unreasonable price.

>

=

> Norman, you note the definition for the term "practical application”

> ghanged from the earlier Kennedy and Nixon patent policy statements,
> which defined the obligation to make "practical application” of an

"> invention to include the requirement that: '

-

> "the invention is being worked and that its benefits are

> reasonably accessible to the public.”

p-J

> To the newer definition:

>

> "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 you note, the phrase "available to the public on reascnable terms”
> is a more-clear mandate to look at the price than "reasonably

‘> accessable to the public,” even though, |-would claim that "reasonably
> accessible” means reasonably priced or affordable in most parts of the
> world. Morgover, it turns out that in hearing on government patent

> policy, industry efforts to narrow the definition now used in the

> Bayh-Dole Act, so that simple working would be good enough, (closer to
> your interpretation of the requirement), were not accepted. The

> industry wanted a definition that was "worked or that....," but the

> eventual definition was "utilized and that...."

>

In the course of the hearings on the legislation, the
Electronic Industry Association urged Congress to redefine
the phrase &practical application & -- a trigger for the exercise

of march-in rights -- to reduce the obligations of the

contractor and thus the risk that the government would actually
assert march-in rights: 6The definition of zepractical application /A
appears foo.stringant. We.would-suggest-a-rewrite-to-indieate

that application /£ means ... sethat the invention is being worked
or that its benefits are available to the public either on
reasonable terms or through reasonable licensing .... 330
Congress declined to adopt this change, and maintained the
standard that a opractical application 6 is achieved - and

. march-in rights conditions are avoided only if the invention - -
is being practiced and it is available to the public on
reasonable terms. 31

VVVYVYVYVVYVY VNV VVYY VY
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> Do you claim the phrase "available to the public on reasonabie terms"
> means "available to the public on ANY terms."?

>

> Jamie

>

-

> Halperin notes:

> 30 Patent Policy: Hearings on $.1215 Before the Subcommittee on

> Science, Technology and Space of the Senate Committee on Commerce,
> Science and Transportation, 96th Cong. at 221 {1979} (statement of Peter
> F. McCloskey, President, Electronic Industry Assn.) (emphasis added).
> 31 See Aro & Davis, at 666.

-

-

> 1963 Kennedy Policy an Patents :
> Memorandum and Statement of Government Patent Policy, 28 Federal
> Register 10,943-10946 (1963)

> .

> {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 fo 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 accessible to the publfic.

-

-

> 1971 Nixon Policy Statement on Patenis

> Memorandum and Statement of Government Patent Policy, 36 Federal
> Register 16,886 (1971).

- .

"> (g) To the point of practical application--means to manufacture in the

> case of'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 to
> gstablish the invention is being worked and that its benefits are

> reasonable accessible to the public.

=

> 1980 Bayh-Dole Act

> 35 USC 201(H)

>

> (f) The term "practical application” means to manufacture in the case

> of a composition or product, to practice in the case of a process or

> method, or to 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 regulatlons available to the publlc on reasonable

"Eterms.
>
>
b
>
e
>> SECTION'| {f)
> i
>> (f) Where the principal or exclusive [(except as against the
>> Government)] rights in an invention remain in the contractor, unless
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>> the contractor, his licensee, or his assignee has taken effective
>> steps within three years after a patent issues on the invention to
>> bring the inventicn to the point of practical application or has made
>> the invention available for licensing royalty?free or on terms that
>> are reasonable in the circumstances, or can show cause why he should
>> retain the principal or exclusive rights for a further period of
>> time, the Government shall have the right to require the granting of
>> a nonexclusive or exclusive license to [an] a responsible
>> applicant(s) on fa nonexclusive royalty-free basis.] terms that are
>> reasonable under the circumstances.
-
>> COMMENTS: The Federal Council for Science and Technology has
>> recommended that this section be amended to permit the Government to
>> require a contractor to grant ficenses on terms that are reascnable
>> under the circumstances, rather than on a "nonexclusive royalty?free
>> basis." Although the granting of nonexclusive licenses may in some
. >> cases be sufficient to encourage commercialization of an invention;
>> in other cases, some degree of exclusivity may be necessary.
>> Accordingly, the language as amended is sufficiently broad to permit
>> a requirement that the contractor grant an exclusive, as well as a
>> nonexclusive license. The language of this section has also been
~>> amended to require the contractor to grant licenses only to
>> applicants who appear to be responsible, and who would appear to have
>> the ability to utilize the invention. In addition, the parenthetical
>> phrase "except as against the Government" has been deleted in view of
>> the amendments to Section 1(h).
>
>> SECTION 1(g)
-
>> (g) Where the principal or exclusive [{except as against the
>> Government)] rights to an invention are acquired by the contractor,
>> the Government shall have the right to require the granting of a
>> nonexciusive or exciusive license to [an] a respensible applicant(s)
>> [royalty ?free or] on terms that are reasonable in the circumstances
>> (i) to the extent that the invention is required for public use by
>> governmental regulations, or (ii} as may be necessary to fulfill
>> health or safety needs, or (iii) for other public purposes stipulated
>> in the contract.
e
- >> COMMENTS: The Federal Council for Science and Technology has
>> recommended the deletion of the phrase "royalty?free” in view of the
>> fact that the application of this section is not predicated on the
>> fact that the contractor himself is not using the invention. in
>> extreme cases, however, the Federal Council believed that the phrase

>>"on-terms-that-are-reasenable-in-the-circumstances®-could-be

>> interpreted* broadly enough to include a royalty?free license. This
>> section has also been amended to require licensing only to

>> "responsible” applicants. The addition of "safety” needs was made to
>> clarify the application of this provision to purposes of safely. The

>> parenthetical phrase "except as against the Government" has been
>> deleted in view of the amendments to Section 1¢h).

>

>> SECTION 1(h)

=
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=> (h) Whenever the principal or exclusive rights in an inventicn remain
>> in the contractor, the Government shall normally acquire, in addition
>> to the rights set forth in Section 1(e), 1(f), and 1(g),
>> ‘
>>{1) at least a nonexclusive, nenfransferable, paid up license to
>> make, use, and sell the invention throughout the world by or on
>> behalf of the Government of the United States (including any
>> Government agency) and States and domestic municipal governments,
>> unless the agency head determines that it would not be in the public
>> interest to acquire the license for the States and domestic municipal
>> governments; and
-S54
>> (2) the right o sublicense any foreign government pursuant to any
>> existing or future treaty or agreement if the agency head determines
>> it would be in the national interest to acquire this right; and
=
>> (3) the principal or exclusive rights to the invention in any country
>> |n which the contractor does not elect to secure a patent.
>

- >> COMMENTS: The iicense rights of the Government and the contractor
>> originally set forth in Sections I(a), (b), (c), (&), (D, {g), and
>> (h) are now set forth in Sections 1(h) and (i). Section 1({h) covers
>> the situation where the principal or exclusive rights remain in the
>> contractor.
>
>> Section 1(h) has been amended to include the minimum rights to be
>> retained by the Government in all cases where the coniractor has been
>> given principal or, exclusive rights to an invention.
o
>> Section 1(h)(1) defines the scope of the license that the Government
>> shall normally acquire both for its own use as well as for use by
>> States and municipat governments. A license for use by the States and
>> domestic municipal governments is normally acquired, unless the
>> agency head determines that it is not in the public interest fo do -
>> sp, Section 1(h)(1) as amended spells out the meaning of the
>> definition of "governmental purposes,” and therefore, that phrase no

>> longer appears in the Policy Statement.
>

>>
>>
> -
>> Techno-L. archives are available on UVentures.com.
>>Techno-L is a free service provided by UTEK Corporation
>> (Amex: UTK) for technology transfer professionals.

>»To-accessthe-searchable archives; register-FREE-at
>> hitp://www.uventures.com
-5
>> To subscribe, e-mail: techno-l-subscribe@lists.uventures.com
=> To unsubscribe, e-mail:techno-l-unsubscribe@lists.uventures.com
- »> For additional commands, e-mail: techno-l-help@lists.uventures.com
. o L o
p
>
>
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From: "Sullivan, Kristi" <kristi@warf.org>

To: "Norman Latker" <NJL@browdyneimark.com>
Date: 4/12/04 4:49PM

Subject: RE: Draft Letter To N.ILH.

Norm:

My reaction to your proposed letter to NIH on the Love March-in rights
effort is as follows:

1 believe the first portion dealing with the intent of the drafters and

the purpose of the Bayh-Dole Act is strong but the latter portion tends
o be more argumentative and a bit like a "he says, she says" situation.
My suggestion is to keep the first portion intact and then under the
heading "Control of Drug Prices" have the letter read:

Contro! of Drug Prices

"Bayh-Daole is not an instrument to control drug prices.” What |
- - find most disturbing about the subject petitions is the attempt to
transform a fundamental piece of intellectual property law into an
administrative mechanism to control drug prices, with no regard for the
consequences.

The drafters of Bayh-Dole never envisioned that the law could
authorize government funding agencies to compel private entities to
divulge internal accounts or pricing information, which is why the Act
lacks any functional criteria specifying how this could be done.

Af the drafters had intended such an interpretation, we would
have inserted specific criteria into the law to enable the funding
agency o assess exactly what a reasonable price might be. No such
criteria are found, precisely because controlling patent rights on the
‘basis of price was antithetical to what the drafters had in mind.
Moreover, attempting to set the price of a product in the market place-
having only the knowledge embraced by an embryonic invention prior to
any knowledge of the cost of its development and even acceptance in the
market defies logic and would only defeat the policy and objectives of
the Bayh-Dole Act and deprive the public of benefiting from valuable

~ inventions."

This is a view from the university pasition leaving pricing fo the
province of the drug company.

| was really concerned about your sentence in the Scalia Rule portion,
namely, "Property rights are inherently invested with the ability to set
prices" as giving Love and company another basis for their position.

Best-Regards:-
Howard

From: Norman Latker [mailto:NJL@browdyneimark.comj

Sent: Friday, April 09, 2004 3:43 PM

To: sheldon_steinbach@ace.nche.edu; astevens@bu.edu; kphllllps@cogr edu;
rhardy@cogr.edu; niels@comcast.com; Michael. Remington@dbr.com;
P_harsche@fcce.edu; Owen_C_Hughes@groton.pfizer.com; ahammer@mit.edu;
jallen@ntic.edu; Sullivan, Kristi; jon.scderstrom@yale.edu
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" From: "Norman Latker” <NJL@browdyneimark.com>
To: <Techno-l@lists.uventures.com>
Date: 5/13/04 3:49PM .
Subject: jtechno-l] Essential Inventions Petitions and Sanders' Amendments to
DHHSAppropriations Bill

Below is a site to an undated news release from Cong. Sanders office regarding his unsuccessful efforts
to amend the DHHS appropriation bill to require that all drugs developed with taxpayer dollars be

~ marketed at a "reasonable price”

He supports this on the mistaken fact that, "Almost all of the health care research and development
dollars in the United States, both public and private, is spent on the development of prescription drugs”
and that the dominant public portion of this funding demands a public equity in establishing a "reascnable
price" for sale of drugs touched by the public R&D portion.

This is incorrect on its face as any investigation (no matter how modest) will establish that virtually all the
public funding involved is directed to thousands of basic research grants {0 explore the the frontiers of the
_life sciences. Most likely none of these grants involve creating the clinical data nessary in the development

of a drug for FDA licensure. At most, @ minor portion of this funding will result in identification of a
composition of matter which evidences a medicinal utility which could be pursued through the FDA with
private capital. Even the private R&D funding identified is not used for producing the clinical data nessary -
to bring potential drugs discovered during such R&D io the marketplace.

in short, there is no basis to presume that any of the research funding identified has anything to do with
paying for the clinical data necessary for FDA licensure.

Of course, it quite clear that it is the private sector that funds substantfally all the clinical data necessary
whether.the potential drug involved is derived from public or private research. It is also clear that if public

’ research is the source, the private funding for clinical data far exceeds by many multiples the funding for

the grants that produced the potential drug.
Cong. Sanders unsuccessful efforts have now morphed into a Tulane Iaw article which falsely maintains
that the Bayh-Dole Act provides NIH with the authority to set a reasonable price without a Sanders
amendment. The Tulane article clearly crosses the line from academic objectivity into a 62 page polemic
act on the Bayh=Dole Act. Essential Inventions uses this article as the primary basis for their march-in
petitions at NIH either without review or disregarding its contrived conclusion. They are further pursuing
congressional support for this position with some success.

~ -The time has come for technology transfer people to alert their congressional representatives about the
misrepresentations used to support these petitions and the Sanders amendments

http://iwww.netmagic.net/~franklin/fAHCO7b.himl

Techno-L archives are available on UVentures.com.

Techno-L is a free service provided by UTEK Corporation ‘
{Amex: UTK) for technology transfer professionals.

To access the searchable archives, register FREE at
http://www.uventures.com

- To subscribe, e-mail: techno-l-subscribe@lists.uventures.com
To unsubscribe, e-mail:techno-l-unsubscribe@lists.uventures.com
For additional commands, e-mail: techno-l-help@lists.uventures.com
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From: Carole and Norman Latker <Latkerc@bellatiantic.net>

To: <njl@browdyneimark.com=>

Date: 5/21/04 5.06AM

Subject: Re: [techno-I} Essential Inventions Petitions and Sanders’ Amendmentsto DHHS
Appropriations Bill '

Jamie

First, your last paragraph requires me to note that 1 have AIDS in my
family. My concern for AIDS victims is every bit
equal to yours. However, it does not extend to undoing the Bayh-Dole Act
which, as we hoped, acted to improve and extend the lives of millions of
Americans. | am defending Bayh-Dole not Abbett. | believe everyone who
cares about the well-being of Americans in the future should also be

“doing the same.With regard to acting, 1 don't think you should be
pretending that your petition is a one shot deal. The authors of the
Tulane article (the basis for your petition) explicitly state that they
can make a case that every drug on the market is touched by government
research dollars. They maintain that this makes them subject to the
march-in provisions of the Act as they define them. That would make the
- Act useless in the future as an incentive to invest the millions
necessary to bring an unproven drug lead through FDA .

Now to your argument that the Act gives NIH the authority {o march-in
if they find the sales price unreasonable. The Tulane article supports
this by arguing that the "reasonable terms" language that can be read
into sec.203a of the Act must be interpreted to include a reasonable
price. However, on page _ the authors agree that "reasonable terms"
includes other conditions. The "other conditions"can be easily
identified from the Act and its authentic legislative history. They
clearly do not include "price within the context of sec.203a.The
infroductory ianguage of 203 indicates that it applies generally to

-+ “contractors;assignees and licensees".However, Sec.203a applies only to-
"contractors and assignees” while the other sections under 203 apply to
alt three entities identified in the introduction. By design 203a does
not apply to "licensees" who are in the end the people that set the
sales price. Clearly, the coniractors and assignees (which can only be a
patent management org. under the Act) who must license are not reguired
under the Act to set sale prices for their licensees who are not covered
by 203a. if ihey iried do so on their own inititive everyne on this
board call tell you what the result will.be. So much for the Tulane .
article argument that "reasonable terms must include prices.

But what does "reasonable terms" mean in the context of 203a? A license
is a contract within which the word "ferms" makes sense. "Terms" makes
no sense in the context of a sale to the public because a sale is not a
contract and carries no "terms”. One of the clear meanings supported by

~the-authentic-legistative-history-of-the-Act-is-that-*reasonable-terms*
‘translates info "reasonable royalties”.

James Love wrote:
> Norman, the Bayh-Dole act does have march-in rights, and 201(f) refers

> to making inventions available o the public on reasonable terms.
> This means something.
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-
> That said, while the Bayh-Dole gives the government rights in the
> patent, it does not eliminate other protections the firms have for
> their investments in trizls. In the US, Europe, Australia and
> elsewhere, companies get separate rights in data from clinicat trials.
> In the US this is 5 years of exclusive rights to use the data for FDA
> regulation. In Europe it is about 10 years. Abbott has some patents
> with Bayh-Dole rights in them, and they are very important. Abbott
> has also had rights in data, which are expired.
>
> If the tech transfer community wants to defend abbott, which increased
> its price by 400 percent in one day, and which charges US consumers 10
> times the prices it charges in many high income countries, and 5 times
> more in the US market when ritonavir is used with non-abbott products,
> then fine. But don't act as if it is a strefch to say this is not
> making the product available to the public on reasonable terms. Itis
> just evidence that you resent the public has any say in how these
> taxpayer funded inventions are commercialized.
>
> Jamie Love
>
> Norman Latker wrote:
g
>> Below is a site to an undated news release from Cong. Sanders office
>> regarding his unsuccessful efforts to amend the DHHS appropriation
>> bill to require that all drugs developed with taxpayer doliars be
>> marketed at a "reasonable price"
>> He supports this on the mistaken fact that, "Almost all of the
- == health care research and development dollars in the United States,
>> both public and private, is spent on the development of prescription
>> drugs” and that the dominant public portion of this funding demandsa =
>> public equity in establishing a "reasonable price" for sale of drugs
>> touched by the public R&D portion.
>> Thisis incorrect on its face as any investigation (no matter how
>> modest) will establish that virtually all the public funding involved
>> is directed to thousands of basic research grants to explore the the
>> frontiers of the life sciences. Most likely none of these granis -
>> involve creating the clinical data nessary in the development of a
>> drug for FDA licensure. At most, a minor portion of this funding will
>> result in identification of a composition of matter which evidences a
>> medicinal utility which could be pursued through the FDA with private
>> capital. Even the private R&D funding identified is not used for
>> producing the clinical data nessary to bring potential drugs
>> discovered during such R&D to the marketplace. In short, there is no
>z basis to presume that.any.of the research funding identified has...

>> anything to do with paying for the clinical data necessary for FDA
>> licensure.
>> Of course, it quite clear that it is the privaie sector that funds
>> substantfally all the clinical data necessary whether the potential
>> drug involved is derived from public or private research. It is also
. >> clear that if public research is the source, the private funding for
>> clinical data far exceeds by many multiples the funding for the
>> grants that produced the potential drug. Cong. Sanders unsuccessiul
>> efforts have now morphed into a Tulane law article which falsely
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e

>> maintains that the Bayh-Dole Act provides NIH with the authority to

- >> get a reasonable price without 2 Sanders amendment. The Tulane

>> article clearly crosses the line from academic objectivity into a 62

>> page polemic act on the Bayh=Dole Act. Essential Inventions uses this
>> griicle as the primary basis for their march-in petifions at NIH
>> gither without review or disregarding its contrived conclusion. They

>> are further pursuing congressional support for this position with

>> some SUCCess.

>> The time has come for technology transfer people to alert their
>> congressional representatives about the misrepresentations used to
>> support these petitions and the Sanders amendments '

- :
>> http:/fiwww.netmagic. net/~franklin/AHCO7b. html
>
>
>> Techno-lL. archives are available on UVentures.com.

>> Techno-L is a free service provided by UTEK Corporation

. > (Amex; UTK) for technology transfer professionals.
- >> To access the searchable archives, register FREE at

>> hitp://www.uventures.com

>

>> To subscribe, e-mail: techno-l-subscribe@lists. uventures.com

>> To unsubscribe, e-mail:techne-l-unsubscribe@lists.uventures.com
>> For additional commands, e-mail: techno-l-help@lists.uventures.com
P :

g
>
>

>

>




E'Norman Latker - Fw: Norfolk Dredg

‘Principles Page 2 |

statute. Williams v. Taylor, 529 U.S. 420, 431 {(2000). A court derives
the plain meaning of the statute from its text and structure. Alexander v.
Sandoval, 532 U.S. 275, 288 (2001). If the language is clear and fits the
case, the plain meaning of the statute generally will be regarded as
conclusive. Sullivan v. Stroop, 496 U.S. 478, 482 (1990); see also VE
Holding Corp. v. Johnson Gas Appliance Co., 917 F.2d 1574, 1579-80 (Fed.
Cir. 1990) (noting that unambiguous statutory tanguage controls, unless
legislative intent is clearly contrary or when its application produces a
result so unlikely that Congress could not have intended it). rCy\We have
stated time and again that courts must presume that a legislature says in a
statute what it means and means in a statute what it says there.rCO Conn.
NatrGOl Bank v. Germain, 503 U.S, 249, 253-54 (1992).1C¥
Reversing the Court of Federal Claims, the Federal Circuit held that
rGE£tlhe language of the statute at issue in this case is clear and
unambiguous, and absent extraordinary circumstances our inquiry must
end here. See VE Holding, 917 F.2d at 1580. Thus, it is unnecessary
to seek clarification in the admittedly sparse legislative history.
***Pg¥

IMPORTANT NOTICE: The preceding message may be confidential or protected by
the attorney-client privilege. It is not intended for transmission to, or

receipt by, any unauthorized persons. If you believe that it has been sent

to you in error, do not read it. Please reply to the sender that you have

received the message in error. Then destroy it. Thank you.
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From: <jraubits@doc.gov>

To: <NJL@browdyneimark.com>

Date: 8/18/04 10:08PM

Subject: Fw: Norfolk Dredging v. United States: Statutory Interpretation Principles

Here's the quote. Thought we had a great conversation today.

Fedekdededcdoh ke dokodoioek R dek kodede ke ke dek ko deked

John H. Raubitschek

Patent Counsel

U.S. Department of Commerce

Room 4835 '

14th and Constitution Avenue, N.W.
Washington, D.C. 20230

voice (202)-482-8010; fax (202) 482-0253

PRIVILEGED & CONFIDENTIAL

Attorney-Client Communication

Attorney Work Product .
-—- Forwarded by John Raubitschek/HCHB/Osnet on 08/18/2004 03:58 PM —---

"Wegner, Harold

c.
<hwegner@fcley.co To
m=>
: cc
07/07/2004 02:09
PM Subject
Norfolk Dredging v. United States: N

Statutory Interpretation Principles

Notfolk Dredging Co. v. United States, __ F.3d __ (Fed. Cir. July 7,
2003)(Linn, J.), revi'COg 58 Fed. ClL. 741 (2003), contains an excellent
summary of the principles of statutory mterpretation and the controlling
importance of the wording of the statute :
Regards

TCEStatutory interpretation begins with the language of the
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My name is Norman Latker. I am here as a private | |
‘citizen to speak in the defense of the Bayh-Dole Act as it was S==JS
intended to be read and how it has been practiced for 25 years. ‘éa
The Act has fostered the development of a potent four-way
partnership between researchers, their institutions, governme-i%s
0

and industry. This partnership has become a powerful engine

innovation, generating more practical advances than the rest oﬁ

==
the world combined. Nowhere is this more true than in the .
fields of medical technology and pharmaceuticals. ‘gg' u

Should the petitioner succeed in subverting one of the

key precepts of Bayh-Dole - that of according broad marketpla:e
““prerogatlves to the developers of government-funded 1nventlons =
the equlllbrlum of the partnership will be broken and this

marvelous engine of innovation will stall.

I hope I can provide some perspective on the Bayh-Dole
Act, large portions of which I helped to draft back in the

19708, when I served as Patent Counsel for the Department of

Health, Education and Welfare (HEW). I was also an architect of

the Act's implementing requlations, to which the authors of the
petitions heavily refer, and the HEW administrative policy that

Senator Bavh referenced.
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The petition relies entirely on a recent article in
the Tulane Law Review to support its contention that federal
agencies have the authority to end the exclusive right of a
developer of a government funded invention, if the invention is
being sold at an unreasonable price. This article unfortunately
_paints a highly distorted picture both of the Act itself and the
legislative process leading to its passage in order to support

its conclusion.

Before the enactment of Bayh-Dole, an enormous amount
. of government sponsored health research went to waste, as ther
was no incentive to invest in establlshlng the utlllty-ern‘tr( ”C't‘eff'qﬂ?

safety to bring resulting 1nventlons to the marketplace

tze
TirGmiclic gttt ﬁle Act sn;;:-tz:éd—ﬁat that

inventions resuliting from government research are mostly
oonceptual in nature, having no established utility or safety.
To bring these inventions into practical application required a
significant investment by the private sector. The private

e P RAVE S ENeRE-REecessSAE Yo~ prove-utili ty.-and..safety..normally

exceeds by many multiples the govermment funding that produced

these inventions. This is especially the case with regard to

life science inventions

HeQunre
lreculuvjr ‘#7 FoH
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The Act recognized that the contribution by the American public
to support health research was a public equity that should be,
and would be, rewarded by the Act's success in extending and

improving the liveg of Bmerican taxpa ers/ C“f“l"h\l? Né s ub s

aﬁf“( u@nuhvz hl( rece S ‘t"aufo{ '/'A..e tfl/t"!kﬂufa;:
Cr+ ) sgvestoboi. o andoer te |
encouragi#g industry to |

. akoeddis investment F-ton gcf::)rdeiﬂellectual property rights
._in full to the inventing organization, rather than to the
gove;nment agency that finénced their discovery. This allowed
them to use the patent system as it has always been used: to
leverage their rights to attract the capital to proveﬁﬁgitf

anrd, t& NecetguRy, 1¥] Se
inventions'! sadbediiadad utilit%: Their freedom was not

unlimited. 'Phe/!ﬂarch—in provisions were conceivedx as '
extraordinary measures to be used only when there was

overwhelming need to protect the public against non-use or

~unreasonable use of inventions as called for in §$200 of the Act.

wpm———r
In comparison, neither the Tulane article or the

petition takes into account the developer's investment compared

to that of the government in specific situations. TInstead, the
~article’s conclusion is justified by the fact that the total sum
of government funded health research exceeds that of industry.

This they submit creates "a public equity" beyond that addressed
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by the Act and supports their march-in concept (see "Thematic

Question" on page 634}).

Even though the "public equity" defined by the authors
is different from that addressed in the Bayh-Dole legislative
history, it is used to incorrectly identify the motive for the

Act's march-in. .provisions. on page .659. as follows:

"The march-in provisions became the linchpin
‘of the entire enterprise because Congress
wanted to balance the demands of private
industry against the "public equity™ that
resulted from the massive public investment of

-funds to produce these patented inventions.™

This is supported nowhere in the legislative history
of the Act. The authors then point cut that the Act's
definition of "practical application"™ in §203(a) of the march-in
provisions includes a requirement that the invention be made

available to the public on "reasonable terms”. From there, the

article and petition argue that "reasonable terms" can be

interpreted, in an ordinary context, as including a "reascnable
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price™, and that the funding agency is therefore authorized to

assess what a "reasonable" market price might be.

A plain reading of §203(a) itself without any
reference to any legislative history establishes that the

petitioner and the authors are absolutely wrong.

Secf\ion 203(a) only applies to contractors and
sees are not included. The contractors are
non-profit organidations and small businesses, and the assignees

are limited to patelt management organizations. In comparison,

the next two sections\of 203 apply to contractors, assignees and

. licensees, and the last\section applies only to licensees.

In 1980, it was ¢lear that health inventiéhs made by
the non-profit organizations\and small businesses subject to

Section 203(A) had to be licenged to larger businesses to briﬁg
their inventions to practical application, because they did not

have the resources necessary to obain FDA clearance.

These contractors and assighees clearly do not set the

they attempt to do so on their own initiativ

sales price of an invention marketed by \their licensee, and
there is nothing in the Act that requires Xhem to do so. If

it would
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predicta 1y kill any chance to negotiate a license. The sales

price is 3et only by the licensee who as indicated is not

subject to §ection 203(A).

Sinke no party subject to Section 203(A) in 1980 set
market prices, \it is clear that there is no reason whatever tb

assume that "reaXonable terms"-include a "reasonable price™.

Well then\ what did "reasonable terms" mean in the
context of Section 20 (A) in 19807 The term referenced are
directed to those contractors subject to Section 203 (A) are
required to negotiate into\their license contracts. This makes
perfect sense, since the wor "terms" is normally used in the
context of a contract. It makeX no sense as applied to.the
licensee (who is not subject to Sextion 203{(A)), because there
are no "terms" attached to the sale of a product in the open

market.

The mo ocbvious "term" to address in a license

contract is the royaNy rate. There is an extensive history in

government patent law tﬁg& "reasonable terms" and "yeasonable

e

royaltieg" synonyTEEELy;Iﬁ ere 1is no necessity to address in

detail the petition's claim thyt case law and the Scalia test
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establishes that "reasonable terms" must include a "reasonable

price”, because the findings in these cases and_the Scalia test

are out of contkxt with the fact that the contractor Xn 1980,

their sgles price after marketing.

= the pelidieds

|

p ,Agaénfffg the draftéis'had'intehded A Tad o T-E-
\’//’:::;rpretatiOn, we would have inserted specific criteria into

the law to enable the fundinﬁ_agency to assess exactly what a
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reasonable price might be. A

rees,@

such criteria are found, precisely because controlling patent

rights on the basis of price was antithetical to what the

dra_ftg;s had in mind. uﬁz;«( %)

=TT Lo Tt e ?; Tulane articIwW b‘l&d

purported legislative history of the Act on pages_656 667 of the P

article }jo-denaiboate—wial thamauihorls AL il el O Pty ," {
Vo
_ s&ppnr-t—th.ﬂa.r_t% The Bayh-Dole legislative history “J f

includes only the law itself, the committee report on the bill,

and the floor debate on that particular bill. The Act's
legislative history does not include debates on other bills that

were not enacted.

Notwithstanding, 70 of the footnotes of the total
number of the 82 on.pageé 656-6067 reference statements that are
clearly outside of the Bayh-Dole legislative history. The
petition's footnotes 10, 12 and 14 are among these 70 footnotes.
Only 12 footnotes of the total 82 are directed to comments or

quotes from the hearings and Senate Report on the Act. Not one

of these 12 explicitly or by implication addresses the issue of
‘pricing. Of the 12, footnotes 174 and 180 discussed by Senator

Bayh reference a discussion in the senate hearings and report
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limited to a pay-back provision which has nothing to do with the

article's pricing theory.

20 of the 70 footnotes reflect quotes by well-known
opponents of contractor ownership of federal inventions

including Admiral H. G. Rickover, General Russell Long,

--Congressman Jack Brooks, Ralph Nader and others. Twelve of the

20 Q!l ‘Lcerdmiral Rickover who's expertise in patents was

derived from observing R&D contracts designed to fully buiid

nuclear submarines entirely at government expense. There is

. nothing in these statements beyond their well-known objection to

such contractor ownership that suggests that they would accept

| the contractor bwnérship policy found in the Act if it was only

conditioned by a reservation in the government to determine a
reasonable price after marketing of the government funded

invention.

My September 27, 1976 statement on government patent

policy before a House Committee is referenced in footnote 157

and-used..as..the. source.of only the following comment on page

657
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"There was also some testimony indicating
that the pharmaceutical industry acted as a
bloc .to extort a favorable government patent
policy and boycotted govermment patents in

order to gain greater rights."

My actual comments makes no reference whatsoever to
the pharmaceutical industry acting as "a bloc to extort™ greater

rights.

More disconcerting, however, is the fact bl

justification for the need for a govermment-wid admlnls atix‘ri:‘1

wel N4 9)7

mrent

artNeeTE, . .
e, elenyl,)

What is most disturbing about the subject petition is

its attempt to transform this fundamental and successful piece
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of intellecfual property law in

control drug\prices, with no

the government should issue mudiplg ‘icenses for a drug because

the industry owner is charging ~and quite falsely

-to approwve the pr"ihg of. inventions after they have D™eg

developed o'distributed in the marketplace by private sector

initiatives.

Beyond the authox ¥Slative history, the

's purported leg

HOWever,onpage

649 of the artigfe the authors indicate that™sQere is no clear

o
<
‘.—l-
b
g
'_J
(D:
(_'_:
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l—r
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®
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\

legislative history on what "available to-the public on
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reascnable terms” means. Further, on page G0

price™, and that th | ™herefore authorized to

assess what g#®

- The ScaliaRﬁ'p"“ﬁ‘uﬂl Mu‘/k(d} M'i—'

jhe notion of

" of court
decisiong gupporting that definl\tion. Thg{ also cite the Scalia

rule:

[First], find the-ordina,]smeaning-of-the
language in its textuarﬁéo.text; and second,
using established g- ons of Odpnstruction, ask
whether there isl?ﬁy clear indixation that

some permissiolé meaning other than the

ordinary apflies. If not -~ and espegially if

a gnndwx'asonwf@rwthewﬂdem@QLJE@@;QQWQEDears

plain - we apply the ordinary meahing.
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Scalia's instruction to refer to the "textual context"
of the language is indeed helpful-but not to the argument put
forth by the authors of the petition. The march-in requests and
the entire body of the Bayh-Dole Act and its legislative history
stress the overridigg importance of delivering intellectual
property rights to inpnovators and developers. Property rights
afé inherently invéstgd with the ability to set prices. The Act

also emphasizes the broad.dissemination of the benefits of the

‘invention to:society.

Healthcare Policy

Healthcére reform has been under consideration in the
Congress recently and the.possibility-of”the policies of state-
mandated price controls or broad entitlements to healthcare as
they exisft in European countries have been discussed. But tﬁe
appropriate means to effect such policies must be through public

debate, legislation and/or referenda.

Obviously any healthcare reform effort could face

resistance from vested INEErests, drd it iy tempting-—for-some-to
look for shortcuts. But twisting intellectual property law into

a political weapon of expediency is not the answer.
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Accordingly, I feel strongly that the petitioners'
request for march-in under §203 (a) of the Act, motivated
entirely by a desire to control drug prices and based on a

contrived interpretation of the law must be denied.

C:\My Documents\NJL\WrittenPaper. doc
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My name is Norman Latker. I am here as a private

citizen to speak in the defense of the Bayh-Dole Act as it was

intended to be read and how it has bsen practiced for 25 years.
7

' -éfﬂg%’ﬁ&gﬂfggggéed the development of a D

“partnership between researchers, their institutions, government

N four-way

and induetry. This partnership has become a powerful engine of
imnovation, generating more practical advances than the rest of
the world combinéed. MNowhere is this more true than in the

fields cf medical_téchﬁolcgy and pharmaceuticals.

Should the petitioner'sucaeed in subverting cne of the
key precepts of Bayh-Dole - that of according broad waxketplace
prercgatives to the devélopara of government-funded imventions -

| the equlllbraum of the partnershlp w1ll be broken and this

marvelous engine of inmovation will stall.

I hope I can provide some perspéctive on the Bayh-Dole
Act, largs portions qf which I helped to draft kack in the
18703, when I served as Patent Coungel for the Department of
Health, Education and Welfare (HEW) . I was also an.architect of

the Act's implementing regulations, to which the authors of the

petitions heavily refer, and the HEW administzative policy that

Senator Bavh referenced.




1]

MAY, 22, 2994 (1 43FN BRURUY ARAU NCIMREA TV DIV

WRITTEN PAPER
May 22, 200& - L:32 PM
Fage 2

The petltion relies efitirely on a recent article in
the Tulane Law Review to support its contention that federal
agencies have the authority to end the exclusive right of a
developer of a government funded inventicn, if the invention is
being sold at an unreasonable price. Thig article unfortunately
paints a highly distorted picture both of the Act itself and the
legislative process leading to its passage in order to support

its conclusion.

Before the enzctment of Bayh-Dole, an enormous amount
of goverment-gponsored health research went o waste, ag there
was no incentive to invest in establishing the utility and

safety to bring resulting inventions to the markecplace.

- The drafters of the Act understocd that that
inventione resulting from goverament research are mostly
eonceptual in nature, having nc established utility or safety,
To bring these inventions into practical application required a
slgnificant investment by the private sector. The private
invegtmant necessary Lo prove utility and safety normally

exceeds by many multiples the government funding that produced

I4

4

thesa inventions. This is especially the case with regard to

life sclence inventions, the subject of the march-in petition.
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The Act recognized that the contribution by the American public

to support health reseaxch was a public equity that should be,

. and would be, rewarded by the Act's success in extending and

improving the lives of American taxpayers.

Qur answer to the problem of encouraging industry to

maka this investment was to accord intellectual property rights

in full to the inventing orgamization, rather tham to the

government agency that financed their discovery. This allowsd
them to use the patent system ag if has alﬁays been used: to
leverage their xights to attract the capital to prove the
inventions! safety and utility. Their freedom was not
unlimited. The march-in provisions were conceived, as

extraordinary measures to be used only when there was

overwhelming need to protect the public against non-use or

unreascnable use of inventions as called for in §200 of the Ask.

In comparison, neither the Tulane artigle or the
petition takes into acccunt the developer's investment compared
to that of the govermment in specific gituations. Instead, the

article’'s ceonclusion is justified by the fact that the total sum

'of govérhméﬁt fun&éd-héélfh"féééérch“éiééeds thafuﬁf indﬁééry.

This they submit creates *a public equity" beyond that addressed
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by the Act and supports theilr march-in c¢oncept (see "Thematic

Question" on page 634),

Bven though the "public eguity" defined by the authors
ie different from that addressed in the Bayh-Dole legislative
history, it ig used to incorrectly identify the motive for the

Act's march-in provisions on page 659 as follows:

“The march-in provisions became the linchpin

/ - of the entire émterprise because Congress
wanted to balance the demands of private
industry against the "public eguity" that
resulted £rem the massive public investment of

funds to produce these patented inventions."

This is supported nowhere in the legislative history
af the Act. The authors then point out that the Act's
definition of "practical application® in 2203 (a) of the march-in
provisions includes a requirement that the invention be made
available to tha public on "reasonable terms*. From there, the

article and petition argue that ‘"reasonable terms® can be

interpreted;-in-an-ordinary-context;-as-including-a-"reasonable
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prige", and that the funding agencoy is therefore authorizsd to

azsesz what 2 "reasonable" market price might be.

A plain reading of §203(a) itself without any
reference to any legislative history establishes that the

petitioner and the authors are abgolutely wrong.

Section 203(a) only mpplies to contractors and
assignees. Licensees are not included. The contractors are
non-profit organizations and small businesses, and the agsignees
are limited to patent management organdzatlons. In comparizon,
the next two gectiong of 203 apply to contraghors, assignees and

licensess, and the last section applies only to licensees.

In 1980, it was clear that health inventions made by
the non-profit'organizﬁﬁioﬁs'an& small businessss gubject to
Sectlon 203(R) had to be licensed cto larger businesses to bring
thair imventions to practicél application, beacause they did not

hava the resources necessary to obtein FDA clearance.

These contractors and assigneez clearly do not set the

gales price of an Ilnvention marketed by thelr licensea, and

tThere i notEidg in thé”hét’that'requirss them to do so. I

they attempt to do 80 on their own indtiative it would
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predictably kill any chance to negcetiate a license. The zales
price is set cnly by the licensee who ag indicated is not

"subject to Section 203 (A).

Zince no party subject to Section 203 (A} in 1980 set
market prices, it is clear that there is no reasom whatever to

asgyme that "reasonable terms" include a Yyeasonable pricsh,

Well then, what did "ressonable ferme® mean in the
context of Sectiom 203 {A) im 1980? The term referenced are
directed to those contractors subject to Section 203 (A) are
required to negotiate inte thelr license contracts, Thisz makes
periect sense, since the word '"terms" is normelly used in the
context of a contract. It makes no gense as applied to the

~tlcenses -{whe 1l not subject to.Ssction 203(A}), because there
are no “terms" attached to the gale of a product in the open

markeat.

The most cbvicus "term" to address in a license

vontract ig the royalty rate. There is an extensive histoxy in

government patent law that "reasonable terms" and "reasonable

royaltiss! synonymously.,.  There is no neceseity to address in

detail the petition's claim that case law and the Scalia test
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egtablishes that "reasonable terms" must include a "reasonable
price", bezause the findinge inm these cases and the Bcalia test
are out of context with the fact that the ceontractor in 1880,

under Section 203 (R}, did not set the price on licensed health

products, as that wae the function of the licensee and was not

subject to Secticn 203(a).

In context, "reasonable terms" cannot be interpreted
to mean a limitation on the developer's ability to set prices in

the marketplace.

If the rights-holder were nct given the fxeedom to set
prices, it would not be willing to commit resources reguired to
engure an invention's delivery into the marketplace, thershy
obviating the requirement .t_hat.iﬁ_ be widely available. No
commercial concern would invest in the commercial development of
any invention knowing that their contribution in proving utility
and safety would be ignored and the government could challenge

their gales price after markating.

Again, if the drafters had intended such an '

interpretation, we would have inserted spscific criteris into

the law to enable the funding agency to assess exactly what a
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reasonable price might be., As the Tulans article agrees, no
such criteria are Iound, precisely because controlling patent
rights on the basis of price was antithetical to what the

drafters had in mind.

It is important £o examine the Tulane article's

purported legislative history of the Rct on pages 656-867 of the

article to demonstrate what the author's are willing to do to

support their theory. The Bayh-Dole legislative histoxy

inaludes only the law iteelf, the committee report on the bill,
and the floor debate on that particular bill. The Act's
legislative history does not include debates on other billg that

were not enacted.

Notwithatanding; 70 of the foctnotes of the total

numbsr of the 82 on pages 656-667 reference statements that are

- clearly outside of the Bayh-Dole legislative history. The

petition's footnotes 10, 12 and 14 are among these 70 fostnotes.

only 12 foeotnotesg of the total 82 are directed to comments or

quotes from the hearings and Senate Report on the Act. Not one

of these 12 explieitly or by implication addresses the issue of

pricing. ©f the 12, footnotes 174 and 180 discussed by Fenator

Bavh reference & discussion in the genste hearings and report
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limited to a pay-back provision which has nothing to do with the

article's pricing theory.

20 of the 70 footnotes reflect quotes by well-known
opponents of contractor ownership of federal inventions
including Admiral H. G. Rickover, Ganefal Rugsgell Long,

Congresaman Jack Brooks, Ralph Nader and others. Twelve of the

20 | _ Admiral Rickover who's expertise in patents was

derived from observing R&D contracts designed to fully build

-nuelear submarines entirely at government expense. There is

nothing in these statements beyond their well-known cbjection to

~such contrector ownership that suggests that they would accept

the contractor ownership policy found in the Aet 1f it was only
conditioned by a reservation in the government to determine a
reagonable price after marketing of the government funded

invention.

My September 27, 1976 statement on government patent
policy before a House Committee is referenced in footnots 157
and used as the source of only the following commsnt on page

EB7

b
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"Thars was also some testimony indicating
that the phermsceutical industry acted as &
blos to extort a favorable government patent
policy and boycotted government patents in

order to galn greater rights.®

My actual comments makez no reference whatsocever Lo
the pharmaceutical industry acting as "a bloe to extort" greater

rights.

¥ore discconcerting, however, is the fact that my
statament was dirvected to the Administration'sg progress Lo
extend to all the Federal R&D agencies the administrative policy

referenced by Senator Bayh. The statement provided an extensive

_Justification for the nesd for a government-wide administrative

policy which was later rellected in the Act. The statement went

‘well beyond those upon which the author's focused. This kind of

gelectivity is evidenced throughout pages 856-667 of the

articls.

Control Of Drug Prices

What-te-mogt-digturbing-about-the-subject-petition-1g

its attempt to transform this fundamental and successful piece
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of intellectual property law into an adminigtrative mechanism to

control drug prices, with no regard for the conssquences.

The drafters of Bayh-Dole never envigiomed that the
law could auvthorize government funding agencies to compel
private entitisg to divulge internal accounts cor pricing
~ information, which is why the Ac¢t lacks any functional criteria

specifying how thie ¢ould be done.

Baged cn the Tulane article, the petition holds that
£Ee_government ghould issue multiple licengez for a drug bedause
tke industry owner ig charging too much, and guite falsely
assert that the Act invests funding agencies with the authority
to approve the pricing of inventions after they have been
developed and digtributed in the marketplace by private seetor. ..

initiatives.

Beyond the author's purported legielative history, the
avthors argue that the Act's definition of *practical
applicarion®” includes & regquirement that the invention bz made

avallable to the public on "reasonable terms". However, on page

642 of the article the suthors indicate that there is no clear

legislative history on what ravailable to the public on
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reasonsble terme” weans, Further, on page 651 they agres that
the term applisz to conditicone other than "reasonable pricest,
The article and petitioner then argue that it can be
interpreted, in an ordinary context, a2 including z "reasgonable
price”, snd that the funding agency is therefore authorized to

assegs what & "reascnable" wmarket price might be.
The 8celias Rule

That "reasornable terms" must inelude the notion of
prica, they maintailn, ls evidenced by a number of court
decipions supporting that definition. They also cite the Scalia

-

Irales

[Firatl, find the ordinary_meaning of tha
langusge in ifs textual context; and second,
using establighed canons of comstruction, ask
whether there ig any clear indicaticn that
gome permissible meaning other than the
orxdingry applies. If not - and especially if
a good reason fof the ordinary meaning appears

piain ~_we_apply the ordinary meaning.

P4
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Scalia's instruction to refer to the “"textual conkbext"
of the language is indeed helpful-but net to the argument put
forth by the authors of the petition. The march-in reguestz and
the entire body of the Bayh-Dole Act and ite legislative history
‘stress the overriding imporxtance of delivering inteliectual
property rights té innovators and develcpers. Property rights
are inhersntly invested with the ability tco set prices. The At
alsp emphacizes the broad disgemination of the benefite of the

invention to society.
Healtheare Policy

Healthcare refoxm has been under consideration in the

Congress recently and the possibility of the policles of state-
—mandated price controls or broad entitlements To healthcare as
they exipgt in European countries have been discussed. But the

appropriate mesns to effect such policies must be through public

debate, legislation and/or referenda.

Obviously =ny healthcare reform effort could face

registance from vested Interests, and it is tempting for some to

| — ek OOk, £0¥ shorteuts. Bub twisting intellectual property law into

& politibal weaport of expediency is not the answer.
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Accordingly, I fesl strongly that the petiticnsers®
request for march-in under §203(a) of the Act, motivated

entirely by a desire to control drug prices and baged on a

aontrived interpretation of the law must be denied.

C:\My Doouments\NIL\WrittenPapex.doc
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I .am here as a private citizen. I do not. wish to .use

any ofmy 15 minutes to identify my credentials, so I attached my

Drug pricing is a serious problem that affects
everyone and needs to be addressed. But this is not the forum

for its resoclution.

As one of the draftsman of the Bayh-Dole Act, I am here today in

its defense.

" What is most disturbing about the subject-petition-ig--- -

its attempt to transform this fundamental and successful piece.
of intellectual property law into an administrative mechanism to

control drug prices, with no regard for the consegquences.

The Act has fostered the development of a potent four—way'
'partnership between researchers, their institutions, government
and industry. This partnership has become a powerful engine of

innovation, generating more practical advances than the rest of

 the world combined. Nowhere is this more true than in the

fields of medical technology and pharmaceuticals.

Should the petitioner succeed in subverting one of the
" key precepts of Bayh-Dole - that of according broad marketplace

prerogatives to the developers of government—-funded inventions -
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the equilibrium of the partnership will be broken and this

marvelous engine of innovation will stall.

The basis for-ths petition~ts-the-allegationr-that-the-
march-in provisions of Béyh—Dole gives NIH the authority to
determine whether the price of a drug is unreasonable, aﬁd if
so, permits NIH to grant multiple licenses.

To support this, the petition maintains that the
entire government investment in health research and development
demands this. interpretation.of.the march-in provisions, and that
the term "reasonable terms" in Section ZOSLAj of the Act must be
interpreted in its ordinary cbntext o mean "reasonable prices”.
None of this is supported by a correct reading of the Act and
its legislative history.

The drafters of Bayh—-Dole never envisioned that the
iaw could authorize government funding agencies to compel
private entities to divulge internal accounts or pricing

information, which is why the Act lacks any functional criteria

specifying how this could be done.
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None of this is supported by a correct reading of the Act and
its legislative history.

. The drafters of Bayh—Dole never envisioned that the

law could authorize government funding agencies to compel
private entities to divulge internal accounts or pricing
information, which is why the Act lacks any functional criteria

specifying how this could be done.

Only a very small portion of the government's health
| R&D investment is directed to drug research. Most is directed
to grant funding to investigate the frontiers of the life
sciences.

The Act is directed to creating an incentive for
indusiry development of compositioﬁs of matter discoveredwdurinq
grant research that have no proven utility and safety. The Act’é
incentives were considered necessary because the government dOeS
not develop drugs for the marketplace It is the private sector
that must prove the utility and safety necessary to obtain FDA
approval for marketing. The private sector investment necessary
to obtéin FDA approval always exceeds by many multiples the
government funding that produced the composition of matter being

developed.
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. The Act's legislative history makes clear that the =
public equity in funding the grants in question will be

significantly rewarded by the delivery of drugs that improve and

extend the lives of millions of their countrymen that otherwise
would not have been available.

With regard to the petitions' argument that
"reasonable terms" must include "reasonable prices", a simple
reading of Section 203{(A) without regard to any legislative
history clearly shows such interpretation to be incorrect.

Sectioﬁ 203 (A) only applies to contractors and
assignees as defined by the Act. Licensees are not included by
design as shown by the next two sections application to
contractors, assignees and licensees, and the last section oniy
to licensees.

In 1980, it was clear that most of the health
inventions made by the small business and nonmprofit contractors
of Section 203{(a) could be developed only under licenses with

 the drug industry.

As the licensor, the contractors do not set the price
of the drugs ultimately marketed. In fact, there is nothing in
the Act that requires the contractors subject to 203{a) to set
the price of the marketed drug. That would be inconsistent with

the incentive to gain the licensee’s cooperation. Accordingly,
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the. sales price, as would be expected, was left to the
discretion of the licensee who as indicated is not subject to

Section 203(a) .

Since the contractors subject to Section 203 (a) in
1980 had no responsibility or authority to set market prices it
is clear that there is no reason whatever to assume that the
"reasonable terms" they ﬁere responsible to implement included
“reasonable prices”. If the drafters had wanted a drug resulting
from contractor research to be sold at a reasonable price that
condition would have been required as part of the contractors
license agreement as they are the only ones subject to 203(a)

How then should "reasonable terms” be specifically
interpreted in the context of Section 203(a) in 198072 The
"reasonable terms"™ that the contractors of Section 203 (a) weﬁe.
obligated to cbserve in theif license agreements has had a loﬁg
history of meaning “reasonable royalties”. This makes perfect
sense since the word “terms” is normally used in the context of
a contract. A license agreeméntﬂisraréontract and iﬁ the cohtext
of the Act includes the terms for rovalties which as required
must be reasonable. In comparison, Essential Inventions
definition of “reasonable terms” suggests that the sale of a
drug by the licensee is a contract with the purchaser which has

a term imposed by Sec.203(a) requiring that their sales be at a
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reasonable price. Frankly that makes no sense since the.
licensee is not subject to sec.203(a) and a sale is not a

contract

There was some possibility in 1980 that a small
business contractor subject to 203(a) could bring an invention
to the market with its own resources without licensing. In these
limited situations “reasonable terms” could not mean “reasonable
royalties”. What “reasonable terms” specifically means in this
situation I will leave to others. But the Essential Inventions
definition cannot be applied as that would clearly be

inconsistent to how licensees are handled under Sec. 203(a)

If the drafters had intended the petition definition
of “reasonable terms”, we would have inserted specific criteria
into the law to enable the funding agency to assess exactly what
a reasonable price might be. No such criteria ére found,
precisely because controlling patent rights on the basis of

price was antithetical to the Act.

The petition relies on a purported legislative history
of the Act on pages 656-667 of a Tulane Law article cited in the

petition.
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The Bayh-Dole legislative history includes only the -

law itself, the committee report on the bill, and the floor

debate-on.that.particular.bill The. Actl'!s legislative history

does not include debates on cother bills that were not enacted.

Notwithstanding, 70 of the footnotes of the total
number of the 82 on pages 656~667 reference statements that are
clearly outside of the Bayh-Dole legislative history. The
petition's footnotes 10, 12 and-14 are among these 70 footnotes.
Only 12 footnotes of the total 82 are directed to comments or”
gquotes from the hearings and Senate Report on the Act. Not one
of these 12 explicitly or by implication addresses the issue of
pricing. Of the 12, footnotes 174 and 180 discussed by Senator
Bayh reference a discussion in the senate hearings and report
limited to a pay—-back provision which has nothing to do with the

article's pricing theory.

20 of the 70 footnotes outside the Act’s legislative
history reflect quotes by well-known opponents of contractor
ownership of federal inventions including Admiral H. G.
Rickover, General Russell Long, Congressman Jack Brooks, Ralph
Nader and others. Twelve of these 20 footnotes reference
statements made by Admiral Rickover. There is nothing in the

opponents statements beyond their well-known objection to
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contractor ownership that suggests that they would accept the
contractor ownership policy found in the Act if it was only
conditioned by a reservation in the government to determine a

reasonable price after marketing of the government funded

invention.

My September 27, 1976 statement on government patent
policy before a House Committee is referenced in footnote 157
and used as the source of only the following comment on page

657

"There was also some testimony indicating
that the pharmaceutical industry acted as a
bloc to extort a favorable government patent
policy and boycotted government patents in

order to gain greater rights.”

My actual comments makes no reference whatsocever to
the pharmaceutical industry acting as "a bloc to extort" greater

rights.

More disconcerting, however, is the fact that my
statement provided an extensive justification for the need for a
government-wide administrative policy which was not given any

consideration.
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Healthcare reform has been under consideration in the
Congress recently and the possibility of the policies of state-
mandated price controls or broad entitlements to healthcare as
they exist in BEuropean countries have been discussed. But the
appropriate means to effect such policies must be through public

debate, legislation and/or referenda.

Obvibusly any healthcare reform effort could face
resistance from vested interests, and it is tempting for some to
look for shortcuts. But twisting intellectual property law into

a political weapon of expediency is not the answer.

Accordingly, I feel strongly that the petitioners’
requéstkior march-in under §203(a) of the Act, motivated
entirely by a desire to control drug prices and based on a

contrived interpretation of the law must be denied.

C:\My Documents\NJL\WrittenPaper.doc
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to grant funding to investigate the frontiers of the life
sciences.

The Act is directed to creating an incentive for
industry development of compositions of matter discovered during
grant research that have no proven utility and safety. The Act's
incentives were considered necessary because the government does
not develop drugs for the marketplace It is the private sector
that must prove the ﬁtility and safety necessary to obtain FDA
approval for marketing. The private sector investment necessary
to obtain FDA approval always exceeds by many multiples the
government funding that produced the composition of matter being
developed.

The Actfsw;egislatiye_history mgkgs_glear that tyg
public eéuity in funding the grants in question will be
significantly rewarded by the delivery of drugs that improve and
extend the lives of millions of their countrymen that otherwise
would not have been available.

With regard to the petitions' argument that

"reasonable terms" must include "reasonable prices", a simple

reading of Section 203 (A) without regard to any legislative
. history clearly shows such interpretation to be incorrect.
Se;tion 203(Aj_qnlz applies to contractors aﬁd

assignees as defined by the Act. Licensees are not included by
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am here as a private citizen. I do not wish to use

,my 15 minutes\identifying my credentials, so I attached my C.V.
to my written tkstimony.

Drug pricing is a serious problem that affects
everyone and needs \to be addressed. But this is not the forum
ior its.resolution.- |

.‘of the Bayh-Dole Act, I am here today in

Az one of the draftsma

~its defense.

What is most distirbing ébout_the subjeét_petition is
© its attempt to transform this fundémental and successful piece
of intellectual property'laW-intQ_an administrative mechanism to

control drug prices, with no regaf%\for the consequences.

The basis for thélﬁefifiog\ifIthe.allegationmfﬁéi the
march-in provisions of Bayh-Dole givés NIH the authority to
determine whether the price of a drug is unreasonable, and if
so, permits NIH to grant multiple licenses.

To support this, the petition maintaiﬁs that the

entire government investment in health research and development

demands this interpretation of the march~in provisions, and that
the term "reasonable terms" in Section 203{(A) of the Act must be

interpreted in its ordinary context to mean "reasonable prices".




e

=these-inventions.— Thisg-ie-espesially-the-case-with regard-to

mivey seen

D. 72,

I;%%P%? étezd arch ‘;%,' 3God™
Bpty

Office Action of December 16, 2003

] r - l, Y i
Amandmentgh%op S oo Th T Ml entirely on a recent article in

the Tulane Law Review to suppoxt its contention that federal

. thig listing of claims will replace all prior
rgencies have the authc?rlty to end the exclusive right of a

i st i i ! lication:
ienz, and listings, of claima in ths app '
dave; Oper ‘of s government funded imvention, if the invention is

being @91 b AT ELagreasonsble price. Thig article unfortunately

paints a highly distorted picture both of the Act itself and the
Claima 1-8 (Canceled)

legislative process leading to its passage in orxder to support

its conclusi®n. (Wew) A device for bead engagement and

inflation of a tubeless tire ¢n a wheel rim, the davice being

Before the ensctment of Bayh-Dole,  &n enormous a t
adapted for use on a tire removal Yo adre i S} AR |

of government-sponsored health regearch went Lo wast a8 there
sgpporting ang lacking the wheel rim whereln tHE advide he

was no ilncentive to-invest in establishing th {14 .
adapted to move between a rYest pos:ﬁcmr‘? awaﬁz%ﬂ'qh@“@m.t,

safety to bring resulting inventions to th t e
andya secondgworking p%siticn near 1Tf:e;> t’cr?e m&gﬂc& P&@f& device

compYlsithe drafters of the Act understood that that

inventions reeRFEEiGRR YIRS R 0 B R ag e iPe on
conceptual in nature, having no e'stablished ubility or safety.
To bring these inventions into practical application required a
significant investment by the private sector. The private
investment necessary to prove utility and safety normally

exceeds by many multiples the government funding that produced

life science inventions, the subject of the march-in petition.
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I am here as a private citizen. I do nct wish to uase

“my 18 minutes identifying my cradentiéls, 50 T attached my C.V.
to my PBwritten testimony.

Drug pricing i1s a serious problem that affects
everyone and needs to be addressad. But this‘is not the forum
for its reselution.

I am hexe today only to defend Bayh-Dole. The basis
for the petition is the gl;egation §ha: the march-in righta of
Bayh-Dole givé NIHE the guthority to determine whether the price

- O 11 |
of a drug 1w unreagonable, and if scucgiue NIH Gansiaeht ©0
grant multiple licenzes. ﬁ

To support this, the petition maintains that the
entire government invegtment in health regsarch and development
demands ﬁhis interpretation cf the march-in provisions, and that
the texm "reasconable" in Section 304 (A) of the Act must be
interpreted in its cordinary context to meang "reasonable
. Pprices".. . Nope.of this 19~sﬁpp0rt6dmby-a correct reading of the—
Act and its legislative history.

Firgt, only a very =small portion of the government's
health R&D investment ig directed to drug research. Most is

directed to grant funding to investigate the frontiers of the

lifs sciences.
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Mlm

dew a ccnmpos:Ltmn of ma.tt Winkl 1O ProVEn

utility or safety T researcn. - The Act:
af (4 14 na
recogn:.zej. that the government dossz not davelop drugs and—hiut Q{

ﬁe private investment necessary to prove ut:.llty an;i— safety ,6@“ J"f.
normally exceeds by many multiples the gwernmgzl; :‘:"unding that *h&
produced these inventions. F(p”‘”‘:’

| The Act'e legz.slatlve history makes clear that th?tv . ]’
public equlty-- in funding such grants will be significantly uCe}:.’
rewarded by producing drugs that improve and extend the lives of ﬂ 9‘! Q " 3
millipong ¢of theiy ¢ountrymen that would otherwise not be g
available. M?U Yot
with regard to the petitions' argument that
"reascnable terme" must include "reascnable prices", a gimple
reading of Bection 203(A) without regard te any legialative
history clearly shows such interpretation to be eomme=TETS
incorrect,

Section 203 (A) only applies to contractors and

assignees as defined by the Act. Licensess are not included by
design, as the next two sections apply to contractors, assignees
and licensees, and the last section applies cmly to licenseas.

In 1980, it waes clear that mest of the health

inventions made by the small business and non-profit contractors



ORAT, SPERCH
‘Page 3
May 22, 2004

of Section 203 (A) could be developed only under licenses with

the drug induskwey,
In this situation, the contractors did not set the
prices of the drugs ultimately marketed under their ligenses.

In fact, there is nothing in the Act to require them to do so,

which would be inconsistent with the incentive to gain industry

cocperation. The sales price is set only by the licensee who is
riestetan 10t subject to Section 203(A).

Since no party subject to Section 203{(A) in 1980 set
market price, it is clear that there 1g 1o reascn whatsver to
aésuma that "reasonable terms" must include z “reagonable
price",

Well then - how can "resasonable terms" be more
specifically interpreted in the context of Section 203{(A) in
19807 That's easy. Negetiating "reascnable terma" is a
regponaibility that the contractors of Section 203(A) must

puvntve

- ARG -When assuming- & license with a prospactive-licensee. -

A
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My neme is Norman LatkRer. I am here ag a private
cltizen to gpeak in the defense of the Bayh-Dole Act as it was
intendad to be read and how 1t has been practiced for 25 years.
The Act has fostered the development of a potent four-way
partnership between ressarchers, thelr institutions, goverrment
and industry. This partnership has become a powerful engine of
innovation, generaling more practical advances than the rest of
the wﬁrld combined. Nowhere ig this more true than in the

fields of medical technology and pharmaceuticals.

Should the petitioner succeed in subverting one of the
key pracepts of Bayh-Dole - that of according broad marketplace
prerogatives to the developers of government-funded invéntions -
the equilibrium of the partnership will be broken snd this

marvelous engine of innovation will stall.

I hope I can provide some perspective on the Bayh-Dole
Act, large portions of which I helped to draft back in the
15708, when I gerved ag Fatent Counsel for the Department of
 Health, Education and Welfare (HEW). T was also an architect of

the Act's implementing regulations, to which the authors of the

petitions-heavily-refer;and-the REW-adfiniSEFEETvE BOLIEV EHEE ™

Senator Bayh referenced.
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Subject: Fw: Avery Bonds

From: "Latker, Carole (NIH/NIGMS)" <LATKERC@mgms nih.gov>
Date: Thu, 22 Apr 2004 17:49:00 -0400

To: "latkerc@beliatlantic.net" <latkerc@bellatlantic.net>

Sent from my BlackBerry Wireless Handheld

S Original Message--—-—--

From: pristine@netvigator.com <pristinelnetvigator.com>
To: Latker, Carole (NIH/NIGMS) <LATKERCEnigms.nih.gov>
CC: fjyotilatkerfhotmail.com <jyotilatker@hotmail.com>
Sent: Thu Apr 22 05:38:14 2004

Subject: Avery Bonds

Hi:
Hope you had a good trip.

Thought vou might want to know more about Avery Bonds, the hot new
investment idea that doubles as a social welfare fund. Here's how it works:

* Avery Bonds are sold to investors who might otherwise buy fixed deposits.
They are guaranteed an interest rate return somehwat higher than they would. . .
get from a fixed savings deposit, say 2.5%.

* The Avery Bond portfolio acguires securitisation instruments and other
high-yield products that are normally only available to large institutional
investors, achieving a yield of say 4%.

* The expenses for the fund manager, who is working pro-bono, are written
off as a tax—deductible contribution to Avery Bonds (501lc3). The work is
minimal, because the invrestments parallel other portfolioc products already
in existence. Maintaining the avery Bond investor database also helps the
fund manager establish goodwill & market other investment products.

* The 1.5% in excess Avery Bond interest is used for a) a medical fund for
all children with tuberous sclerosis in Hong Kong (presently numbering
perhaps 100}, and b) selective donation towards TSC research.

* The 1.5% interest foregone by Avery Bond investers is also, of course, tax
deductible. :

* Avery Bonds would target an initial investor base of about 1,000, with a
minimum investment of US$500 and an average investment of US$2,000. That
would yield US$2 million, interest on which would come to US330,000 per
year.

* Should the model prove successful and attain an investor base similar to
the average portfcolio fund in Hong Kong, total investment would reach
US$50m, generating US$750,000 per year for medical care and research for
children with TSC.
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public accountability and social responsibilify in the conduct of science. Ineed the help of those
many politicians who care about the NIH mission and our devotion to advancing the health of the
American public. It is time to make those who are abusing power and political influence feel as
uncomfortable as we feel when they trample on our mission and vision. I urge you not to remain
neutral on this frontal attack on myself, my dedicated staff, and science itself.

I cannot fulfill my mission when leading scientists must pass a series of political litmus
tests-in-order-to-work-with-me.-I-cannot fulfill.my-mission-when politicians-target.grants.for

topics they deem unworthy of funding, despite scientific peer acclaim. I cannot fulfill my
mission when my workers must constantly look over their shoulder to see if they are on alist for
~ “outsourcing” or a victim of “consolidation.” 1 cannot fulfill my mission when web sités
providing health information are consciously and deliberately altered to fit ethical and/or
religious beliefs. The NIH should be about the open celebration of the scientific enterprise, not a
target for political agendas to be played out on a national stage. The stakes are far too high.

I encourage ail of my friends to contact the NIH Director, Dr. Elias Zerhouni, to express
concem for science and for the staff of the NIH. I plead with you to contact your Congressman
or Congresswoman to express your fears about what happened on the House floor on July 11,
This is likely not the last time that targeting individual grants in this fashion will be attempted.
Those in support of such actions must be buoyed by the narrow margin of defeat. I ask that you
inform the DHHS and those in the Senate and House of the daily impact that misguided. -
administrative and personnel policies such as A-76 have on the hearts and minds of my workers.

Why am I asking for your help now? This is now the 2004 election season. Itis fime to
become even more involved in the political process, and much more vigilant about the influence
of politics on our science. On an individual and professional organizational level, let us be more
diligent. Questlon motives. Challenge values. Keep political agendas far removed from the
noble mission of the NIH.

I am the NIH . . . and I need your help.
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Dear Dr. Rohrbaugh:

I recently became aware of a petition addressed to you by Mr. James Love, President of Essential Inventions, Inc.
* requesting that the Nationat Institutes of Health exercise the march-in rights provision of the Bayh-Dole Act to lower
the price of several dmgs developed from NIH extramural research.

While the subject of delivering affordabie 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

Taw: ; :
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, I staffed the hearings and wrote the
report of the Senate Judiciary Committee on the bill. I also served for many years as the Director of Technology
Commercialization at the U.S. Department of Commerce. There I 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.

Reorettablv. Mr. Love and several others making the same case mix un the lesislative historv of the Bavh-Dole Act
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My name is Norman Latker. I am here as a private
citizen to speak in the defense of the Bayh-Dole Act as it was
intended to be read and how it has been practiced for 25 years.
The Act has fostered the development of a potent four-way =
partnership between researchers, their institutions, government

and-industryr-—This-partnership-has—becomne-a--powerful-engine-of-
innovation, generating more practical advances than the rest of
the world combined. Nowhere is this more true than in the
fields of medical technology and pharmaceuticals.

Should the petitioner succeed in subverting one of the
key precepts of Bayh-Dole - that of according broad marketplace
prerogatives to the developers of government-funded inventions -
the equilibrium of the partnership will be broken and this
marvelous engine of innovation will stall.

: I hope I can provide some perspective on the Bayh-Dole
Act, large portions of which I helped to draft back in the

1970s, when I served as Patent Counsel for the Department of
- ‘Health, Education and Welfare (HEW). I was also an-architect of

the Act's implementing regulations, to which the authors of the

“petitions heavily refer, and the HEW administrative policy that

Senator Bayh referenced.

_ The petition relies entirely on a recent article in.
the Tulane Law Review Lo suppcrt its contention that federal
agencies have the authority to end the exclusive right of a
developer of a government funded invention, if the invention is
being sold at an unreasonable price. This article unfortunately

paints a highly distorted picture both of the Act itself and the
‘legislative process leading to its passage in order to support.

its concliusion.

Before the enactment of Bayh-Dcle, an enormous amount
of government-sponsored health research went to waste, as there
was no incentive to invest in establishing the utility and
safety to bring resulting inventions to the marketplace.

The drafters of the Act understood that that
inventions resulting from government research are mostly
conceptual in nature, having no established utility or safety.
To bring these inventions into practical application required a
significant investment by the private sector. The private '
investment necessary to prove utility and safety normally
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exceeds by many multiples the government funding that produced

these inventions. This is especially the case with regard to

life‘science inventﬁons, the subject of the march-in requests.

The‘public€§ equity for supporting health research was to ke

recognized by the Act's success in extending and improving the ‘

lives of American taxpayersy t/h.‘c)\ hq;‘,}ef:le M 2 ‘w .

fan bewu o Frin) expectdy,

Qur answer to the problem of encouraging industry to : c&f

make this investment was to accord intellectual property rights B

in full to the innovators, rather than to the government agency

that financed their discovery. This provided to the developers

the freedom to leverage their property rights to their advantage

in the marketplace as intended by the patent system. The

conditions attached to this freedom are found in the march-in

‘provisions of §203g of the Act. The march-in provisions were

conceived, as extracrdinary measures tc be used only when there

was overwhelming need to protect the public against non-use or

unreasonable use of inventions as called fwsemin §200 of the Act.

Cat | o Lo Yoo the Cenerul guidance
K{In comparison, neé&g; the Tulane article QLMQ“A(
petition

akegf into accogz;vag?a@ﬁﬁﬁip r's investment compared
~ to that gf the governmen in Spe ifi ' -qi Instead, the

~article's conclusion is justified by th act that the total sum
of government funded health research exceeds that of industry.

“This they submit creatg%&; ﬂEubliC equity"'haynnd—ehut-addrgggﬁd Ty
heeefho it which supports gmarch—in Dttt =TITE D 1 2 QJ(,{M‘I ¢
premestsre~ (€ "Thematic Question" pos on page 634}). 4%

o?esue §

o, €Y
: Even though.the "public equity" defined by the authors AcsL

is different from that‘addressed in the Bayh-Dole legislative

history, it is used to iinterpret the Act's march-in provisions

on page 659 as follows: :

"The march-in provisions became the linchpin
of the entire enterprise because Congress
wanted to balance the demands of private
industry against the "public eguity™ that

‘resulted from the massive public investment of
funds to produce these patented inventions."

, To support this conclusion, the authors present a
purported legislative history of the Act on pages 656-667 of the
“article. The Bayh-Dole legislative history includes only the
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law itself, the committee report on the bill, and the floor
debate on that particular bill. The Act's legislative history
does not include debates on other bills that were not enacted.

Notwithstanding, 70 of the footnotes of the total
number of the 82 on pages 656-667 reference statements that are
clearly outside of the Bayh-Dole legislative history. The
petition's footnotes 10, 12 and 14 are among these 70 footnotes.
Only 12 footnotes of the total 82 are directed to comments or
guotes from the hearings and Senate Report on the Act. Not one
of these 12 explicitly or by implication addresses the issue of .
pricing. Of the 12, footnotes 174 and 180 discussed by Senator,
Bayh reference a discussion in the senate hearings and report
~ limited to a pay-back provision which has nothing to do with the
‘article's pricing theory.

20 of the 70 footnotes reflect quotes by well- known
- opponents of contractor ownership of federal inventions
including Admiral H. G. Rickover, General Russell Long,
Congressman Jack Brooks, Ralph Nader and others. There is
‘nothing in these statements beyond their well-known objection to
such contractor ownership that suggests that they would accept
the contractor ownership policy found in the Act if it was only
" conditioned by a reservation in the government to determine a
“reasonable price after marketing of the government funded
invention.

My September 27, 1976 statement on government patent
policy before a House Committee referenced in footnote 157 is
used as the source of only the following comment on page 657:

"There was also some testimony indicating
that the pharmaceutical industry acted as a
bloc tec extort a favorable government patent
policy and boycotted government patents in
order to gain greater rights."

My actual comments makes no reference whatsoever to

industry "extortion Jto galn g;ezger rlﬁhts

More dlsconcertlng, however, is the fact that the
entire statement is directed to the Administration's progress to
extend to all the Federal R&D agencies the administrative policy

referenced by Senator Bayh as bh@ precursor to the Act. The

betv_g
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statement provided an extensive justification for the need for
Bayh-Dole type legislation well beyond those upon which the
author's focused. This kind of selectivity is evidenced
throughout pages 656-667 of the article.

Control Of Drug Prices

What is most disturbing about the subject petition is
the attempt to transform this fundamental and successful piece
of intellectual property law into an administrative mechanism to
control drug prices, with no regard for the consequences.

The drafters of Bayh-Dole never envisioned that the
law could authorize government funding agencies to compel
"private entities to divulge internal accounts or pricing
~information, which is why the Act lacks any functional criteria
sp601fy1ng how this could be done which the Twatearme article
on page 648.
Adclwowied yes
Based on the Tulane article, the petition holds that
the government should issue multiple licenses for a drug because
the industry owner is charging too much, and quite falsely
. assert that the Act invests funding agencies with the authority
to approve the pricing of inventions after they have been
developed- and distributed in the marketplace by private sector
initiatives.

Beyond the author's purported legislative history, the
authors argue that the Act's definition of "practical
application" includes a requirement that the invention be made

~available to the public on "reasonable terms". However, on page
649 of the article the authors indicate that there is no clear

" legislative history on what "available to the public on
reasocnable e ms" means. Further, on page 651 they agree that
the termegSlles to conditions other than "reasonable prices”.
The artifle and petitioner then argue that it can be
interpreted, in an ordinary context, as including a "reasonable

price"”, and that the funding agency is therefore authorized td
assess what a "reasonable" market price might be.

The Scalia Rule

- _ That "reasonable terms"” must include the notion of
price, they maintain, is evidenced by by a number of court
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decisions supporting that definition. They also cite the Scalia
rule:

[First}, find the ordinary meaning of the
language in its textual context; and second,
using established canons of construction, ask
whether there is any clear indication that
some permissible meaning other than the
ordinary applies. If not - and especially if
a good reason for the ordinary meaning appears
plain - we apply the ordinary meaning.

Scalia's instruction to refer to the "textual context"
of the language is indeed helpful-but not to the argument put
" forth by the authors of the petition. The march-in requests and
the entire body of the Bayh-Dole Act and its legislative history
stress the overriding importance of delivering intellectual
property rights to innovators and develcpers. Property rights
~are inherently invested with the ability to set prices. The Act
also emphasizes the broad dissemination of the benefits of the
invention to society.

In context, therefore, "reasonable terms" cannot be
interpreted to mean a limitation on the developer's ability to
_set prices in the marketplace, but can be interpreted to apply
to other conditions as noted by the authors on page 651.

If the rights-holder were not given the freedom to set
prices, it would not be willing to commit resources reguired to
ensure an invention's delivery into the marketplace, thereby
obviating the requirement that it be widely available. No
commercial concern would invest in the commercial development of
any invention knowing that their contribution in proving utility-
and safety would be ignored and the government could challenge
their sales price after marketing.

Again, if the drafters had intended such an

interpretatiron;-we~would-have-ingserted-gspeei-fieeriteria Ao o
the law to enable the funding agency to assess exactly what a
reasonable price might be. As the Tulane article agrees, no
such criteria are found, precisely because controlling patent
rights on the basis of price was antithetical to what the
drafters had in mind.
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-Healthcare Policy

Healthcare reform has been under consideration in the
Congress recently and the possibility of the policies of state-
mandated price controls or broad entitlements to healthcare as
they exist in European countries have been discussed. But the
appropriate means to effect such policies must be through public
debate, legislation and/or referenda.

Obviously any healthcare reform effort could face
resistance from vested interests, and it is tempting for some to
look for shortcuts. But twisting intellectual property law into
a political weapon of expediency is not the answer.

: Accordingly, I feel strongly that the petitioners'
request for march-in under §203(a) of the Act, motivated
} entirely by a desire to control drug prices and based on a
p - contrived interpretation of the law must be denied.




b

3of>5

maboX: /L[ DOCUmMENts Yo ,Uanr7e ZUnCINgGS/ L arois/ Appucanon. ..

I recently became aware of a petition addressed to you by Mr. James
love, President of Essential Inventions, Inc. reguesting that the
National Institutes of Health exercise the march-in rights provision of
the Bayh-Dole Act to lower the price of several drugs developed from NIH
extramural research.

While the subject of delivering affordable health care is certainly a
sericus issue, the provisions of the Bayh-Dcle 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

. legiglation reflected in Mr. Love's petition is, therefore, entirely
“fanciful. ST e K

While serving former Senator Birch Bayh on the Senate Judiciary

Committee, I staffed the hearings and wrote the report of the Senate
Judiciary Committee on the bill. I alsc served for many years as the
Director of Technology Commercialization at the U.8. Department of

Commerce. There I 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 1ntramural
- partnerships with U.S. industry.

i Regrettably, Mr. Love and several others making the same case mix up the
. ilegislative history of the Bayh-Dole Act with hearings on rival-
. ilegislation that was not enacted. The only legislative history with any
-fbearlng on the law are the hearings of the U.S. Senate Judiciary
‘Committee in the 96th Congress eon S- 414, the University and :Small.

Business Patent Procedures Act (commonly called Bayh-Dole), the report
of the Senate Jud1c1ary Commlttee on the same, and the' Senate debates ‘on
5..414. !

-Fortunately, we do have an unamblguous oplnlon from.Senators Berh Bayh P

and Robert Dole themselves on the topic-at - -hand:. The Washington Post -ran ...

“an article by Professors Péter 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.3. patent law that states that practically
any new drug invented wholly or in part with federal funds will be made °

o+ .available to the public-at :a reasonable price. If it is not, then the
" government can insist that theé drug be licensed to more reasonable
‘manufacturers, and, if refused, license it to third parties that w1ll
i ‘make the drug available at a reasonable cost. : :

'hA joint letter by Senators Bayh and. Dole on April 11, 2002, to The
-Washington Post effectively refutes this argument. Here is the complete
.text of what the authors of the law sa1d was thelr intent w1th regard to - .

‘iAs co—authors of the Bayh-Dole Act of 1980, we must comment on the March -
h27 op— ed artlcle by Peter Arno and Mlchael Davis about thls law.

\.Government alone has never developed the new advances in med1c1nes and.--
-technology that become commercial. products For that, our country relles

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.

4/21/2004 11:14 AM
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For every %1 spent in government research on a project, at least 510 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.

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 intentiomnal; the

"primary purpose of the act was to entice the private sector toc seek

public-private research cocllaboraticn rather than feocusing on its own

-.proprietaty research.:

The: article also mischaracterized the rights retained by government
under Bayh-Dole. The ability of the government to revoke a 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 paxrt from government-funded
research. The law instructs the government to revoke such licenses only
when the private industry collaborator has not successfully

'-“LC6mmeréialized‘the‘invéntionfas”a“product;*(Emphasis added).

The law we passed is about encouraging a partnership that spurs advances
to help Amerlcans. We are proud to 'say ‘it's working. :

Blrch Bayh/Bob Dolé

In ‘their typically succinct manner,. the authors of the law effectlvely
rebut the argumént now before you.

The Bayh-Dole Act has become a linchpin.of our economy. While not
perfect, the U.5. record of commerc;allzlng new products. andiServices
" funded by the Government is the envy of ‘the world. The'Economist
.Technology Quarterly. sa1d.’"Possmbly the most inspired. 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 thls Act ust be done very carefully.

*We«haveLalready 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
contrel prices. Rather than allowing Government to dictate drug prices,
icompanies. simply-walked. away from partnering with NIH. Wisely

“recognizing it§ mistake, Congress rescinded the fair pricing -

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

'j {President Johnson asked in 1968 how many NIH owned inventions had been
“icommercialized. The answer was none. At that time there were no

iincentives for industry to undertake the risk and expense inherent in.

;juevcloprngwsuch%ear%ywstage~mnventlonSMMWemshouldwreflectwthatwbeeausenwwwwMwmwwwww~meMwww

i-0f the Bayh-Dole Act, many life saving drugs and thérapies are now’ o
‘available for those in need. By altering this delicately balanced law,\d
we'may well discover that publicly funded inventions—go -back to:
“‘gathering dust on the shelves. Before Bayh Dole such dlscoverles were

‘”5 not avallable ‘at: any price. -

4of 5
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Joseph B, Allen” " °
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1abs are conducting early-stage research.

Bayh-Dole did not intend that government set prices on resulting prodacts. 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 its own proprietary
research.

The article also mischaracterized the rights retained by government under Bayh-Dole. The ability of the government to
revoke a license granted under the act is not contingent on the pricing of a resuiting 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 to help Americans. We are proud fo say it's
working.

- Birch Bayh/Bob Dole

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

The Bayh-Dole Act has become a linchpin of our economy. While not perfect, the U.S. record of commercializing new
products and services funded by the Government is the envy of the world. The Economist Technology Quarterly said:
"Possibly the most inspired piece of legislation to be enacted in America aver 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 drag prices, companies simply walked away from parinering with NTH. 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 nndertake the risk and expense inherent in developing such early
stage inventions. We shouid 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
hitp://lists.essential. org/malhnan/hsmlfo/lp-health
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James Love, Director, Consumer Project on Technology http://www.cptech. org, mailto:james.love@cptech.org tel.
+1.202.387.8030, mobile +1.202.361.3040 ‘

" Uventures.com the home of Techno-L

Techno-L Archives are available on UVentures.com.
To access the searchable archives, register FREE at hitp://www.uventares.com

To subscribe, ¢-mail: fechno-l-subscribe@lists. uventures.com
To unsubscribe, e-mail:techno-l-unsubscribe@lists uventures.com
For additional commands, e-mail: techno-l-help@lists.uvenfures.com
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President
National Technolegy Transfer Center

Ip-health mailing list
Ip—health@lists.essential.org
http://lists.essential.org/mailman/listinfo/ip—health

4/21/2004 11:14 AM
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Thank you for your assistance. Carole Latker

Latker, Carole (NIH/NIGMS) wrote:

————— Qriginal Message————-

From: Tiglion Travel [mailto:tvlraina@tiglion.com]
Sent: Tuesday, April 13, 2004 12:05 AM

To: Latker, Carcle (NIH/NIGMS)

Subject: * URGENT * Invoice for Hotel reservation (Regal Oriental Hotel

16-22RApr4)
Dear Mrs Latker,

I have attached herewith the Invoice and the credit card authorization

froms for you (Invoice no. 767), pls print it out and check all details,
if all in order, pls first of all, return email to indicate all details

shown

are ok and you accept the Invoice and terms & condition by return email

to us tonight your time (before 13aApr(04 1500 hrs Hong Kong time),

and I will guarantee the bocoking and settle the payment for you first,
and then pls sign on the inveoice and f£ill the forms and fax it back
to me together with the credit card copy back side and passport copy
to me on or before 14Apr04 1200 noon Hong Kong time.

about:blank

Ms. Luk, T have recieved the forms and will fax them back to you in about 12 hours (our morning)
with a copy of the charge card (back side) and a copy of my passport. Everything looks in order. Also
can you tell me if there is an airport shuttle that goes to this hotel and where in the airport I pick it up.
1 will be arriving around 6:30 PM April 16 and departing the morning of April 22.

Pls click and read the following for the information of important notice ——

http://www.tiglion.com/form/importan.htm

Pls make sure passenger have proper visa(s) or document(s) for the

countries you enter into or transit.
Thank you.

Please bookmark travel.com.hk to check news on the early bird
promotions for air fares, packages, hotels, cruises:

http://www.travel.com.hk
Regards.
Raina Luk {(Ms)

Senior Travel Executive
13 Apr 2004

) *_'_k‘_***********************'k*'*‘k**'_k***jk**********_‘k***'k*
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Tiglion Travel Services Company Limited
902 Yue Xiu Building 160-174 Lockhart Road
Wanchai, Hong Kong
Tel: 852—251%#189 Fax: 852—2519r296 Lic.350005
Email: travellftiglion.com

Website: http://www.travel.com.hk
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e-mall is privileged and confidential and intended only for the use
of the person or entity to whom it is addressed. If the reader is not

s

4/13/2004 12:16 AM
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For every 51 spent in government research on a project, at least $10 of
industry development will be needed te 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.

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 its own
proprietary research,

The article also mischaracterized the rights retained by government
under Bayh-Dole. The agbility of the govermment to revoke a licemse
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 collaborateor has not successfully
commercialized the invention as a product. (Emphasis added).

The law we passed is about encouraging a partnership that spurs advances
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 linchpin of our economy. While not
perfect, the U.S5. record of commercializing new products and services
funded by the Government is the envy of the world. The Economist
Techneology Quarterly said: "Possibly the most inspired 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
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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

40of5 ' ' 4/21/2004 11:14 AM
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I am here as a private citizen. I do not wish to use
my 15 minutes identifying my credentials, so I attached my C.V.
to my written testimony.

Drug pricing is a serious problem that affects
everyone and needs to be addressed. PBut this is not the forum
for its resolution.

I am here today only to defend Bavh-Dole. The basis

for the petition is the allegation that the march-in provisions
of Bayh-Dole gives NIH the authority to determine whether the
price of a drug is unreasonable, and if so, permits NIH to grant
multiple licenses.

To support this, the petition maintains that the

~ ‘entire government investment in health research and development

demands this interpretation of the march-in provisions, and that
the term ;reasonable terms® in Section 304 (A) of the Act must be
interpreted in its or&inary context to mean "reasonable prices".
None of this is supported by a correct reading of the Act and

its legislative history.

Firsty-only-a-very-small-portion-of-the-government*g-

health R&D investment is directed to drug research. Most is
directed to grant funding to investigate the frontiers of the

~ life sciences.
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The Act is directed to creating an incentive for
industry development of compositions of matter having no proven
utility and safety found which is discovered during grant
research. This is based on the fact that government does not
. develop drugs for the marketplace and that it is the private
sector that must prove the utility and safety necessary to
obtain FDA approval for marketing. The private sector investment
ﬁecessary to obtain FDA approval always exceeds by many
multiples the governmment funding that produced the composition
of matter being developed.

The Act's legislative history makes clear that the
public equity in funding the grants in question will be
significantly rewarded by the delivery of drugs that improve and
~extend the lives of millions of their countrymen that otherwise
would not have been available.

With regard to the petitions' argument that
- "reasonable terms" must include "reasonable prices”, a simple

reading of Section 203(A) without regard to any legislative

“history-clearty~shows-such-interpretation-to-be-incorrect:
Section 203(A) only applies to contractors and

assignees as defined by t?; Act. Llcensees are not included by

2075

~ design as ;ﬁa-aaat-tﬂo sections #Dply to contractors, assignees
A

and licenseeskra only to licensees.

o ¥
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In 1980, it was clear that most of the health
inventions made by the small business and non-profit contractors
of Section 203(A) could be developed only under licenses with
the drug industrj.

In their license agreements the contractors do not set
the price of the drugs ultimately marketed. In fact, there is
nothing in the Act that requires the contractors subject to
203 (A) to set the price of the marketed drug. That would be

inconsistent with the incentive to gain the licensee’s

cooperation. Accordingly, the sales price as one would expect

was left to the discretion of the licensee who as indicated is

not subject to Section 203 (A).

' Since the contractors subject to Section 203(A) in

1980 had no responsibility or authority to set market prices it
is clear that there is no reason whatever to assume that the

"reasonable terms" they were responsible to implement included
“reasonable prices”. If the dfafters had wanted to require that

a drug resulting from their research be sold at a reasonable

price-that-condition-would-have-had-to-be-made-part-of-the
éontractors license agreement as they are the only ones subject
to 203 (A)

Well then - how were the "reasonable terms”

specifically interpreted in the context of Section 203(A) in
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19807 That's easy. The "reasonable terms"™ that the contractors
of Section 203({(A) were obligated to observe in their license
agreements has had a long history of meaning “reascnable
royalities”. This makes perfect sense since the word “terms” is
normally used in the context of a contract. A license agreement
is a contract and in the contextrof the Act includes the terms
for royalty payment which as required must be reasonable. In
‘comparison Essential Inventions definition of “reasonable terms”
suggests that the sale of a drug by the licensee is a contract
with the purchaser having a term requiring that sale be at a.

reasonable price. Frankly that makes no sense.

C:\My Documents\NJL\ORAL SPEECH.doc
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"There was also some testimony indicating
that the pharmaceutical industry acted as a
bloc to extort a favorable government patent

policy and boycotted government patents in

order to gain greater rights."

My actual comments makes no reference whatsocever to
the pharmaceutical industry acting as "a bloc to extort" greatér

rights.

More disconcerting, however, is the fact that my
statement provided an extensive justification for the need for a

government-wide administrative policy wEBFeh~was not given any

consideration. o Cwhie b Y Sate
%//%ﬁoﬂ(ffﬂ/i éu /—7

Healthcare reform has been under consideration in the
Congress recently and the possibility of the policies of state-
mandated price controls or broad entitlements to healthcare as
they exist in European countries have been discussed. But the

appropriate means to effect such policies must be through public

debate, legislation and/or referenda.

Obviocusly any healthcare reform effort éould face

resistance from vested interests, and it is tempting for some to
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look for shortcuts. But twisting intellectual property law into

a political weapon of expediency is not the answer.

Accordingly, I feel strongly that the petitioners?
request for march-in under §203(a) of the Act, motivated
entirely by a desire to control drug prices and based on a

contrived interpretation of the law must be denied.

C:\My Documents\NJL\WrittenPaper.doc
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I am here as a private citizen. I do not wish to use
any ofmy 15 minutes to identify my credentials, so I attached my
C.V. to my written testimony.

Drug pricing is a serious problem that affects
everyone and needs to be addressed. But this is not the forum |
for its resolution.

As one of the draftsman of the Bayh-Dole Act, I am here tecday in

its defense.

What is most disturbing about the subject petition is
its attempt to transform this fundamental and successful piece
of intellectual property law into an administrative mechanism to

control drug prices, with no regard for the consequences.

The Act has fostered the development of a potent four-way

_ partnership between researchers, their institutions, government
and industry. This partnership has become a powerful engine of
innovation, generating more practical advances than the rest of

the world combined. Nowhere is this more true than in the

wmsssosssmnisosmisis Ll @A S oL-Medi-cal-Etechnology.and-pharmaceuticals.

Should the petitioner succeed in subverting one of the
key precepts of Bayh-Dole - that of according broad marketplace

prerogatives to the developers of government-funded inventions -
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the equilibrium of the partnership will be broken and this

marvelous engilne of innovation will stall.

The basis for the petition is the allegation that the
" march-in provisions of Bayh-Dole gives NIH the authority to
~determine whether the price of a drug is unreasonable, and if
.so, permits NIH to grant multible licenses.

To support this, the petition maintains that the
entire goveinment investment in health research and development
demands this interpretation of the march-in provisions, and that
the term "reasonable terms" in Section 203 (A) of the Act must be

interpreted in its ordinary context to mean "reasonable prices™.

None of this is supported by a correct reading of the Act and

its legislative history.

The drafters of Bayvh-Dole never envisioned that the
law could authorize government funding agencies to compél
private entities to divulge internal accounts or pricing
information, which is why the Act lacks any functional criteria

specifyving how this could be done.

Only a very small portion of the government's health

R&D investment is directed to drug research. Most is directed
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to grant funding to investigate the frontiers of the life
sciences.

The Act is directed to creating an incentive for
industry development of compositions of matter discovered during
grant research that have no proven utility and safety. The Act’s
incentives were considered necessary because the government doces
not develop drugs fof the marketplace It is the private sector
that must prove the utility and safety necessary to obtain FDA
épproval for marketing. The private sector investment necessary
to obtain FDA approval always exXceeds by many multiples the
government funding that produced the comesition of matter being
developed.

The Bct's legislative history makes clear that the
public equity in funding the grants in question will be
significantly rewarded by the delivery of drugs that improve and
extend the lives of millions of their countrymen that otherwise
would not have been available.

With regard to the petitions' argument that

~"reasonableterms"must-include-"reasonable-prices’;-a-gimple--

reading of Section 203 (A) without regard to any legislative

history clearly shows such interpretation to be incorrect.
Section 203(A) only applies to contractors and

assignees as defined by the Act. Licensees are not included by
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design as shown by the next two sections application to
contractors, assignees and licensees, and the last secticn only
to licensees.

In 1980, it was clear that most of the health

inventions made by the small business and non-profit contractors

of Section 203(a) could be developed only under licenses with

the drug industry.

As the licensor, the contractors do not set the price ;
of the drugs ﬁltimately marketed. In fact, there is nothing in ‘
the Act that requiros the contractors subject to 203(a) to set
the price of the marketed drug. That would be inconsistent with
the incentive to gain the licensee’s cooperation. Accordingly,
the sales price, as would be expected, was left to the
discretion of the licensee who as indicated is not subject to
‘Section 203 (a).

Since the contractors subject to Section 203 (a) in
1980 had no responsibility or authority to set market ptices it

is clear that there is no reason whatever to assume that the

"reasonable-terms™-they-were~responsible-to~implement—inetuded oy
“reasonable prices”. If the drafters had wanted a drug resulting
from contractor research to be sold at a reasonable price that
condition would have been required as part of the contractors

license agreement as they are the only ones subject to 203(a)
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How then should "reasonable terms” be specifically

- interpreted in the context of Section 203(a} in 19807 The

"reasonable terms" that the. contractors of Section 203(a) were

obligated to observe in their license agreements has had a long

history of meaning “reasonable royalties”. This makes perfect

sense since the word “terms” is normally used in the context of

a contract. A license agreement is a contract and in the context

of the Act includes the terms for royalties which as required

‘must be reasonable. In comparison, Essential Inventions

definition of “reasonable terms” suggests that the sale of a
drug by the licensee is a contract with the purchaser which has
a term imposed by Sec.203(a) requiring that their sales be at a
reasonable price. Frankly that makes no sense since the
licensee is not subject To sec.203{a) and a sale is not a
contract.

There was some possibility in 1980 that a small

business contractor subject to 203(a) could bring an invention

to the market with its own resources without licensing. In these

I'imitedsituations-“reasonable-terms*-could-not-mean-treaseonable
royalties”. What “reasonable terms” specifically means in this
situvation I will leave to others. Buﬁ the Essential Inventions
definition cannot be applied as that would clearly be

inconsistent to how licensees are handled under Sec. 203 (a)
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If the drafters had intended the petition definition
of “reasonable terms”, we would have inserted specific criteria
into the law to enable the funding agency to assess exactly what
a reasonable price might be. No such criteria are found,
precisely because controlling patent rights on the basis of

price was antithetical to the Act.

The petition relies on a purported legislative history
of the Act on pages 656-667 of a Tulane Law article cited in the

petition.

The Bayh-Dole legislative history includes only the
law itself, the committee report on the bill, and the floor
debate on that particular bill. The Act's legislative history

‘does not include debates on other bills that were not enacted.

Notwithstanding, 70 of the footnotes of the total
number of the 82 on pages 656-667 reference statements that are

clearly outside of the Bayh-Dole legislative history. The

.petition's footnotes 10, 12 and 14 are among thése 70 fbotndtes.
Only 12 footnotes of the total 82 are directed to comments or
quotes from the hearings and Senate Report on the Act. Not one

of these 12 explicitly or by implication addresses the issue of
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pricing. Of the 12, footnotes 174 and 180 discussed by Senator
Bayh reference a discussion in the senate hearings and report

limited to a pay-back provision which has nothing to do with the

article's pricing theory.

20 of the 70 footnotes outside the Act’s legislative
history reflect quotes by well-known opponents of contractor

ownership of federal inventions including Admiral H. G.

Rickover, General Russell Long, Congressman Jack Brooks, Ralph

Nader and others. Twelve of these 20 footnotes reference
statements made by Admiral Rickover. There is nothing in the
opponents statements beyond their well-known objection to
Vcontractqr_ownership that suggests that they would accept the
~contractor ownership policy found in the Act if it was only
conditioned by a reservation in the government to determine a
reasonable price after marketing of the government funded

invention.

My September 27, 1976 statement on government patent

.policy.before..a-.House..Committee is rpfprenced”in footnote 157

and used-as the source 6f only the following comment on page

657
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Subject: Re: [techno-I] My May 25 Statement at NIH meeting on the Essential Inventions Petition
From: James Love <james.love@cptech.org>

Date: Wed, 02 Jun 2004 18:09:04 -0400

Teo: Norman Latker <NJL@browdyneimark.com™>

CC: Techno-l@lists.uventures.com

"Norman. It is our contention that the term, “contractor™ is defined in 35 USC

201(c):

"(c} The term "contractor" means any person, small business firm, or nonprofit
organization that 1s a party to a funding agreement."

And, the term "practial application™ is defined in 35 USC 201 (f).

"({(f) The term "practical application™ means to manufacture in the case of a
composition or product, to practice in the case of a process or method, or to
operate in the case of a machine or system; and, in each case, under such
conditions as to establish that the inwvention is being utilized and that its
benefits are to the extent permitted by law or Government regulations available to
the public on reascnable terms.™

" 'We claim that the term "available to the public on reasonable terms" includes, but

is not limited to, price. In Senator Bayh's 1997 Cellprc March-In petition, he

..focused on the royalties, which is another term, and he alsoc said the NIH should

regulate royalties because they have an impact on the cost of medical care.

You say, "When reading the march-im clauses, 1t is important to understand that
Section 203a only applies to contractors-that is, the origimal researchers -and
assignees, ™ further that "it cannot mean "reascnable prices,™ because

contractors, in the view of the drafters, would not normally be setting prices.”

"in the view of the drafters™ is a good one.... on what authority do you c¢laim to
know this? Contractors can set prices. Ask the Department of Defense, the
Department on Energy, or the NIH. They can set royalties. They can do a lot of
things. . o : .

What the Act does is provide that the govermment can issue a compulsory license,
if the patent owner does not make "“practical application®™ of the patent, as
defined in 201(f), which includes the obligation that the benefits of the
invention be "available to the public on reasonable terms."

The terms by the contractor could be different things, such as in the Cellpro
case, the royalties. But as professor Reichman pointed out, the terms under
which an invention is developed —- price, royalties, market resale restrictions,
ete, ™ normally have an effect on the prices consumer pay. The government may
also consider other issues, such as it may have in the negotations over the WARF
stem cell patents.

Contractors can affect prices directly, by charging prices themselves, or
indirectly, by licensing inventions to parties that charge unreasonble prices.

1of7

It seems pretty stupid to me that "available to the public on reasonable terms"
would never allow the NIH to consider the one of the most relevant terms to the
public —-— the price.

You may wish and hope that the NIH never looks at prices. BAbbott may wish the
same. And NTH clearly can ignore prices if it wants to. But the Statute, the
regulations, and the contracts written into all of these grants and contracts,
give the goverment broad powers to march-in if the government deoes not believe the
prices (or other terms) are reasonable. ' : '

6/3/2004 8:27 FM
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The patent owner can develop an invention itself, it can license it to one or more
third parties, under a variety of different economic terms, exclusive or
none—exclusive, and it can supervise cor ignore the prices charged by the

licensee. It can do just about anything. But the government retains rights to
march-in, 1if the "benefits" of the invention are not "available to the public on
reasonable terms." {a) and (c) are just different grounds for exercising
march—-in rights under 203.

Why don't you give us the Latker defintion of "available to the public on
reasonable terms." <You seem to have trouble with the "available to the publlc“
part of "reasonable terms," but the statutes includes both. You might re-read the

. Halperin memo and ask why Congress declined to replace and with or, as was
requested by some.

"the jnvention is being utilized *and* that its benefits are to the extent
permitted by law or Government regulations available to the public on reasonable
terms. "

Maybe if the *and* was replaced by *or* you would have had a stronger case.

Tell us also why the House and the Senate versions of the bill inecluded the much
more agressive recoupment provisions that were only dropped in conference.

Jamie

Norman Latker wrote:

As I indicated earlier Essential Inventions contention that "reasonable terms"
must mean "reasonable prices™ is no londer credible based on the correct reading
of the Act set out in my May 25 statement below. If Jamie does not agree he is
free to make his case on this board. I do not believe he will do so because he
has committed himself to his misrepresentation of the Act all over capitol hill.
As I suggested earlier, the most effective way to undue the damage he has done
is request that the appropriate official at your institution make know to your
state's representatives on capitel hill the importance of the Act to your
state's economy and the damage that will be done if they buy into Jamie's
misrepresentation of the Act. You and the public are the Act"s direct
beneficiaries. While we in Washington are doing the best we can, It is you that
nmust step forward to defend the Act. If you can convince yourselves that this is
someone else's responsibility, be assured that Jam

ie is still on capitol hill misrepresenting the Act.

Norman J. Latker

| Statement Before NIH On

! Essential Inventions Petition Regarding Norvir
May 25, 2004

Helle. I'm MNorm Latker, and I'm here to address the petition sponsored by Mr.
James Love of Essential Inventions, which asks NIH to end the exclusive title
held by Abbott Laboratories for the AIDS drug Norvir.

I thank you for the opportunity toc address this issue today.

While I am sympathetic to the efforts of Mr. Love, which I believe are motivated
i by a desire to enhance the quality of life for the millions of Americans living

with ATDS, I must oppose his petition, which, if successful, would undermine the
| integrity of the Bayh-Dole Act, which I helped to draft back in the 1970s.

Although there was spirited opposition to Bayh-Dole when it was brought before

- Congress in 1980, a broad political consensus was ultimately built around the
notion that market forces would do a far better job of disseminating
government—sponsored inventions than bureaucracies ever could.

20f7 6/3/2004 8:27 PM
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The Act has been enormously successful. As the Economist Magazine put it
recently, it is "the most inspired piece of legislation to be enacted in America
over the past bhalf-century.”

? That may sound like hyperbole, but the impact of the Act has indeed been

. astounding-and overwhelmingly positive.

It has fostered a potent four-way partnership between researchers, their
institutions, government and industry. That partnership has evolved into the
most powerful engine of practical innovation in the world, producing innumerable
advances that have extended life, improved its quality and reduced suffering for
hundreds ¢f millions of people.

Of course, the law isn't perfect. No law is. There have been changes in the
three decades since Bayh-Deole's passage—changes that no one could have

i predicted. But overall it has stood the test of time.

While I feel I can provide some perspective on the Act, there is very little I
can say with authority on the underlying issues that have prompted Mr. Love's
petition.

Frankly, there are a number of things that I simply do not know.

For example, I don't know how Abbott Laboratories reached its decision to raise
the price of Norvir. I don't know whether it was based on legitimate business
issues, or as AIDS activists allege, on simple corporate greed.

Nor can I pretend to know what impact the price hike will have on those who need
- the drug te stay healthy, or on the healthcare finance system. I do not know.if
some people who need Norvir will now not have access to it. I don't know
whether Abbott's promise to provide the drug for free to¢ those who cannot afford
it should be taken at face value. :

It is worth noting that Senator John McCain has called on the Federal Trade
Commission to investigate Abbott Laboratories for possible abuse of its monopoly
power with respect to Norvir. Attorneys General in Illinois and New York are
also looking into the matter. BAgain, T do not know precisely what criteria
these organs of government might use to determine whether corrective action is
warranted.

But I do know this: the Bayh-Dole Act is not an arbiter of healthcare policy or
drug pricing, and was never intended to be.

Bayh-Dole defines critically important aspects of intellectual property law,
while ensuring that viable government-sponsored research does not go to waste.
It is decidedly ill-suited for any other purpose.

Simply put, the legal philosophy of Bayh-Dole is this: if the government accords
breoad marketplace prerogatives to the developers of government-funded
inventions, such inventions are far more likely to be developed and disseminated
i 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.

There were a few conditions placed on this freedom-conditions which are now the
subject of dispute. In layman's terms, the conditions provided that:

: a) Reasonable efforts were reguired to develop the inventions to

i practical application, and made readily available to society;

b}--~-The-inventions-should-not-be-used~in-such-a-way-that-might-threaten
public health;

c) If an invention were subject to a federal order of some kind, the
developer must comply with that order; and

d) The marketed invention should be made within the United States.

These conditions were translated into the legal language found in section 203 of
the Act-what we now refer to as the "march-in" clauses, because they give the
government the power to "march-in" and reassign intellectual property rights.

3of7 6/3/2004 8:27 PM




mailbox.///CiDocuments %o 2Uana 7 ZUNetiings/ Caroig/ AppHcauoiL. ..

These were conceived as extracrdinary measures to be used only when there was
overwhelming evidence to show that the public rescurces invested into an
innovation were being wasted or abused.

Obviously, Abbott Laboratories has been enormously successful in bringing the
benefits of Norvir te the public at large. The drug may be expensive-perhaps
inteclerably expensive, given the critical importance it holds for people with
AIDS. But by the criteria established by Bayh-Dole, Abbott has complied with
the law. )

Mr. Love would of course disagree, both with my interpretation of the march-in
clauses and my belief that Abbott has not broken the law.

His petition asserts that Bayh-Dole invests NIH with the authority to determine
whether the price of Norvir is too high and, if so, to terminate the exclusivity
of Bbbott's property rights.

The petition points out that one march-in clause, section 203a, specifies that
the invention in question must be made available on "reasonable terms", which
the authors interpret to mean "reasonable prices”.

None of this is supported by a correct reading of the Act and its legislative
history.

In fact, if the drafters of Bayh-Dole had intended such an interpretation, we
would have inserted specific criteria into the law to enable NIH-or any
government funding agency -to assess what a reasonable price might be. No such
criteria are found, because controlling patent rights on. the basis of price was
antithetical to what the drafters had in mind.

Nor did we envision that the law could authorize government funding agencies to
compel private entities to divulge internal accounts or pricing information. If
we had foreseen such a process, the Act would have contained enabling language
specifically empowering it.

It must be admitted that the law is written in the arcane legalese of the
period, and many sections are quite easy to misinterpret unless armed with the
correct definitions.

Let me provide some of those definitions now.

The Bayh-Dole Act refers to three key entities involved in the
government-sponsored research and subsequent development of an invention.

1) Contractors: These are the organizations that originally used government
research funds to make fundamental discoveries

2) Licensees: These are the entities that acquire a license to an invention,
develop it and bring it to the marketplace. They pay royalties to the
contractor. 2And bear risk. In the fields of human health and life sciences,
these are usually drug companies.

3) Assignees: These are defined by the Act as non-profit patent management
organizations, which at the time brokered the license agreements between the
contractor and the licensee. Their role has been marginalized in recent years
as universities and research institutes have taken on the role themselves.

When reading the march-in clauses, it is important to understand that Section
203a only applies to contractors-that is, the original researchers —and

assignees.

4 of 7
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Section 203a does not apply teo licensees.

This was not an accidental omission. That licensees are consciously excluded
from 203a is obvious, because the next three sectiocns -203b--d explicitly apply
to all three entities: contractors, assignees and licensees.

Back in 1980, it was clear that most health inventions could only be practically
developed under licenses with the drug industry. Bayh-Dole granted the property
rights to the contractor, who would then negotiate a license agreement with the
licensee. Of course, drug pricing played no role in these negotiations. Pricing
a drug which has not yet been tested, approved and marketed is, of course,
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impossible.

As the phrase “reasonable terms™ found in 203a applies to contractors, and not
to licensees, it cannot mean "reasonable prices," because contractors, in the
view of the drafters, would not normally be setting prices. Further, they are
not required to do so under the defined contractor obligations under the Act.
The phrase clearly refers to the terms of the agreement between the contractor
and the licensee.

Bayh-Dole wants government-sponsored inventions moved te the marketplace.
Towards that end, it obligates the contractor to transfer the invention to the
licensee without demanding exorbitant, or unreascnable, royalties.

The ultimate price of the drug to be developed had nothing at all to do with
section 203a or the contractor's defined obligations under sec. 202c. Pricing
was —and is-left to the discretion of the licensee. It is the licensee, after
all, who bears all the risks of developing the innovations-the clinical trials,
the FDA approval procedures, the vagaries of the marketplace. They do so because
they know that Bayh-Dole guarantees them exclusive rights over the invention.

After explaining all that, I must now point out that Norvir has never been
licensed, and that Abbott Laboratories is not a licensee. It is, in fact, a
contractor who obtained title to its invention directly through a contract with
NIH.

Again, when the law was written, we thought that in most cases, a contractor
would be an academic, research institute cr small business that would not have
the resources to develop and market the invention on their own. Bayh-Dole
therefore emphasizes the licensing process, as is abundantly evident throughout
the Act and its implementing regulations.

Avbott Laboratories, as it happens, had no need to license its invention. It had
title to the invention and the resources to bring it to the market without any
assistance.

This exposes a minor ambiguity in Bayh-Dole. Obviously, "reasonable terms" in
this particular case cannot mean "reasonable royalties."™ But neither can it mean
"reasonable pricing", as a requirement of the contractor under its defined
obligations. In other words, we cannot spontaneously reinterpret 203a to mean
that when a contractor brings a drug to market itself, it must price the drug
"reasonably”. "Reasonable terms" could not mean one thing for a licensee, and
another for a contractor, unless the law contained specific language defining
these meanings.

The intent of 203a is ckviocus enough, even if it falls to specifically address
the case at hand.

In closing, I'd like to return briefly to the breader issues that have prompted
Mr. Love's petition.

It must be plainly understood that medical access problems in the United States
stem not from the research and development regime, but from the way healthcare
entitlements are ascribed and healthcare resources are distributed.

I confess that I am no fan of price controls, because I believe that they could
stifle innovation and drastically reduce the amount of money the drug industry
pumps into pharmaceutical research every year. Contrary to what has been
published in recent weeks, only a very small portion of the govermnment health

50f7

research-and-development-fundg-are-channeled-directily-into-drug.-research..and

clinical studies. Most is used to sponsor investigations into the 1life
sciences.

It is in fact the private sector that ponies up the resources to develop, test,
obtain approval for, and market unew drugs. It is an undeniable responsibility
of government to create and maintain incentives for these invesiments, because
there is no way the government could manage the job on its own.

In the absence of government price controls, drug companies will seek to
maximize their profits by balancing prices with the need for market penetration
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- and that is exactly what the drafters of Bayh-Dole expected. Pricing freedom
is one reason often cited by the pharmaceutical industry for concentrating their
research and development activities in the U.S. It is why the U.S. remains the
world leader in medical research, and why so many drugs are made available here
first.

That said, the public has an interest in affordable healthcare. I think there
are many ways that might be achieved without resorting to outright price
controls. State governments, for example, are themselves major purchasers of
drugs, and could, through clever use of their market power, help keep prices
down. -

If a political consensus were to emerge that drug prices need to be controlled
by the government, the only legal and appropriate means of instituting such
controls would be through a full-fledged legislative process, tested by the
courts and administered through empowered organs of government.

Obviously any healthcare reform effort could face resistance from vested
interests, and it is tempting for some to look for shortcuts. But twisting
intellectual property law into an administrative mechanism to control drug
prices would have intclerable consequences for innovation, drug development and
healthcare in this country.

A sober reading of the Bavh-Dole Act will leave no doubt that retail drug
pricing has nothing. to do with the march-in provisions of the Act.
Mr. Love's petition must therefore be denied.

Thank you again for the opportunity to be here today.
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Subject: Spam Alert: [techno-1} Pres. Reagan
From: "Norman Latker” <NJL@browdyneimark.com>

Date: Wed, 09 Jun 2004 17:25:43 -0400

Te: <Techno-l@lists.uventures.com>

Dear Colleagues:

I would like to say a few words on behalf of President Reagan.

From the beginning, the Reagan White House embraced the Bayh-Dole Act as
their own. It fit exactly into the Reagan agenda of deregulation and
decentralization of decision-making as an incentive for invention and innovation.
President Reagan frequently reminded us that the Soviet Union would ultimately
fail because it suppressed exactly these kinds of incentives.

The White House was actively involved in enhancing the Act's incentives

- and their implementation as part of the President's effort to relight BAmerica's

entrepreneurial spirit. OMB Circular A-124 implementing the Act was issued in
1982; his 1983 memorandum expanded the Act to additional contracteors; the '
Administration’'s 1984 amendments to the Act and their 1987 implementing
regulations expanded the Act's incentives to encourage greater involvement in
invention and technology transfer, and their 1986 Federal technelogy Transfer Act
expanded the prerogatives provided to non-profit organizations under Bayh-Dole to
the Federal Laboratories. His 1987 Executive Order restated and emphasized all of
his earlier actions.

In addition, the Administration supported creation of the small business
set~aside program (SBIR) and the two-tier Patent Office fee schedule to assist
small business, non-profit organizations and independent inventors.

These completed the Bayh-Dole body of laws, regulations and executive
actions that are now your legacy.

There may always be contention on whether President Reagan was primarily
responsible for ending the cold war and/or inflation. Decades from now there
should be no debate on the amazing contribution the Reagan White House made to the
rebirth of innovation in this country.

Thank you, Mr. President.
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Address to the British House of Commons

London
June 8, 1982

Considered by some to be the original "evil empire” speech, Reagan takes on fotalitarianism and the Soviet
Union. In it he says " military strength is the prerequisite to peace,” a theme he would repeat throughout his
presidency.

We're approaching the end of a bloody century plagued by a terrible polifical invention - totalitarianism.
Optimism comes less easily today, not because democracy is less vigorous, but because democracy's
enemies have refined their instruments of repression. Yet optimism is in order because day by day democracy
is proving itself to be a not at all fragile flower. From Stettin on the Baltic io Vama on the Black Sea, the
regimes planted by totalitarianism have had more than thirty years fo estabiish their legitimacy. But none ~ not
one regime — has yet been able o risk-free elections. Regimes planted by bayonets do not take root.

The strength of the Solidatity movement in Poland demonstrates the truth told in an underground joke in the
Soviet Union. It is that the Soviet Union would remain a one-party nation even if an opposition party were
permitted because everyone would join the opposition party....

Historians looking back at our time will note the consistent restraint and peaceful intentions of the West. They
will note that it was the democracies who refused to use the threat of their nuclear monopoly in the forties and
early fifties for territorial or imperial gain. Had that nuclear monopoly been in the hands of the Communist
world, the map of Eusape—indeed, the world—would lcok very different today. And certainly they will note it was
not the democracies that invaded Afghanistan or suppressed Polish Solidarity or used chemical and toxin
warfare in Afghanistan and Southeast Asia.

If history teaches anything, it teaches self-delusion in the face of unpleasant facts is folly. We see around us
today the marks of our terrible difemma--predictions of doomsday, anti-nuclear demonstrations, an arms race
in which the West must, for its own protection, be an unwilling participant. At the same time we see totalitarian
forees in the worid who seek subversion and conflict around the globe to further their barbarous assault on the

" humar: spirit. What, then, is our ¢ourse? Must civilizetiori perish in a hail of fiery atoms? Must freedom wither
in a quiet, deadening accommodation with totalitarian evil?

Sir Winston Churchill refused to accept the inevitability of war or even that it was imminent. He said, "! do not
believe that Soviet Russia desires war. What they desire is the fruits of war and the indefinite expansion of
their power and doctrines. But what we have fo consider here foday while time remains is the permanent
prevention of war and the establishment of conditions of freedom and democracy as rapidly as possible in all
countries.”

Well, this is prescisely our mission today: to preserve freedom as well as peace. It may not be easy to see; but |
beliave we live now at a turmning point.

In an ironic sense Karl Marx was right. We are witnessing today a great revolutionary crisis, a crisis where the
demands of the economic order are conflicting directly with those of the political order. But the crisis is
happening not in the free, non Mandst West but in the home of Mandsm-Leninism, the Soviet Union. It is the
Soviet Union that runs against the tide of history by denying human freedom and human dignity to its citizens.
It also is in deep economic difficulty. The rate of growth in the national product has been steadily declining
since the fifties and is leas than half of what it was then.

" The dimensions of this failure are astounding: a country which employs one-fifth of its population in agriculture
is unable to feed its own people. Were it not for the private sector, the tiny private sector tolerated in Soviet
agriculture, the country might be on the brink of famine. These private piots occupy a bare 3 percent of the
arable land but account for nearly one-quarter of Soviet farm output and nearly one-third of meat products and
vegetables. Over-centralized, with littie or no incentives, year after year the Soviet system pours its best
resources into the making of instruments of destruction. The constant shrinkage of economic growth combined
with the growth of military production is putting a heavy strain on the Soviet people. What we see hereis a

_political structure that no Jonger corresponds fo its economic base, a society where productive forced are
hampered by political ones.

The decay of the Soviet experiment should come as no surprise to us. Wherever the comparisons have been
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‘ade between free and closed societies — West Germany and East Germany, Austria and Czechoslovakia,
Malaysia and Vietnam — it is the democrafic countries that are presperous and responsive to the needs of their
people. And one of the simple but overwhelming facts of our time is this: of all the millions of refugees we've
seen in the modern world, their flight is always away from, not toward the Communist world. Today on the
NATO fine, our military forces face east to prevent a possible invasion. On the other side of the line, the Soviet
forces also face east to prevent their people from leaving.

The hard evidence of totalitarian rule has caused in mankind an uprising of the intellect and will. Whether it is
the growth of the new schools of economics in America or England or the appearance of the so-called new
philosophers in France, there is one unifying thread running through the intellectuat work of these groups -
rejection of the arbitrary power of the state, the refusal to suboerdinate the rights of the individuat to the
superstate, the realization that collectivism siifles all the best human impulses....

Chairman Brezhnev repeatedly has siressed that the competition of ideas and systems must continue and that
this is entirely consistertt with relaxation of tensions and peace.

Well, we ask only that these systems begin by living up to their own constitutions, abiding by their own laws,
and complying with the intemational obligations they have undertaken. We ask only for a process, a direction, a
basic code of decency, not for an instant transformation.

We cannot ignore the fact that even without our encouragement there has been and will continue to be
repeated explosion against repression and dictatorships. The Soviet Union itself is not immune fo this reality.
Any system is inherently unstable that has no peaceful means to legitimize its leaders. In such cases, the very
repressiveness of the state ultimately drives people to resist it, if necessary, by force.

While we must be cautious about forcing the pace of change, we must not hesitate to declare our ultimate
objectives and to take concrete actions to move toward them. We must be staunch in our conviction that
freedom is not the sole prerogative of a [ucky few but the inalienable and universal right of ail human beings. So
states the United Nations Universal Declaration of Human Rights, which, among other things, guarantees free
elections.

The objective 1 propose is quite simple to state: to foster the infrastructure of democracy, the system of a free
press, unicns, political parties, universities, which allows a people to chogse their own way to develop their own
culture, to reconcile their own differences through peaceful means.

This is not cudtural impertalism; i is providing the means for genuine self-determinafion and protection for
diversity. Democracy already flourishes in countries with very different cultures and historical experiences. It
would be cultural condescensicn, or worse, to say that any people prefer dictatorship to democracy. Who
would voluntarily choose not to have the right to vote, decide to purchase government prepaganda handouts
instead of independent newspapers, prefer government to warker-controlled unions, opt for land to be cwned
by the state instead of those who tili it, want government repression of religious Tiberty, a single political party
instead of a free choice, a rigid cultural orthodoxy instead of democratic tolerance and diversity.

" Since 1917 the Soviet Union has given covert politicad training and assistahce to Mandst-Leninists in many -
countries. Of course, it also has promoted the use of viclence and subversion by these same forces. Over the
past several decades, West European and other social democrats, Christian democrats, and teaders have
offered open assistance to fraternal, political, and social institutions to bring about peaceful and democratic
progress. Appropriately, for a vigorous new democracy, the Federal Republic of Germany's political
foundations have become a major force in this effort.

We in America now intend to take additional steps, as many of our allies have already done, toward realizing
this same goal. The chairmen and other leaders of the national Republican and Democratic party organizations
are inftiating a study with the bipartisan Arnerican Political Foundation to determine how the United States can
best contribute as a nation to the global campaign for democracy now gathering force. They will have the
cooperation of congressional leaders of both parties, along with representatives of business, labor, and other
major institutions in our society. | fook forward to recelving their recommendations and to working with these
institutions and the Congress in the comman task of strengthening democracy throughout the world,

It is ime that we committed ourseives as a pation -- in both the public and private seclors -- fo assisting
democratic development....

Wvhat | am describing now is a plan and 2 hope for the long term — the march of freedom and democracy

which will leave Mandsm-Leninism on the ash heap of history as it has left other tyrannies which stifle the
freedom and muzzle the self-expression of the people. And that's why we must corttinue our efforts to
strengthen NATO even as we move forward with our zero-option initiative in the negotiations on
intermediate-range forces and our proposal for a one-third reduction in strategic ballistic missile warheads.

Cur miltary strength is a prerequisite to peace, but let it be clear we maintain this strength in the hope it wilt

" never be used, for the ultimate determinant in the sfruggle that's now going on in the world wiil not be bomb
sand rockets bui a test of wills and ideas, a triaf of spiritual resolve, the values we hold, the heliefs we cherish,
the ideals to which we are dedicated.

The British people know that, given strong leadership, time, and z little bit of hope, the forces of good ultimately
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rally and friumph over evil. Here among you is the cradie of self-government, the Mother of Parliaments. Here is
the enduring greatness of the British contribution to mankind, the great civilized ideas: individual berty,
representative government, and the rufe of law under God.

I've often wondered about the shyness of some of us in the West about standing for these ideals that have
dore so much to ease the plight of man and the hardships of our imperfect world. This reluctance to use those
vast resources at our command reminds me of the elderly lady whose home was bombed in the bliiz. As the
rescuers moved about, they found a bottle of brandy she'd stored behind the staircase, which was ali that was
left standing. And since she was barely conscious, one of the workers pulled the cork to give her a taste of it.
She came around immediately and said, "Here now — there now, put it back. That's for emergencies.”

Well, the emergency is upon us. Let us be shy no longer. Let us go to our strength. Let us offer hope. Let us
toll the world that a new age is not only possible but probable.

During the dark days of the Second World War, when this island was incandescent with courage, Winston
Churchill exclaimed about Britain's adversaries, "What kind of people do they think we are?" Well, Britain's
adversaries found out what exfracrdinary pecple the British are. But all the democracies paid a terrible price for
allowing the dictators to underestimate tus. We dare not make that mistake again. So, let us ask ourseives,

~"What kind of people do we think we are?" And let us answer, "Free peopie; worthy-of freedom and determined
not only to remain so but to help oihers gain their freedom as well.”

Sir Winston led his people to great victory in war and then lost an election just as the fruits of victory were
about to be enjoyed. But he left office honorably and, as it tumed out, temporarily, knowing that the liberty of his
‘people was more important than the fate of any single leader. History recalis his greatness in ways no dictator
will-ever know. And he left us a message of hope for the fulure, as timely now as when he first utterad it, as
opposition leader in the Commons nearly twenty-seven years ago,-when ke said, "When we look back on all the
petils through which we have passed and at the mighty foes that we have laid iow and alf the dark and deadly
designs that we have frustrated, why should we fear for aur future? We have,” he sald, “come safely through
the worst.”

Weli, the task I've set forih will long outlive our own generation. But fogether, we too have come through the
worst. Let us now begin a major effort fo secure the best — a crusade for freedom that will engage the faith-and
fortitude of the next generation. For the sake of peace and justice, let us move toward a world in-which all
peopie are af [ast free to determine their own destiny.
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Sabject: Spam Alert: [techno-1] Pres. Reagan

From: "Norman Latker” <NJL@browdyneimark.com>
Date: Wed, 09 Jun 2004 17:25:43 -0400

To: <Techno-l@lists.uventures.com>

bDear Colleagues:

I would like to say a few words on behalf of President Reagan.

From the beginning, the Reagan White House embraced the Bayh-Dole Act as
their own. It fit exactly intc the Reagan agenda of deregulation and
decentralization of decision-making as an incentive for invention and innovation.
President Reagan frequently reminded us that the Soviet Union would ultimately
fail because it suppressed exactly these kinds of incentives.

The White House was actively involved in enhancing the Act's incentives
and their implementation as part of the President's effort to relight America's
entrepreneurial spirit. OMB Circular A-124 implementing the Act was issued in
1982; his 1983 memorandum expanded the Act to additional contractors; the
Administration's 1984 amendments to the Act and their 1987 implementing
regulations expanded the Act's incentives to encourage greater involvement in
invention and technology transfer, and their 1986 Federal technology Transfer Act
expanded the prerogatives provided to non-profit organizations under Bayvh-~Dole to
the Federal Laboratories. His 1987 Executive Order restated and emphasized all of
his earlier actions.’ '

In addition, the Administration supported creation of the small business
set-aside program (SBIR) and the two-tier Patent Office fee schedule to agsist
small business, non-profit organizations and independent inventors.

These completed the Bayh-Dole body of laws, regulations and executive
actions that are now your legacy.

There may always be contention on whether President Reagan was primarily
responsible for ending the cold war and/or inflation. Decades from now there
should be no debate on the amazing contribution the Reagan White House made to the
rebirth of innovation in this country.

Thank you, Mr. President.

Techno-L archives are available on UVentures.com.
Techno-L is a free service provided by UTEK Corporation
{Amex: UTK) for technology transfer professionals.

To access the searchable archives, register FREE at

‘http://www.uventures.com

To subscribe, e-mail: techno~l-subscribe@lists.uventures.com
To unsubscribe, e—mail:techno-l-unsubscribeflists.uventures.com
For additional commands, e-mail: techno-l-help@lists.uventures.com
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Hello. ’'m Norman Latker, and I'm hete to address the petition sponsored by Mr James Love of
Essential Inventions, which asks NIH to obwiate the exclusive title held by Abbot Laboratories for
the ATDS drug Retonavir.

I'd like to thank the organizers of this meeting for the opportunity to address this issue today.
While I am sympathetic to the efforts of Mr Love, which I believe are motivated by 2 desire to
enhance the quality of life for the millions of Americans living with AIDS, I must oppose his
petition, which, if successful, would undermine the integrity of the Bayh-Dole Act, which T helped
to draft back in the 1970s.

Although there was spirited opposition to Bayh-Dole when it was brought before Congress in 1980,

“a broad political consensus was built around the notion that market forces would do a far better job
- of disseminating government-sponsored inventions than bureaucracies ever could.

The Act has been enormously successful. As the Economist Magazine put it recently, itis “the most
inspired piece of legislation to be enacted in America over the past half-century."

That may sound like hyperbole, but the impact of the Act has indeed been astounding—and
overwhelmingly positive.

It has fostered a potent four-way partnership between researchers, their institutions, government
and industry. That partnership has evolved into the most powerful engine of practical innovation in
the world, producing innumetable advances that have extended life, improved its quality and

: -reduﬁd suffering for hundreds of millions of people.

Of course, the law it isn’t perfect. No law is. There have been many changes in the three decades
siice Bayh-Dole’s passage—changes that no one could have predicted. But overall it has stood the

" test of ime.

While I feel I can provide some perspective on the Act, there is very litde I can say on the
underlying issues that have prompted Mr Love’s petition.

Frankly, there are a number of things that I simply do not know.

For example, I don’t know how Abbott Taboratories reasoned its decision to raise the price of
Retonavir. T don’t know whether it was based on legmmate busmess iSsues, Or as AIDS activists

“allege, on ufimitigated cotporate greed:

Nor can I pretend to know what irnpact the price hike will have on those who need the drug to stay
healthy, or on the healthcare finance system. I do not know if some people who need Retonavir will
now not have access to it. I don’t know whether Abbot’s promise to provide the. drug for freeto

- those who cannot afford it should be taken at face value,

—
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It is worth noting that Senator John McCain has called on the Federal Trade Commission to
investigate Abbott Laboratories for possible abuse of its monopoly power with respect to Retonavir
. Attorneys General in Illinots and New York are also looking into the matter. Again, I do not know
precisely what criteria these organs of government might use to determine whether corrective action
is warranted.

But I do know this: the Bayh-Dole Act is not an arbiter of healthcare policy or drug pricing, and was
never intended to be.

" Bayh-Dole defines critically important aspects of intellectual property law, while ensuring that viable
government-sponsored research does not go to waste.

It is decidedly ill suited for any other purpose.

- Simply put, the legal philosophy of Bayh-Dole is this: if the government accords broad marketplace
' prerogatives to the developers of governnment-funded inventions, 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 innovators should be free to
leverage their property rights to their advantage in the market place as intended by the patent
system.

There were a few conditions placed on this freedom—conditions which are now the subject of
dispute. In laymaty’s terms, the rights wére tratisferred provided that:

a) Reasonable efforts were required to develop the inventions to practical
application, and made readily available to society;

b) The inventions should not be used in such a way that might threaten public
health;

) If an invention were subject to a federal order of some kind, the developer
must comply with that order; and

d) "The inventions should be developed within the United States.

‘These-conditions-were-translated-mto-the-legal-language-found-in-section-203-of the-Aet—what We - womcns
now refer to as the “March-in” clauses, because they give the government the power to “march-in”

and reassign intellectual property rights. These were concetved as extraordinary measures to be used

only when there was overwhelming evidence to show that the public resources invested into an

innovation were being wasted or abused.

M.Obviously, Abbot Laboratories has been enormously successful in bringing the benefits of
Retonavir to the public at large. The drug may be expensive—perhaps intolerably expensive, given
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the critical importance it holds for people with AIDS. But by the criteria established by Bayh-Dole,
Abbot has complied with the law.

Mr Love would of course disagree, both with my interpretation of the March-in clauses and my
belief that Abbot has not broken the law.

They assert that Bayh-Dole invests NTH with the authority to determine whether the price of
Retonavir is too high and, if so, to terminate the exclusivity of Abbot’s property rights.

They point out that one March-in clause, section 203a, specifies that the invention in question must
be made available on “reasonable terms”, which they interpret to mean “reasonable prices”.

None of this is supported by a correct reading of the Act and tts legislative history.

In fact, if the drafters of Bayh-Dole had intended such an interpretation, we would have inserted

. spectfic criteria into the law to enable NIH—or any government funding agency —to assess what a
reasonable price might be. No such criteria are found, because controlling patent rights on the basis
of price was antithetical to what the drafters had in mind.

Nor did we envision that the law could authorize government funding agencies to compel private
_ entities to divulge internal accounts or pricing information. If we had foreseen such a process, the
Act would have contained enabling language specifically empowering it.

It must be admitted that the law is written in the arcane legalese of the period, and many sections are
quite easy to misinterpret unless armed with the correct definitions.

Let me provide some of those definitions now. The Bayh-Dole act refers to three key entities
involved in the government-sponsored research and subsequent development of an invention.

1) Contractors: These are the individuals or organisations that otiginally used government research
' funds to make fundamental discoveries
2) Licensees: These are the entities that acquire a license to an invention, develop it and bring it to
the marketplace. They pay royalties to the contractor. And bear risk...In the field of human
health, these are usually drug companies.

BN

3y~ Assighees: These are definied by theAct as non=profit-patent- management-organizations; which
at the time brokered the license agreements between the contractor and the licensee. Their role
has been marginalized in recent years as universities and research institutes have taken on the
role themselves.

When reading the March-in clauses, it is important to understand that Secuon 203a cm iy apphes to
contractors—that is, the original researchers —and assignees. S

Section 2032 does #of apply to licensees.
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This was not an accidental omission. That licencsees are consciously excluded from 203a is obvious,
because the next two sections —203b and 203c-—~explicitly apply to all three entities: contractors,
assignees and licensees. The last section—203e-——onfy applies to licensees.

Back in 1980, it was clear that most health mnventions could only be practically developed under
licenses with the drug industry. Bayh-Dole granted the property rights to the contractor, who would
then negotiate a license agreement with the licensee. Of course, drug pricing played #e rok in these
negotiations. Pricing a drug which has not yet been tested, approved and marketed is, of course,
impossible.

As the phrase "reasonable terms” found in 203a gpplies to contractors, and not to licensees, 1t cannot
mean “reasonable prices.” The phrase refers to the terms of the contract between the contractor and
the licensee. Bayh-Dole wants government-sponsored inventions moved to the marketplace.
Towards that end, it obligates the contractor to transfer the invention to the licensee without
demanding exorbitant, or unreasonable, royallies. '

The ultimate price of the drug to be developed had nothing at all to with section 203a. Pricing was
—and is—Ieft to the discretion of the licensee. It is the licensee, after all, who bears all the risks of
developing the innovations-—the clinical trials, the FDA approval procedures, the vagaries of the
marketplace.. They do so because they know that Bayh-Dole guarantees them ownership rights over
the invention. '

* After explaining all that, T must now point out that Retonavir has seser been licensed, and that Abbot
" Laboratoties 1§ #ot a licensee. It 1s, in fact, a contractor who possésses direct title to the itivention.

When the law was written, we thought that in most cases, a contractor would be an academic, or a
research institute, that would not have the resources to develop and market the invention on their

- own. Bayh-Dole emphasizes the hicensing process, as is abundantly evident throughout the act and
its implementing regulations.

Abbot Laboratories, by contrast, had no need to license its invention. It had the resources to bring
the invention to market without any assistance.

This exposes an ambiguity in Bayh-Dole, and renders section 203a meaningless. Obviously,
“reasonable terms” in this particular case cannot mean “reasonable royalties.” But neither can it
. mean “reasonable pricing’”, as.that was.not.conceived. of or.elaborated anywhere in the legislation............

- In other words, we cannot spontaneously reinterpret 203a to mean that when contractor brings a
drug to market itself, it must price the drug “reasonably.” The intent of 203a is obvious enough,
~ even if it fails to address the case at hand.

XXX
- Dad: from here the conclusion isn’t crafied. Tl matke use of the two paragraphs below. I will also try to reinsert your
Dpassage abont how most government research money isn't spent on drug development, as EI asserts.
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Healthcare reform has been under consideration in the Congtess recently and the possibility of the
policies of state-mandated price controls or broad entitlements to healthcare as they exist in
European countries have been discussed. But the appropriate means to effect such policies must be
through public debate, legislation and/or referenda.

Obviously any healthcare reform effort could face resistance from vested interests, and it is tempting
for some to look for shortcuts. But twisting intellectual property law into a pohttcal weapon of
expediency is not the answer.
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Hello. Pm Norman Latker, and I'm here to address the petition sponsored by Mr Jares Love of
Essential Inventions, which asks NIH to obwiate the exclusive title held by Abbot Laboratories for
the AIDS drug Retonavir.

I’d like to thank the organizers of this meeting for the opportunity to address this issue today.

While I am sympathetic to the efforts of Mr Love, which I believe are motivated by a desire to
enhance the quality of life for the millions of Americans living with AIDS, T must oppose his
petition, which, if successful, would undermine the integrity of the Bayh-Dole Act, which I helped
to draft back in the 1970s.

~ Although there was spirited opposition to Bayh-Dole when it was brought before Congress in 1980,
a broad political consensus was built around the notion that market forces would do a far better job
of disseminating govemment-sponsored inventions than bureaucracies ever could.

The Act has been enormously successful. As the Economist Magazine put it recently, it is “the most
inspired piece of legislation to be enacted in America over the past half-century.”

That may sound like hyperbole, but the impact of the Act has indeed been astounding—and
overwhelmingly positive.

It has fostered a potent four-way partnership between researchers, their institutions, government
and industry. That partnership has evolved into the most powerful engine of practical innovation in
the world, producing innumerable advances that have extended life, improved its quality and
reduced suffering for hundreds of milions. of people. .

. , < h& Y ]g
Of course, the law it isn’t perfect. No law is. There have been suany changes ifi the three decades
since Bayh-Dole’s passage—changes that no one could have predicted. But overall it has stood the
test of time.

~ While I feel I can provide some perspective on the Act, there is very little I can say on the
underlying issues that have prompted Mr Love’s petition.

Prankly, there are a number of things that I simply do not know.

For example, I don’t know how Abbott Laboratories reasoned its decision to raise the price of

Retonavir. I don’t know whether it was bascd on 1eg1t1mate busmess issues, or as AIDS activists

TallegE; o Taanalkieatee Corporite greed:

Nor can I pretend to know what impact the price hike will have on those who need the drug to stay

healthy, or on the healthcare finance system. I do not know if some people who need Retonavir will
now not have access to it. I don’t know whether Abbot’s promise to provide the drug for free to
. those who cannot afford it should be taken at face value.
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It is worth noting that Senator John McCain has called on the Federal Trade Commission to
investigate Abbott Laboratories for possible abuse of its monopoly power with respect to Retonavir
. Attorneys General in Illinois and New York are also looking into the matter. Again, I do not know
precisely what criteria these organs of government might use to determine whether corrective action
1s warranted.

But I do know this: the Bayh-Dole Act is not an arbiter of healthcare policy or drug pricing, and was
never intended to be.

| :Bayh—Dole defines critically important aspects of intellectual property law, while ensuring that viable
government-sponsored research does not go to waste.

It is decidedly ill suited for any other purpose.

Simply put, the legal philosophy of Bayh-Dole is this: if the government accords broad marketplace
. prerogatives to the developers of government-funded inventions, 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 innovators should be free to
leverage their property rights to their advantage in the market place as intended by the patent
systetn.

There were a few conditions placed on this freedom—conditions which are now the subject of
" dispute. In layman’s terms, the rights were transferred provided that:

2) Reasonable efforts were required to develop the inventions to practical
application, and made readily available to society;

b) The inventions should not be used in such a way that might threaten public
health;

<) If an invention were subject to a federal order of some kind, the developer

must comply with that order; and
d) The inventions should be developed within the United States.

~-TFhese-conditions-were-translated-into-the-legal language found.in.section.203.of the. Act—what we

now refer to as the “March-in” clauses, because they give the government the power to “march-in”
and reassign intellectual property rights. These were conceived as extraordinary measures to be used
only when there was overwhelming evidence to show that the public resources invested into an
innovation were being wasted or abused.

Obviously, Abbot Laboratories has been enommously successful in bringing the benefits of
Retonavir to the public at large. The drug may be expensive—perhaps intolerably expensive, given
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the critical importance it holds for people with AIDS. But by the criteria established by Bayh-Dole,
Abbot has complied with the law.

Mt Love would of course disagree, both with my interpretation of m%ch—in clauses and my
belief that Abbot has not broken the law.

They assert that Bayh-Dole invests NIH with the authority to determine whether the price of
Retonavir is too high and, if so, to terminate the exclusivity of Abbot’s property rights.

They point out that one %h—in clause, section 203a, specifies that the invention in question must
be made available on “reasonable terms”, which they interpret to mean “reasonable prices".

None of this is supported by a correct reading of the Act and its legislative history.

~ In fact, if the drafters of Bayh-Dole had intended such an interpretation, we would have inserted
specific criteria into the law to enable NIH-—or any government funding agency —to assess what a
reasonable price might be. No such criteria are found, because controlling patent rights on the basis
of price was antithetical to what the drafters had in mind. '

Nort did we envision that the law could authorize government funding agencies to compel private
entities to divulge internal accounts or pricing information. If we had foreseen such a process, the
Act would have contained enabling language specifically empowering it.

Tt must be admitted that the law is written in the arcane legalese of the period, and many sections are
quite easy to misinterpret unless armed with the correct definitions.

Let me provide some of those definitions now. The Bayh-Dole act refers to three key entities
involved in the government-sponsored research and subsequent development of an invention.

1) Contractors: These are the individuals or organisations that originally used government research
funds to make fundamental discoveries ’

2) Licensees: These are the entities that acquire a license to an mvention, develop it and bring it to
the marketplace. They pay royalties to the contractor. And bear risk...In the field of human
health, these are usually drug companies.

WWMWWWWG) ~Assignees: These-are-defined by theAct-as non=profit-patent management-organizations; whichy-~mwme
at the time brokered the license agreements between the contractor and the licensee. Their role
has been marginalized in recent years as universities and research institutes have taken on the
role themselves.

When reading the March-in clauses, it is important to understand that Section 2032 aﬂ_ly applies to
contractors—that is, the original researchers —and assignees.

Section 203a does #of apply to licensees.
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This was not an accidental omission. That licencsees are consciously excluded from 203a is obvious,
because the next two sections —203b and 203¢—explicitly apply to all three entities; contractors,
assignees and licensees. The last section—203gl—only applies to licensees.

Back in 1980, it was clear that most health inventions could only be practically developed under
licenses with the drug industry. Bayh-Dole granted the property rights to the contractor, who would
then negotiate a license agreement with the licensee. Of course, drug pricing played s vk in these
negotiations. Pricing a drug which has not yet been tested, approved and marketed 1s, of course,
impossible.

As the phrase "reasonable terms” found in 203a ghplies to contractors, and not to licensees, it cannot
mean “reasonable prices.” The phrase refers to the terms of the contract between the contractor and
the licensee. Bayh-Dole wants govermnment-sponsored inventions moved to the marketplace.
Towards that end, it obligates the contractor to transfer the i mvenﬂon to the licensee without
demanding exorbitant, or unreasonable, royalies.

The ultimate price of the drug to be developed had nothing at all fogwith section 203a. Pricing was
—and is—1left to the discretion of the licensee. It is the licensee, o all, who bears all the risks of
developing the innovations—the clinical trials, the FDA approval procedures, the vagaties of the
marketplace.. They do so because they know that Bayh-Dole guarantees them ownership rights over
the mvention.

After explaining all that, I must now point out that Retonavir has zezer been licensed, and that Abbot
Labotatories is #ot a licensee. Itis, in fact, a contractor who possesses direct title to the invention.

When the law was written, we thought that in most cases, a contractor would be an academic, or a

research institute, that would not have the resources to develop and market the invention on their

own. Bayh-Dole emphasizes the licensing process, as is abundantly evident throughout the act and
its implementing regulations.

Abbot Laboratories, by contrast, had no need to license its invention. It had the resources to bring
the invention to market without any assistance.

This exposes an ambigiﬁty in Bayh- Dolem;cmri{ section 203a rn.eaamgleea. Obwiously,

“reasonable terms” in this particular case cannot mean “reasonablé royalties.” But neither can it
.mean “reasopable pricing”, as. that was.not conceived of or elaborated anywhere in the legislation

In other words, we cannot spontaneously reinferpret 2033 to mean that when contractor brings a
drug to market itself, it must price the drug “reasonably The intent of 203a is obvious enough,
even if it fails to address the case at hand.

XXX
Dad: from here the conclusion isn’t crafted. I'll make nse of the two paragraphs below. I will also try to reinsert your
passage about how most government research money isn't spent on dryg development, as EI asserts.
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Healthcare reform has been under consideration in the Congress recently and the possibility of the

~ policies of state-mandated price controls or broad entitlements to healthcare as they exist in
European countries have been discussed. But the appropriate means to effect such policies must be
through public debate, legislation and/or referenda.

Obviously any healthcare reform effort could face resistance from vested interests, and it is tempting
for some to look for shortcuts. But twisting intellectual property law into a political weapon of
" expediency is not the answer. '




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.

\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.csuochio.edu> To jallen@nttc.edu

04/19/2004 01:11 PM _ ce
Subject [Fwd: [ip-health] Nat'l Tech Transfer Ctr on March-in]

Dear Mr. Allen:

I found your statement puzzlilng. Can you tell me whether or not the Bayh-Dole Act does ma:ndate

- that Bayh-Dole inventions must be offered to the public "on reasonable terms?"
. M. Davis

F—— Original Message e

Subject: [Ip-health] Nat'l Tech Transfer Ctr on March-in
Date: Mon, 19 Apr 2004 12:27:39 -0400
From: Sean Flynn <sean.flynn@cptech.org>
Organization: hitp.//www.cptech.org

‘To: ip-health@lists.essentialorg

March 31, 2004

Dr. Mark Rohrbaugh

Director of the Office of Technology Transfer
Office of Intramural Research

National Institutes of Health

6011 Executive Boulevard, Suite 325
Rockville, Maryland 20852

Dear Dr. Rohrbaugh:
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Subject: RE: Latest round on Bayh-Dole _

From: "Adler, Reid" <Reid. Adler@venterscience.org™

Date: Tue, 20 Apr 2004 16:02:15 -0400 '

To: <jallen@nttc.edu™>, <armbrecht@jiriinc.org>, <alfred.berkeley@cos. com>

<Louis Berneman@nttc.edu>, <hwbremer@warf org>, <RLD1@msn.com>,

<kofaley@venable.com>, <henry.fradkin@comcast.net>, <Larry_Gilbert@nttc.edu>,

<randolph.j.guschli@usa.dupont.com>, <P_Harsche@fccc.edu>, <whendee@mecw.edu>,

<jhill@mcw.edu>, <latkerc@bellatlantic.net>, <chris.mckinney@vanderbilt.edu>, <Jmu1r@uﬂ edu>,
- <lita@mit.edu™>, <laura.nixon@morganstanley. com>, <kphillips@cogr.edu>,

<loripressman@mediaone net>, <preston@mit.edu™>, <Jay_Rappaport@nttc.edu>,

<robinlr@umich.edu>, <niels@leland stanford edu>, <BAReres@venable.com™>, -
-.srriddell@promaxrealtors.com™>, <jas@purdue.edu>, <Larry Udell@nttc.edu>,

<John Weete@nttc.edu™>, <Deborah Wince-Smith@nttc.edu™>, <rich.wolfi@caltech.edu>,
- <smsheehan@mail wvu.edu>

As another historical footnote, | had the same discussion with Prof. Davis back in 1982-1990 when NIH was
developing its technology transfer policies to implement the FTTA. At that time, Joe Allen, Deborah
Wince-Smith and Lita Nelson were also in that loop. Heaith and energy permitting, we should probabtly look
forward to having the same discussion in 2020!

-Reid A.

From: jallen@ntic.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@nttc.edy; randolph.j.guschi@usa.dupont.com; P_Harsche@fccc.edu; whendea@mew.edu;
- jhill@mecw.edu; latkerc@bellatlantic.net; chris.mckinney@vanderbilt.edu; jmuir@ufl.eduy; lita@mit.edu;

laura.nixon@morganstanley.com; kphillips@cogr.edu; loripressman@mediaone.net; preston@mit.edu;

Jay_Rappaport@nttc.edu; robinlr@umich.edu; niels@leland.stanford.edu; BAReres@venable.com;

rriddeli@promaxrealtors.com; jas@purdue.edu; Larry_Udell@ntic.edu; John_Weete@ntic.edu;

Deborah_Wince-Smith@ntic.edu; rich.wolf@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 resuiting drug prices. This is the philosophical
underpinning of the recent petition to NIH. | 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 To "Michael H. Davis* <michael.davis@law.csushio.edu>

04/20/2004 11:54 AM ce
Subject Re: {Fwd: flp-health} Nat! Tech Transfer Ctr on March-injLink

l1of5 . 4/21/2004 11;14 AM
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I 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 to 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 o¢f 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, I staffed the hearings and wrote the report of the Senate
Judiclary Committee on the bill. I also served for many years as the
Director of Technology Commercialization at the U.3., Department of
Commerce. There I oversaw the implementation of the regqulations for
Bavh-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
of the Senate Judiciary Committee on the same, and the Senate debates on
5. 414.

Fortumately, 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.3. patent law that states that practically

- any new drug invented wholly or in part with federal funds will 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 awvailable at a reasonable cost.

A joint letter by Senators Bavh and Dole on April 11, 2002, to The
Washington Post effectively refutes this argument. Here is the complete
text of what the authors of the law said was their intent with regard to

s @ - -pEi cing-ef-resulting-products-

As co—authors of the Bayh-Dole Act of 1980, we must comment on the March
27 op—ed article by Peter Arno 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 relies
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.

3of5
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For every $1 spent in govermnment 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.

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 focu51ng on its own
proprietary research

The article also mischaracterized the rights retained by government
“lindétr Bayh-Dole. The ability of the govermment to revoke-a-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 reveke 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 enccouraging a partnership that spurs advances
..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 linchpin of our economy. While not
perfect, the U.S. record of commercializing new products and services
funded by the Government is the envy of the world. The Economist
Technology Quarterly said: "Possibly the most inspired 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. Technelogy 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

s Q@ Ve loping..such--early.stage-inventions..We.should. reflect. . Lhal DeCAUSE s ssniismsionissss
‘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 inwventions go back to
gathering dust on the shelves. Before Bayh-Dole such discoveries were
;. not available at any price. : :

Sincerely,.

Joseph P. Allen

e of 5 : 4/21/2004 11:22 AM
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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 reasohable
terms,” as Senators Bayh and Dole wrote in reply to your ariicle 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.

" 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.csuochio.edu> To jallen@ntic.edu

047192004 01:11 PM ee
Subject [Fwd: fIp-heaith] Nat'] Tech Transfer Ctr on March-in]

Dear Mr. Allen:

I found your statement puzzlilng. 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

'-—-——-— Original Message -------- .
Subject: [Ip-health] Nat'l Tech Transfer Ctr on March-in
Date: Mon, 19 Apr 2004 12:27:39 -0400
From: Sean Flynn <sean.flynn@cptech.org>
Organization: http://www.cptech.org

To: ip-health(@lists.essential.org

March 31, 2004

‘Dr. Mark Rohrbaugh

Director of the Office of Technology Transfer
Office of Intramural Research

Naticnal Institutes of Health

6011 Executive Boulevard, Suite 325
Rockville, Maryland 20852

Dear Dr. Rohrbaugh:
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