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Why Don’t We Enforce Existing Drug Price
Controls?  The Unrecognized and Unenforced

Reasonable Pricing Requirements Imposed
upon Patents Deriving in Whole or in Part

from Federally Funded Research

Peter S. Arno∗

Michael H. Davis†

This Article discusses drug pricing in the context of federally funded inventions.  It
examines the “march-in” provision of the Bayh-Dole Act, a federal statute that governs
inventions supported in whole or in part by federal funding.  It discusses technology-transfer
activity as a whole and the often-conflicting roles of the government, academia, and industry.
The Article discusses the mechanisms of the Bayh-Dole Act and examines its legislative history.
It notes that the Act has had a powerful price-control clause since its enactment in 1980 that
mandates that inventions resulting from federally funded research must be sold at reasonable
prices.  The Article concludes that the solution to high drug prices does not involve new
legislation but already exists in the unused, unenforced march-in provision of the Bayh-Dole Act.

I. INTRODUCTION..............................................................................632
II. HEALTH-RELATED FEDERAL RESEARCH AND

DEVELOPMENT .............................................................................636
III. AN OVERVIEW OF TECHNOLOGY-TRANSFER ACTIVITY..............640
IV. THE BAYH-DOLE ACT ..................................................................646

                                                
∗ Pr of essor  of  E pidemiology a nd Social Me dic ine, Alber t Einstein College of

Me dicine/Monte fiore  Me dical Center .  Ph.D ., Ec onomics 1984, G radua te Fa culty of  the Ne w
Sc hool for Soc ial Rese ar ch.  We would like  to tha nk Dr . K ar en Bonuc k for  providing much
of  the ea rly histor ica l resea rch f or this Ar tic le .  We  ow e a spe cia l debt of gra titude to
Ma rgare t Memmott, w ho for months has pa insta kingly tra cke d dow n hundr eds of doc ume nts
and citations.  T his w or k w as supported in part by gra nts f rom the  Na tiona l Science
Foundation ( SBR-9412966)  and the  H enr y J. Ka ise r Family Founda tion, but the vie ws and
mistake s ref le ct those  of the  authors a lone.

† Pr of essor  of  L aw, Cleveland State Unive rsity College  of L aw ; Register ed to
Pr ac tic e Be fore the U .S. Patent & Tr adema rk Office  in Pate nt Ma tte rs.  J.D. 1975, H ofstr a
La w Sc hool; L L.M 1979, Har va rd La w School.  I would like  to tha nk Dr . A rno f or  te ac hing
me  a bout co- authorship.  Ha ving co-authore d less tha n a handful of piece s at the time Peter
and I sta rte d this colla bor ation, I thought of co-authorship a s a c onvenie nt wa y to sha re  the
work; a s time passe d, I came to think of it as a way to sha re the bla me; a s e ve n mor e time
pa ssed and the  work wa s complete d, I finally re alize d tha t it wa s r ea lly a  wa y to share  the
pa in, f or  whic h I  a pologize .  I must also expre ss my sinc er e a pprec ia tion to C.S.U . law 
libr ary’s Ma rie Rehmar , one  of the  world’s two gre atest r efe re nce  law libra rians. This Artic le
ow es much of  its completion to two ge ne rous gra nts f rom the  Clevela nd-Ma rshall Fund, for
whose patience  I am most gra te ful.



632 TULANE LAW REVIEW [Vol. 75:631

A. General Overview................................................................646
B. The Meaning of “Reasonable Terms” ...............................649
C. The Reach of the Act and the Broad Scope of

“Subject Inventions”...........................................................653
V. THE LEGISLATIVE HISTORY OF THE BAYH-DOLE ACT................656

A. Overview ..............................................................................656
B. March-in and Its Focus on Competition, Profits,

and Prices ............................................................................659
VI. THE ROLES OF GOVERNMENT, ACADEMIA, AND INDUSTRY .......667
VII. CONFLICTS OF INTEREST ..............................................................672
VIII. FAILURE TO UNDERSTAND AND ASSERT MARCH-IN

RIGHTS..........................................................................................674
IX. THE NIH’S ABDICATION OF OVERSIGHT .....................................684
X. CONCLUSION.................................................................................691

I. INTRODUCTION

It is widely believed that advances in drug development and
biomedical technology over the next few decades will revolutionize
the delivery of health care, reduce mortality and morbidity, and
improve the quality of life for individuals afflicted by many life-
threatening conditions.1  An apparent nirvana of high technology
seems within reach, and yet the dark shadow of exploitation and a
growing disparity of access lurks, threatening a loss of democratic
control over the necessities of life through corporate domination of
economic and political freedoms.  Increasingly, the combined efforts
of government, industry, and academia are advancing free trade in
both domestic and international fora.  However, the immediate,
financial fruits of these achievements appear, for the most part, to
adduce to private participants.  The relationships among these players
have an enormous impact on the costs of health care, the health of the
American public, the nation’s competitive position in the global
economy, and the integrity, quality, and independence of science.  In
light of the controversies, the evolving approach to these public-
private relationships in health-related research demands scrutiny.2

                                                
1. RUTH E. BROWN ET AL., THE VALUE OF  PHARM ACEUTICALS :  A N ASS ES SMENT OF

FUTUR E COS TS  FOR SELEC TED CONDITIONS  3 ( 1991) .
2. It is difficult to ca ll such of te n one -side d re la tionships par tnerships.  Not only is

ther e little  question that the r ea l w inner s her e are  private e ntities, but the gover nme nt, w he n
re viewing the results, r eports the se pr iva te  ga ins in wha t can only be c ha rac te riz ed as a 
contentedly sa nguine manner :

Tw o major  be ne fic ia rie s of this fe der al spending have bee n unive rsities and U .S.-
ba se d c or por ations.  T he  universities bene fited beca use the  gove rnment w as
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The failure of the Clinton health plan, the apparently growing
domination of medical care by what are effectively legally immune
health maintenance organizations (HMOs),3 and the stranglehold over
pharmaceuticals by the drug industry have led to feelings of
frustration, impatience, and anger over unmanageable and
unaffordable health care in the United States.4  Complaints about the
high cost of medical care have settled, to a substantial extent, on the
costs of pharmaceuticals, which have grown faster than other
components of health care in recent years.  Even the medical
establishment, long a conservative force, has begun to ask why drug
prices are so high5 and why there is no way to regulate them, as is
done in so many foreign countries.6  Many drugs, of course, are
produced through joint public and private efforts, and though it would
seem logical to use this as a leverage point to regulate drug prices,7 the
critics remain so silent on that point that it seems almost
conspiratorial.8

In fact, as this Article will show, a leverage point is available
through an existing statutory remedy in the Bayh-Dole Act.

                                                                                                            
willing to underw rite ba sic  r ese ar ch that ma y not le ad to the cr eation of new  a nd
pr of ita ble produc ts or  servic es in the nea r ter m.  T he  corpora tions bene fited f rom
the products a nd se rvice s the y w er e a ble to develop for the  gove rnment itself  a s
we ll as f rom the “spin-off”  proc ess, where by the results of  gove rnment-sponsore d
re se arc h could be  used to develop products a nd se rvice s f or  the priva te se ctor.

U.S. GEN. ACC OUNTING OFF IC E, GA O/RCE D-98- 06, T EC HNOLOGY TRANS FER :
ADM INISTRATION OF THE BAYH-D OLE ACT B Y RES EARCH UNIVERSITIES 2 ( 1998)  [her einaf ter 
ADM INISTRATION OF  THE BAYH-D OLE ACT].

3. Se e Pegra m v. He rdr ic h, 120 S. Ct. 2143, 2147 (2000); N.Y. State Confe renc e of
Blue  Cr oss & Blue  Shie ld Plans v. Tra ve ler s Ins. Co., 514 U .S. 645, 658- 62, 668 (1995).  In
Pe gram, the U nited States Supr eme  Cour t affirmed a low er  cour t’s holding tha t E RI SA
pr ee mpted claims against an H MO and tha t the  HMO could not be sued under  E RISA f or 
br ea ch of  fiducia ry duty.  Pe gram, 120 S. Ct. a t 2158.

4. Se e A la n M. Gar be r & Paul M. Romer, Ev aluating the  Fe deral Role in Financing
He alth- Re lated Re se arc h, 93 PROC. NAT’L ACAD. SCI. 12,717, 12,717–24 (1996).

5. Se e Mar cia  A nge ll, The Pharm ace utical Industry —To W hom I s It Ac countable?,
342 NEW ENG. J. MED. 1902, 1902- 04 (2000).

6. Luce tte  L agnado e t al., Dose  of R eality, WALL ST. J., Feb. 19, 1999, a t A1; Drug
Pric ing: Poor Prescription for Consumers and Taxpayers?  He aring B efore  the S. Comm. on
Governme ntal Affairs, 103d Cong. 11- 14, 65- 70 (1994) [he re ina fter 1994 Drug Pric ing
He aring] (testimony a nd state me nt of  Pe te r A rno, Ph.D., Assoc . Professor, Alber t Einstein
Coll. of Med.) .

7. Se e 35 U.S.C.A. §§ 200-212 (We st 1984 & Supp. 2000).
8. In the ar ea of  he alth ca re, ther e is some historical r eason to r esist la be ling

conspir ac y the ories as mere  para noia.  Se e U nited States v. K ubr ic k, 444 U .S. 111, 128 n.4
(1979) (Stevens, J., dissenting)  ( sugge sting that doctors a re re luc ta nt to inform pa tie nts tha t
pr evious tre atments pr ovide d by other  doctor s w er e per for me d negligently); Richard M.
Ma rkus, Conspirac y of Silence, 14 CLEV.- MAR SHALL L. REV. 520, 521-22 ( 1965)  (discussing
the “conspir ac y of silence”  that e xists in medica l malpra ctice  c ase s, ca used by me dical
pr of essionals’  unwillingness to te stify against one another ).
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Traditionally, there has been little explicit articulation of industrial
policy in the United States.  However, an increasing climate of
globalization and a competitive international marketplace have led
many policy makers (including those in recent administrations) to
support greater planning and collaboration between the public and
private sectors.9  This Article explores the recent evolution of policies
designed to transfer technology between the public and private
sectors—although it is more accurate to say that they are, for the most
part, transfers from the public to the private sector—and the
appropriate means by which to do so.  One fundamental thematic
question that runs throughout this Article is, do American taxpayers,
who fund a substantial portion of health-related research and
development (R&D), receive a fair return on their investment?  In a
capitalist economy, it is remarkable that, to speak of public taxpayer
returns on health-related R&D, one must limit the discussion to
nonmonetary returns because the taxpayers seldom, if ever, see a
financial return.10

The purported goal of the public-private relationships discussed
is to serve the public interest by developing and commercializing
inventions made with federal funding through the transfer of
technology, resources, personnel, and expertise among federal
government agencies, industry, and academia.  Some have argued that
the public interest is best served by aggressive efforts to encourage
industry to commercialize products developed by academic or
government scientists.11  They point to the benefits of effective new
therapies, the creation of new jobs, and the enhancement of private
                                                

9. The “pa rtner ship”  betw ee n the  Clinton a dministr ation a nd pr iva te  industr y had
be come so gre at—in the ar eas of ( 1)  the fir st Clinton a dministr ation’s he alth plan; ( 2) the
gre ater  globaliza tion mar ke d by NAFTA, G ATT , and the entry of China into the W TO ; a nd
(3) the  use of  na tiona l sta tutor y tra de  policie s to assist priva te industr y—tha t some have
ca lled the a dministration a  “ tra itor”  to the  tr aditional goals of the  De mocra tic par ty.  Walte r
A. McDougall, Tale  of Two Preside nts, N.Y. T IM ES , June 22, 2000, at A30 (le tter to the
editor)  ( “Mr . Clinton ha s likewise  se rved to consolida te the Rea gan r evolution by ba lancing
the budge t, re for ming we lfa re  and unlea shing the priva te se ctor.  T ha t e xplains . . . w hy much
of  the America n lef t c onsider s Mr. Clinton a  tr aitor .” ).

10. The feder al gover nment r ece ives le ss than a 1% re tur n in royalties on gove rnment
inve ntions.  Se e infra text a cc ompanying notes 40-42.

11. Inde ed, c ommer cia lization of products deve loped by a ca demic  or  gove rnment
sc ie ntists is the  purpor ted justif ica tion for the  Ba yh-Dole  Ac t—at le ast insofa r a s it adopted a
“title,” as opposed to a  “lic ensing,”  a ppr oa ch to gove rnment-develope d patents—and the
le gisla tive history is r eplete w ith c la ims that gra nting title, as oppose d to a mer e lic ense, to
fe de ral c ontra ctors would spe ed and e nhanc e tec hnological progre ss.  Governme nt Patent
Policy:   Hearings B efore  the Subcomm . on Sci., Re se arc h & Tec h. of the House  Comm . on
Sc i. & Te ch., 96th Cong. 4-5 (1979) [he re ina fter 1979 Governme nt Patent Polic y H earings]
(sta tement of Hon. Har rison H . Schmitt, U.S. Se na tor , N.M.) ; S. REP . NO. 96- 480, at 16, 27- 
30 ( 1979) .
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industry.  The critics of this view believe that industry is not
sufficiently accountable for its use of publicly funded resources and
that the taxpayer’s return on investment has been inadequate.12  To
support this argument, these critics cite the high price of goods that are
supported by government funds through direct grants, licensing
arrangements, corporate tax credits, and allowances.13  They also argue
that R&D subsidies distort investment and consumption incentives and
introduce interest group pressures that can obscure market signals.14

The premise of this Article is that these public-private
relationships all too frequently rest on untested and unsupported
assumptions and that, even accepting those assumptions on faith, the
mechanisms established to police these public-private relationships
have been either ignored or misunderstood.15  However, some claim
that without them, the results of some meritorious publicly funded and

                                                
12. Witness the re cent Sande rs Amendme nt to the House  appr opr ia tions bill, w hich

re quire d tha t feder ally funde d inventions be  subject to r ea sonable pr icing re quire me nts—or,
more  ac curately, insiste d tha t mar ch- in rights cr eated by the Ba yh- Dole Ac t be enf or ced to
assure the r ea sonable pr icing of  such drugs.  146 CONG. REC . H 4231 (daily ed. June  13,
2000) ( state me nt of  Re p. Sa nders).  T he  te xt of  the Sa nde rs Amendme nt is a s f ollow s:

None  of  the funds made  a vaila ble  in this A ct for the  D epa rtment of He alth and
Huma n Ser vic es ma y be used to gra nt an e xclusive  or par tia lly e xc lusive lic ense
pursuant to chapter  18 of title 35, U nited States Code , e xc ept in a cc ordance with
se ction 209 of  such title ( re lating to the  a vaila bility to the  public  of  a n invention
and its bene fits on re asona ble ter ms) .

Id.
13. Se e He alth Care Re form :  He arings Before  the Subcomm . on Health & the Env’t

of the House  Comm . on Energy & Com merc e, 103d Cong. 591- 96 (1994) (testimony of
Abbe y S. Meyer s, Pr eside nt, N at’ l Org. for  Rare  D isorders); Ja me s P. Love, The Other Drug
War:   H ow Industry Exploits P harm Subsidie s, AMERICAN PROSP ECT, Summe r 1993, at 121,
121- 22; L inda Mar sa , Unhe althy  Allianc es, OMNI , Fe b. 1994, a t 36, 38-42.

14. U.S. OFF IC E OF TEC H. ASS ES SMENT, MULTINATIONALS AND THE U.S.
TEC HNOLOGY BAS E:  FINAL REP OR T OF THE MULTINATIONALS  PROJECT 12 (1994).

15. A r ec ent f ede ra l r eport on the  administr ation of  the Ba yh- Dole Ac t r eveals tha t
ther e have bee n no enf or cement a ctions and states:

Fe de ral a gencies’  a dministr ation of the  Ba yh-Dole  Ac t as it applies to r esear ch
universities is dec entra liz ed.  While  the De par tment of Commer ce  ha s issue d
impleme nting r egula tions and provides c oor dination under limited circ umsta nce s,
the act a ctually is administe red by the  agencie s providing the  f unds.  T he  agencie s’ 
ac tivitie s c onsist lar ge ly of  ensuring tha t the  univer sitie s mee t the  re porting
re quire me nts a nd de adlines se t out in the ac t a nd re gulations.  Acc or ding to
Commerc e officials, no agenc y has yet ta ken back the title  to a ny inve ntions
be ca use  they w ere  not be ing c ommer cia lized.

ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 1- 2; se e also infra notes 294-313
and acc ompanying te xt (disc ussing the  f ailur e of the  N IH to apply the  appr opr ia te cr ite ria f or 
gove rnment mar ch- in rights to the Ce llPro litiga tion) .
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conducted research would remain unavailable to the public.16

Nonetheless, this Article asserts that the delicate mechanisms
established to ensure that the fruits of these public investments are not
abused have gone unnoticed or, worse, have been concealed.17

II. HEALTH-RELATED FEDERAL RESEARCH AND DEVELOPMENT

The U.S. government plays a key role in various stages of health-
related R&D.  Along with conducting and funding research, its
support of educational institutions and training of young scientists
have fostered and developed the world’s premier biomedical
infrastructure.  Government-funded basic research has been largely
responsible for the emergence and growth of the biotechnology
industry.18  The funding goes beyond basic research, of course; if it did
not, it would not yield so many patentable inventions, because patents
are not available for pure research, but only for those applications of
basic research that have reached the level of concrete and
demonstrable utility.19  However, industry habitually claims sole credit
for actual commercialization.20

Notwithstanding these claims, the government’s funding of
health-related R&D is, in fact, substantial.  In 1995, the last year that
the government collected and published data on public expenditures
for health-related R&D, these expenditures reached $15.8 billion and
represented 44% of the nation’s total spending on such R&D.21  In
contrast, industry’s contribution to health-related R&D in that year

                                                
16. U.S. GEN. ACC OUNTING OFF IC E, GA O/RCE D-95- 52, TEC HNOLOGY TRANS FER S:

BENEF ITS  OF COOPERATIVE R&D AGR EEMENTS  9-10 ( 1994)  ( providing an example  of  how a
public- pr iva te  re se arc h endea vor  bene fited c hildr en born with birth defe cts).

17. Se e infra text a cc ompanying notes 294-315 ( analyzing the Ce llPro litiga tion) .
18. Se e LYNNE G. Z UC KER ET AL., INTELLEC TUAL CAPITAL AND THE BIR TH OF  U.S.

BIOTECHNOLOGY ENTER PRISES 20 (Na t’ l Bur eau of E con. Re sea rc h, Working Pa pe r N o.
4653, 1994).

19. Nothing c an be  pa te nte d unless it fir st sa tisfies, a mong other  e lements, the
de monstra ble  utility r equir ement of the  Pa te nt Ac t.  Se e 35 U.S.C. § 101 (1994).

20. Se e Jeff Ge rth & Sher yl Ga y Stolbe rg, Drug Makers R eap P rofits on Tax -B ack ed
Re se arc h, N.Y. T IM ES , Apr. 23, 2000, at A1; Peter  G. G osselin & Paul Jac obs, DNA D ev ice ’s
Here dity  Scrutinized by  U .S., L.A. TIM ES , Ma y 14, 2000, a t A1.

21. Se e NAT’L INS TS . OF  HEALTH, FEDER AL OBLIGATIONS F OR  HEALTH R&D, BY

SOURC E OR PER FORMER:  FIS CAL YEARS  1985-1999, av ailable  at http://silk.nih.gov/public/
cbz2zoz .@www .a war ds.sour fund.htm ( la st modif ie d N ov. 30, 1999) [ he reina fte r NI H
FEDER AL OBLIGATIONS].  It should be noted that ther e have bee n no figur es published sinc e
1995, the  la st ye ar  that the National I nstitute s of He alth (NI H)  collected this da ta .  It ma y
se em astonishing, or mer ely suspic ious, but no gover nment a gency ha s maintained these
statistic s since that da te.  NAT’L INS TS . OF  HEALTH, ESTIM ATES OF NATIONAL SUP PORT F OR 

HEALTH R&D BY SOURC E OR PER FORMER, FY 1986-1995, av ailable  at
http://gra nts.nih.gov/gra nts/a wa rd/tr ends96/pdf doc s/FED TABLA .PD F.
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was $18.6 billion, or 52% of the nation’s total.22  By projecting public
and private R&D expenditures from 1986 through 1995, total national
spending on health-related R&D in 1999 was an estimated $45.5
billion:  $19.2 billion contributed by government (42% of the total),
$24.8 billion contributed by industry (55% of the total), and the
balance funded by private nonprofit sources (3% of the total).23

However, these figures on health-related R&D exclude the
phenomenally valuable tax credits and deductions that effectively
constitute a public investment in these private enterprises.24  Moreover,
the shift to managed care has increased pressures to augment public
funding and thus tip the balance even more toward public investment
without any clear policing mechanisms.25

Because its taxes pay for them, the public has certain claims or
rights, both moral and legal, to government-funded inventions.  Public
funding through the National Institutes of Health (NIH) is the most
obvious and direct source of taxpayer support for health-related

                                                
22. NI H FEDER AL OBLIGATIONS, supra note 21.
23. We  c hose to use a  line ar  extr apola tion based on histor ica l data to estimate

expe nditures f or 1999 be cause  the gover nme nt stopped c ollec ting compr ehe nsive  data  in
1995.  This se ems to be a mor e r ea sonable approac h tha n using eithe r industry-gene ra ted data 
or  e stima tes of spe cif ic  se ctors by the  NI H.  T he  NI H’ s most r ec ent e stima te of  tota l f edera l
spending on he alth-re la ted R&D in 1999 is $17.2 billion.  Se e NI H FEDER AL OBLIGATIONS,
supra note 21.  H owe ve r, these  f igure s do not include sta te and loc al gover nment spending,
whic h, in 1995, totale d $2.4 billion.  The  phar ma ceutical industry’ s own e stima te of  its R&D 
for 1999 is $24 billion.  Se e PHARM . RES EARCH & MFR S. OF  AM. (PHRMA) , THE

PHARM ACEUTICAL INDUS TRY’S R&D INVES TMENT, av ailable  at http://ww w.phr ma.or g/
publica tions/backgrounder s/development/invest.phtml ( la st updated Fe b. 1, 2000).

24. Me morandum f rom G ar y G ue nther , A na lyst in Business T axation and Finance,
to Joint Economic  Committee  1-7 (D ec. 13, 1999)  ( on file with author)  [her einaf ter  G uenther
Me morandum] (f inding tha t “ ne t inc ome  in the  dr ug industr y was taxe d relative ly lightly
be tw een 1990 a nd 1996”  a nd “that the dr ug industr y r ea liz ed significa nt ta x savings from five
ta x provisions:  the f or eign tax c redit, the  possessions ta x c re dit, the  r ese ar ch and
expe rimentation tax cr edit, the or pha n drug tax c redit, a nd the expensing of re sea rc h
expe nditures”) .

25. One comme nta tor describe d this phe nomenon, highlighting the  pote ntial
dr aw bac ks of  the shift to manage d car e:

At the sa me time, a  thir d f or ce—the move tow ard mana ge d c ar e in the  delive ry of 
he alth ca re se rvice s—pushes in the  othe r dir ection.  T his c hange  in the ma rke t for 
he alth ca re se rvice s is desir able on ma ny grounds, but to the extent tha t it reduc es
utiliza tion of  some  me dical technologie s, it will ha ve  the undesira ble side e ffe ct of 
diminishing pr iva te  se ctor incentives to c onduc t resea rch leading to innovations in
he alth ca re.  Eve rything else  equa l, this change calls for inc re ase d public suppor t
for biome dic al re se arc h.  I n the  near  term, the  best policy re sponse may ther ef ore 
be  one that combine s e xpanded gove rnment suppor t for  r ese ar ch in some  ar ea s
with stronge r prope rty r ights and a shift towar d mor e relia nce  on the  pr ivate  sector 
in othe r are as.

Ga rber & Romer , supra note 4, at 12,724.
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R&D.26  However, tax deductions and tax credits taken by
pharmaceutical corporations are another major indirect source of
taxpayer support for health-related R&D.

Since 1954, the tax code has encouraged all U.S. taxpaying firms
to invest in R&D by allowing them to deduct R&D expenditures from
their taxable income.27  In addition to tax deductions, firms receive a
variety of tax credits for increasing research expenses.28  Tax credits
that companies receive under section 936 of the Internal Revenue
Code for manufacturing products in Puerto Rico constitute one of the
most substantial tax subsidies to the pharmaceutical industry.29  The
pharmaceutical industry has received approximately half of the total
tax benefits from section 936.30  From 1980 through 1990, the General
Accounting Office (GAO) estimated that twenty-six pharmaceutical
companies had tax savings of $10.1 billion from Puerto Rico
operations and that these tax savings translated into $24.7 billion
(1990 dollars) in tax-exempt earnings.31  What is more surprising is
that the tax benefits received by pharmaceutical firms were nearly
three times the compensation paid to their employees, an odd finding
given the fact that when Congress enacted section 936 in 1976 it
sought to help Puerto Rico obtain employment-generating
investments.32  Partially in response to the windfall savings received
by the pharmaceutical industry, section 936 tax benefits were to be
reduced and then eventually phased out.33

In addition to the possessions, or Puerto Rico, tax credit, the
pharmaceutical industry has realized significant tax savings from at
least three other tax provisions:  the foreign tax credit, the orphan drug

                                                
26. The NIH  is the  le ad public agenc y supporting he alth-re la ted R&D; it f unds more

than 80% of all f edera l gover nme nt spending in this ar ea.  Se e NI H FEDER AL OBLIGATIONS,
supra note 21.

27. I.R.C. § 174 ( 1994) .
28. Se e U.S. OFF IC E OF TEC H. ASS ES SMENT, PHARM ACEUTICAL R&D:  COS TS , RIS KS 

AND REWAR DS  183-99 ( 1993) .
29. I.R.C. § 936 ( Supp. IV 1998).
30. U.S. GEN. ACC OUNTING OFF IC E, GA O/G GD -92-72BR, PHARM ACEUTICAL

INDUS TRY:  T AX BENEF ITS  OF OPERATING IN PUERTO RIC O 4 ( 1992) .
31. Id. a t 5.
32. Se e id. a t 1, 4.
33. One exper t summar iz ed the impact of sec tion 936 a s f ollow s:

The posse ssions c re dit, which is being pha se d out unde r the  Small Busine ss Job
Pr otection A ct of  1996, enc ouraged dr ug firms to establish a signif ic ant
ma nufac turing pre se nce  in Pue rto Rico a nd other  U .S. terr itorial possessions by
giving a tax c redit equa l to the  e ntire  amount of  fe de ral income  ta x lia bility on
possessions- sourc e inc ome.

Guenthe r Memor andum, supra note 24, at 6.
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tax credit, and the general business tax credit.34  These tax provisions
not only provide a significant public subsidy to the pharmaceutical
industry, but they also help it maintain one of the lowest effective tax
rates and one of the highest after-tax profit rates of any industry.35

Between 1990 and 1996, these four tax provisions generated savings
of $27.9 billion for the pharmaceutical industry; specifically, it saved
$4.5 billion in 1996.36  The provisions do not distinguish between
short-term, bottom-line investments and longer-term, riskier
investments that may yield products fifteen or twenty years later.37

Nor are the provisions associated with any requirement that the tax
credit be used for R&D, rather than for administration or marketing
expenses.  For the pharmaceutical industry, administration or
marketing expenses overshadow purported R&D expenses by a factor
of three.38  Moreover, there are claims that the pharmaceutical industry
inflates its R&D expenses by including administration and marketing
costs.39

The vast public resources devoted to health-related research
through direct government funding or indirectly through the tax code
underscore the importance of determining whether adequate benefits
are accruing to the American public.  In the entire ten-year period from
1985 through 1994, the NIH received slightly under $76 million in
royalties, including $40 million from just one license, the HIV
antibody test kit.40  This represents less than 1% of the NIH’s
intramural funding during this time period.  During the next seven-
year period, from 1993 through 1999, total royalties were almost $200
million, reaching an annual peak in 1999 of almost $45 million, which

                                                
34. Id.
35. Se e id. a t 2-5.
36. Id. a t 6-7.
37. Is Today’ s Scienc e Polic y P re paring U s for the F uture ?  He aring B efore  the

House Com m. on Sc i., 104th Cong. 36 (1995) (te stimony of  H on. Rona ld H. Brow n, Se c’ y,
De p’ t of Comme rce ) (“H ow eve r, the R&E  tax cr edit doe s not diffe re ntiate betwee n
inve stments direc te d tow ard shor t- ter m product de liver y a nd longer te rm, higher  risk
inve stments that will yield produc ts fifte en or  twenty ye ar s into the  future.”) .

38. A B rave Ne w W orld, MEDADNEWS, Se pt. 1999, at 3, 6- 10.
39. As one comme ntator expla ine d:

The mar ke ting budge ts of  the drug industry a re enormous—muc h lar ger  than the
re se arc h and deve lopme nt costs—a lthough exac t f igure s are  difficult to come  by,
in part beca use mar keting a nd administr ative  expe nse s are  ofte n folde d together 
and in pa rt be cause  some  of  the re sea rc h a nd de ve lopme nt budge t is for mar keting
re se arc h.

Ange ll, supra note 5, at 1903.
40. NAT’L INS TS . OF  HEALTH, NI H T EC HNOLOGY TRANS FER  ACTIVITIES  FY 1993- 

FY 1999, av ailable  at http://ott.od.nih.gov/ne wpa ge s/w ebsta ts99.pdf ( la st visited Ja n. 21,
2001).
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is more than triple the 1993 amount.41  The royalties still represent,
however, less than 1% of the NIH’s funding for 1999.42  Whatever can
be said of the scientific advances made with this public investment, the
concrete financial return to taxpayers is minimal.  But perhaps more
importantly than the absence of any concrete return is the inevitability
of even greater public or consumer expenditures demanded by the
monopolies obtained by industry over publicly financed inventions,
and the resulting supracompetitive profits and prices.  The public has
already paid for the cost of research.  The government’s failure to
police these economic abuses is the untold scandal of federally
financed inventions and of the failure of the Bayh-Dole Act, which
was meant to provide that policing.

III. AN OVERVIEW OF TECHNOLOGY-TRANSFER ACTIVITY

Prior to the 1980s, there was effectively a free market
technology-transfer policy in the United States.43  For the most part,
the government argued that if public funds produced patentable
inventions, then title to those inventions should remain with the
government and the public.44  Despite the fact that government patent
rights were available to all on a come-one-come-all basis, that free and
unregulated situation paradoxically led to a large number of
government-owned patents that were not licensed.45  Industry had
insufficient incentive to commercialize government-developed
inventions, because federal research was disseminated without
restriction.46  The lack of commercialization persisted despite the fact
                                                

41. Id.
42. NI H FEDER AL OBLIGATIONS, supra note 21.
43. Se e Rebecc a S. Eisenbe rg, Public Re searc h and Priv ate  D eve lopme nt:  Patents

and Tec hnology  Transfer in Governme nt- Sponsore d Research, 82 VA. L. REV. 1663, 1663- 64
(1996).

44. Cf. id. a t 1663 (“Pre vious le gisla tion ha d typica lly e nc our aged or  re quire d tha t
fe de ral a gencies sponsor ing r ese ar ch ma ke the r esults widely a va ila ble to the  public  through
gove rnment ownership or dedic ation to the public domain.” ).

45. Se e James V. La cy et a l., Te chnology Transfer Laws Governing F ederally
Funded Re searc h and De ve lopme nt, 19 PEP P. L. REV. 1, 8 (1991).

46. The evide nce  marsha led to suppor t this cla im is e lusive a t best.  A f ew  voic es
note d, when the Bayh-D ole A ct wa s being conside re d, that figur es on the utiliza tion of
gove rnment patents wer e hopelessly insufficient beca use the  gove rnment did not enf or ce
those patents—to the c ontra ry, it gave the m awa y on a come- one -c ome -a ll ba sis—a nd thus
ha d no wa y of knowing, in a ny re spect a t a ll, how  much of  its pa tente d tec hnology wa s being
used by othe rs.  Se e, e.g., Pate nt and Tradem ark Law Am endme nts of 1980:   H earings on
H.R. 6933 Be fore  a Subc omm . of the H ouse Comm. on G ov ’t Operations, 96th Cong. 79-83
(1980) [here inafter  1980 House G ov ’t Operations H earings] (statement of A dm. H .G .
Rickove r, De puty Comma nder for N uc lea r Pow er , N aval Se a Sys. Command) ; Pate nt
Policy:   Hearings on S.1215 B efore  the Subcomm . on Sci., Te ch., & Space  of the S. Comm .
on Comm erc e, Sc i., & Transp., 96th Cong. 389- 396 ( 1979)  [ her einaf te r 1979 Se nate Sc i.
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that, because all R&D had been completed, much of the risky
investment had already been made by the government.47

There were some exceptions in which patent rights were not
made available on this come-one-come-all basis.  Between World War
II and 1980, for instance, patent policy for inventions made with
government resources was often based on statutes governing specific
agencies.48  The Department of Defense, for instance, permitted
contractors to acquire exclusive commercial rights to inventions while
obtaining a royalty-free license for itself.49  The Federal Aviation
Administration’s policy was to retain all invention rights in its
contracts for R&D as well as to recoup development costs from
industry.50  Notwithstanding these exceptions, the bulk of government
inventions, and certainly almost all health-related inventions, were
freely available to private industry.  While the Department of Health,
Education, and Welfare (HEW) formally retained full rights to its
intramural inventions and those developed under its research contracts,
it in fact excluded no one from this technology.51  Historically, HEW’s
policy objective was to make the results of its research freely available
to the public.  This was done by patenting or publishing inventions and
by issuing nonexclusive licenses to all applicants.52  While the stated
policy objective of the Department (now known as the Department of
Health and Human Services (HHS)) has not changed,53 post-1980
technology-transfer legislation removes many federally supported
inventions from government ownership and places them in the private
sector.54  This legislation represents a massive shift of the fruit of
public investment to the private sector.
                                                                                                            
He arings] (statement of A dm. H .G . Ric kover ); The University and Sm all B usine ss Pate nt
Proc edure s A ct:  He arings on S.414 Be fore  the S. Comm . on the  J udiciary , 96th Cong. 159- 
71 ( 1979)  [her einaf ter  1979 Se nate Judic iary He arings] (testimony of A dm. H .G . Ric kover );
Governme nt Patent Polic ies:  He arings Before  the Subcomm . on Monopoly  &
Anticom pe titiv e A ctivities of the S. Se lec t Com m. on Small Bus., 95th Cong. 3-53 ( 1977) 
[her einaf ter  1977 Se nate Sm all B us. H earings] (testimony a nd state me nt of  Adm. H.G.
Rickove r) .

47. Se e E isenber g, supra note 43, at 1668, 1680.
48. Eise nbe rg, supra note 43, at 1671-95; Lac y et al., supra note 45, at 3- 10.
49. La cy et a l., supra note 45, at 6.
50. Pa rke M. Banta  & Ma nue l B. Hille r, Pate nt Polic ie s of the  D epartment of He alth,

Educ ation, and We lfare , 21 FED. B.J. 89, 98 n.36 ( 1961) .
51. Id. a t 93.
52. 45 C.F.R. § 6 (1960), re sc inded by  61 Fed. Reg. 54,743, 54,743- 44 (O ct. 22,

1996) ( effe ctuating the  re moval of obsole te  pa te nt re gulations) ; Banta & Hille r, supra note
50, at 93.

53. Se e 45 C.F.R. § 6 (1960).  For curre nt gove rnment policy, as enacted by the
De pa rtment of Comme rce , which ha s assumed overa ll re sponsibility for regulating
inve ntions a nd pa te nts, see  37 C.F.R. pt. 401 ( 2000) .

54. Se e E isenber g, supra note 43, at 1663-64.
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In 1963, President Kennedy attempted to standardize the federal
patent system by issuing a memorandum that recognized that the
rights to publicly funded, health-related inventions should remain in
government.55  Prior to the issuance of the memorandum, a system of
waivers had developed under which various government agencies
either waived rights to title entirely or granted exclusive licenses to the
contractor.56  Some agencies had resorted to waivers so much that the
term became a misnomer, and the basic policy of the agency actually
became one of presumptive licensing or title.57  When Kennedy
promoted a standardization of the patent system, he recommended that
the government retain principal rights when the invention was
commercially useful to the general public or useful for public health
and welfare, or when government was the principal developer in the
field.58  In contrast to Kennedy’s policy, much of the technology-
transfer legislation introduced in the 1980s—including, of course, the
Bayh-Dole Act—does not consider the social utility of an invention,
such as its impact on public health, for the purpose of assigning a new
patent.  However, some statutory regimes in those areas unaffected by
the Bayh-Dole Act still consider social value as a part of the decision
to either license or wholly transfer title.59  At the present time, there are
a number of laws, such as the Bayh-Dole Act, that address technology
transfer and that also provide price-control mechanisms.
Unfortunately, these mechanisms, especially and most specifically the
“march-in” provisions, have never been enforced and seem to be
purposely disregarded, even though they effectively provide price
control over research performed under most, though not all, federal
programs.60  A description of the major pieces of current technology
transfer legislation follows.

                                                
55. Se e Memora ndum for the  He ads of Exe cutive Depar tme nts a nd Agencie s

(G overnme nt Pa tent Polic y), 3 C.F.R. 861 (1959-1963).
56. Se e 1979 Se nate Judic iary He arings, supra note 46, at 3; 1977 Se nate Sm all B us.

He arings, supra note 46, at 3.
57. Se e 1979 Se nate Judic iary He arings, supra note 46, at 183; 1977 Se nate Sm all

Bus. He arings, supra note 46, at 3 (“ [T] oday, many G ove rnment age nc ies r outinely gra nt
contrac tors exclusive rights . . . .” ).

58. Se e Memora ndum for the  He ads of Exe cutive Depar tme nts a nd Agencie s
(G overnme nt Pa tent Polic y), 3 C.F.R. 861 (1959-1963).

59. Se e, e.g., 35 U.S.C. § 209(c )(1)( A) (1994) (conside ring whether  “the  inte rests of 
the Feder al Gover nment a nd the public  w ill best be ser ved” by gra nting a  lice nse ).  O utside
the sma ll business bla nket tr ansfe r policy of the  Ba yh-Dole  Ac t, and without re gar d to
pr eside ntial dire ctive s, agency discr etion to gra nt exclusive  or  none xc lusive lic enses is
theoretic ally cabined by the requirement to consider  the “inte re sts of the  Fe de ral G ove rnment
and the  public .”  Id.

60. The GAO  a sse rts tha t “ the basic  pr ovisions of the  a ct—which a pply only to
universities, other  nonprof it or ga niz ations, and sma ll businesse s—w er e e xtended to large
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Stevenson-Wydler Technology Innovation Act of 1980.61  The
Stevenson-Wydler Act made technology transfer a mission of
government-owned, contractor-operated laboratories.62  It also
required that all federal labs establish an Office of Research and
Technology Applications.63

Bayh-Dole University and Small Business Patent Act of 1980.64

The Bayh-Dole Act was designed to promote interaction between
industry and academia by allowing universities to license inventions
developed with federal funds to private companies.65  The Act allows
nonprofit and small business government contractors to retain title to,
and obtain royalties from, most government-funded inventions.66  A
1987 presidential memorandum instructed federal agencies to apply
some Bayh-Dole rights to all contractors, regardless of their size.67

This regime applies to virtually all research funded by the

                                                                                                            
businesse s by Exe cutive Order  12591, da ted A pril 10, 1987.”   ADM INISTRATION OF  THE

BAYH-D OLE ACT, supra note 2, at 4.  It is pr obably true tha t most tra nsfer s, whether  by title or 
lice nsing, a re  subject to the  ma rc h-in provisions as w ell a s the  re asona ble pricing
re quire me nts impose d by the  “ pra ctica l application” ma nda te  of  the Ac t, though this Artic le
is limite d to a discussion of  the Bayh- Dole Act.  Se e infra note 67.

61. 15 U .S.C.A. §§ 3701-3717 (W est 1998 & Supp. 2000) .
62. Id. §§ 3701( 3), ( 8), ( 10) , 3702( 2)- (3), 3704( c) (11) -( 12) , 3710a .
63. Id. § 3710(b).
64. 35 U .S.C.A. §§ 200- 212 ( West 1984 & Supp. 2000) .
65. Id.
66. Id. § 201( a) .
67. Se e E xe c. Or der  N o. 12,591, 3 C.F.R. 220 (1988).  H owe ve r, at le ast w ith r espec t

to Cooper ative  Re se arc h and D eve lopme nt Agre ements (CRAD As)  a nd other  simila r
ar ra nge me nts, the  issue of the a pplic ation of the  Ba yh-Dole  Ac t to all c ontra ctors is
unre solve d.  T wo executive or der s fre quently cite d in this are a are  E xec utive  O rde r 12,591
and Exe cutive Order  12,618.  Although both orde rs do e xte nd the rea ch of  the Ba yh- Dole
Ac t to funding re cipie nts other than small busine sse s and nonprofits, they do so primar ily
only with re spect to § 202( 7) , w hich simply provides para me ter s for  how royalties ar e to be
divided betw ee n the  gove rnment a nd othe rs.  The  more  r ele va nt pr ovision of  the Bayh- Dole
Ac t with respe ct to its application to suc h rec ipients is § 210( c).  It de monstrates that
Congre ss inte nde d tha t the  A ct, a t lea st with re spe ct to the pr ice -c ontrol mar ch- in pr ovision
(§ 203) , should a pply to virtually all rec ipients of  gove rnment funds.  Se ction 210( c)
pr ovide s, “N othing in this chapter  is inte nded to limit the  authority of  a gencies . . . e xce pt that
all funding agre ements, including those with other than sm all busine ss firms and nonprofit
organizations, shall include the  re quire me nts e sta blished in . . . sec tion 203 . . . .”   35 U.S.C.
§ 210(c ) (1994) ( empha sis a dded) .  The only qua lific ation is tha t c ontaine d in § 210(e) ,
whic h sta tes that the pr ovisions of the  Stevenson-Wydler Te chnology I nnova tion Act of
1980, the  Ac t tha t authoriz es CRAD As, “ sha ll ta ke  pr ec ede nc e . . . to the extent the y per mit
or  r equir e a  disposition of  r ights . . . inc onsistent with this cha pter.”  Id. § 210( e) .  Whether 
ther e a re  such inconsistenc ie s is argua ble , espec ially in view  of 15 U.S.C.
§ 3710a (b)(1)( B)( i) , w hich allow s for  lice nsing to a  “ responsible a pplic ant . . . on te rms tha t
ar e rea sonable ,” but bec ause suc h lic ensing can only be done w he n the re ar e “ he alth or sa fety
ne eds tha t a re  not rea sonably sa tisfied by the colla borating par ty,” an ar gument c an be  made 
that this spec ifica lly e xcludes the “ pr actic al applica tion”  re quire me nt.  15 U.S.C.
§ 3710a (b)(1)( C)( i)  (Supp. II I 1997).
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government,68 either in whole or in part, and effects a price-control
strategy to insure that private industry does not abuse what would
otherwise be a massive giveaway of public investment.69  This price-
control mechanism has never been implemented or publicly discussed
or explained by any administration and apparently has been grossly
misunderstood by bureaucrats, including, recently, the NIH itself.70

Federal Technology Transfer Act of 1986 (FTTA).71  The FTTA
was a 1986 amendment to the Stevenson-Wydler Act.  It encouraged
federal laboratories to work cooperatively with universities or the
private sector by allowing government-owned and -operated
laboratories to enter directly into Cooperative Research and
Development Agreements (CRADAs) with industry and universities.72

The legislation permits laboratories to assign a patent or grant a
manufacturing license to cost-sharing CRADA partners.73  The Act
also requires that government inventors share in royalties from patent
licenses.74  To the extent, however, that CRADAs are also

                                                
68. Ther e see ms to be  disa gre ement in some ar eas, wholly outside pha rmace utica l

re se arc h, about w he the r the  Bayh-D ole  A ct contr ols other pr ogra ms with whic h it ove rlaps,
including, f or  instanc e, those of the  A dva nc ed Re sea rc h Projec ts Agency of  the Depar tme nt
of  D efe nse ( ARPA) .  The Bayh- Dole Act c ome s into pla y whe n the  r ese ar ch is conducted
unde r a  gove rnment “funding a gre ement,”  whic h is fur ther de fined in the statute  to be a 
“c ontra ct, gra nt, or coope rative a gre ement.”   35 U.S.C. § 201( b)  (1994).  Congre ss ha s
endorse d the  view  that A RPA ’s “other tr ansac tions” f all outside the  scope of the Bayh-D ole
Ac t.  T he  conf ere nc e r eport of the  House a nd Se na te Ar med Servic es Committees on the 
Na tiona l Def ense Authorization A ct for Fisca l Y ea r 1992 sta ted:

The confe ree s also rec ogniz e tha t the  r egula tions applica ble to the  a lloca tion of
pa te nt and data r ights unde r the  proc ur eme nt statute s may not be  appr opr ia te to
pa rtner ship ar range ments in c ertain c ases.  The  c onf er ees believe tha t the  option to
support “ par tnerships”  pursua nt to se ction 2371 of title 10, U nited States Code ,
pr ovide s ade quate  f lexibility for the  D efe nse D epartme nt and other pa rtner ship
pa rticipa nts to a gre e to alloc ations of intelle ctual pr operty rights in a manner  that
will me et the nee ds of  a ll pa rties involve d in a tra nsaction.

NA SA P rocurem ent in the  Earth-Space Ec onomy :  He aring Be fore  the House  Comm . on Sc i.,
104th Cong. 26, 36 (1995) ( te stimony of  Richard L . D unn, Ge n. Counsel, A dvanc ed
Re se arc h Proje cts A gency).

69. The price -control mechanism, of course, is the re quire ment tha t contr actor s or
their lic ensee s a chieve “pr ac tic al applica tion,” which is unif or mly define d by sta tute as
re quiring that the invention be supplie d to the  public  on “ rea sonable  te rms.”   35 U.S.C.
§ 201(f ) (1994).  Section 201(f)  a nd its a cc ompanying legislative histor y make cle ar  that the
focus should be on price .  Se e infra notes 175-227 a nd ac compa nying text.

70. As w e discuss infra notes 294-313 a nd ac compa nying text, the  N IH fa ile d to
unde rstand a nd apply, in the Ce llPro c ase, the r equir ement f or “prac tical a pplic ation”
ma ndate d by the Bayh-D ole A ct, c ollapsing it into a much simpler , but none xiste nt, mandate
for mer e utilization.

71. 15 U .S.C.A. §§ 3701-3714 (W est 1998 & Supp. 2000) .
72. Se e id. § 3702(5).
73. Id. § 3710a( b)( 2) .
74. Id. § 3710c.
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government-funded, in whole or in part, or to the extent that the Bayh-
Dole Act’s definition of funding (which includes cooperative
agreements)75 embraces CRADAs irrespective of literal funding, they
may nevertheless also be regulated by the Bayh-Dole Act and thus
subject to its unexercised price-control mechanism.76  The FTTA gives
federal labs the option to retain intellectual property rights to work that
has been jointly developed with private parties.77  Industry concern
that the government had retained a channel for claiming rights to
jointly developed work led to proposed legislation in 1993 that would
have amended the FTTA to mandate that the private collaborator be
granted title to jointly developed projects.78  The bill was defeated, but
it was reintroduced in June 1995 and passed with some changes in
1996.79  The law as it now stands gives the federal lab the option to
grant the collaborating party an exclusive license.80

Section 5171 of the Omnibus Trade and Competitiveness Act of
1988.81  Section 5171 requires that federally supported international
science and technology agreements be negotiated to ensure that
intellectual property rights are properly protected.82  Again, the Bayh-
Dole Act would still apply as another layer of public protection,
including, most importantly, its price-control mechanism.  

National Competitiveness Technology Transfer Act.83  This Act is
a 1989 amendment to the Stevenson-Wydler Act that extends the
CRADA authority of the FTTA to labs owned by the government and
operated by private contractors.84  Once again, as long as the
arrangements involve federal funding, the Bayh-Dole Act and its
price-control mechanism might constitute another layer of public
protection.85

                                                
75. The Act define s “ funding agre ement” to me an “a ny contr ac t, gra nt, or

coopera tive agre ement.”   35 U.S.C. § 201(b)  ( 1994) .
76. Se e supra note 67.
77. 15 U .S.C.A. § 3710a (b) (2) ( We st 1998 & Supp. 2000).
78. Te chnology T ra nsf er  Impr ove me nt Ac t, H.R. 3590, 103d Cong. (1993).
79. Se e N ational Te chnology T ra nsf er  and Advancement A ct of  1995, Pub. L. No.

104- 113, 110 Stat. 775 ( codif ied a s a me nde d in sc atter ed se ctions of 15 U.S.C.A .).
80. Id.
81. Omnibus T rade and Competitive ness Act of 1988, Pub. L. No. 100-418, 1988

U.S.C.C.A .N. ( 102 Stat.)  1107.
82. Id. a t 1211- 16.
83. Se e 15 U.S.C.A. §§ 3701-3710 ( We st 1998 & Supp. 2000).
84. Se e id. § 3710a( a).
85. As one comme ntator expla ine d:

Ow ne rship of  inve ntions made dur ing a  CRAD A is gover ned by muc h the  sa me 
sc he me in the Bayh- Dole Act.  Spec ifica lly, 15 U.S.C. § 3710a allow s the  Fede ra l
la borator y to gra nt lice nse s or assignments to an inve ntion ma de  in w hole or in pa rt
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The Bayh-Dole Act is the most relevant of these and is the focus
of this Article.

IV. THE BAYH-DOLE ACT

A. General Overview

The Bayh-Dole Act, passed in 1980, was a major departure from
the government’s earlier practice of retaining title to nearly all the
inventions it funded.86  The new policy was designed to provide an
incentive for research and to increase the competitiveness of U.S.
industry by granting title to certain recipients of federal R&D funds87

and then encouraging those recipients to develop the inventions or to
license others in industry to put the inventions to commercial use.  At
the same time, the policy ensured that there could be no abuse of the
title incentive by enacting a strict price-control mechanism as part of
                                                                                                            

by a  la borator y e mployee  to a  collabora ting par tner and/or to wa ive  owne rship to
an inve ntion made  during the agre ement by a  c ollabora ting pa rty.

Ma rk R. W isner , Propose d Changes to the Laws Gov erning O wnership of Inv entions Made 
with Fe deral Funding, 2 TEX. INTELL. PROP. L.J. 193, 196 (1994).  Mor eover , under  15
U.S.C.A . § 3710a( a) (2) , authority is gra nted “to negotiate lic ensing a gre ements under  se ction
207 of title  35.” 

As it tur ns out, although 35 U.S.C. § 207, part of the  Ba yh-Dole  Ac t, does not impose
the same requirements of  “pra ctica l a pplic ation,”  § 209, which a pplie s to “any lic ense under  a 
pa te nt or  pa te nt applica tion on a feder ally owned inve ntion,” is re plete  w ith r efe re nce s to the
“pra ctica l a pplic ation” requirement.  35 U .S.C. § 209 (1994).  I t is thus not c lea r tha t the re  is
even a “f unding” re quire ment nec essar y to tr igger  the Bayh- Dole Act.  It seems likely tha t
any lic ense of  CRAD A patents is subje ct to the resulting rea sonable  pr ic e r equir ements.

86. Eise nbe rg, supra note 43, at 1663-64.  Eise nbe rg note s tha t

[t]he yea r 1980 mar ked a  se a cha nge in U.S. gover nme nt policy towar d intellec tual
pr operty rights in the  r esults of gover nme nt-sponsor ed re se arc h.  I n two statutes
pa ssed that ye ar, Congre ss endorse d a new  vision of  how best to ge t the se re sea rc h
re sults utiliz ed in the priva te se ctor.  Pre vious le gisla tion ha d typica lly e nc our aged
or  r equir ed that fe der al agencie s sponsoring re se arc h make the  r esults w idely
available  to the public thr ough gover nment owne rship or dedica tion to the public
doma in.

Id. a t 1663 (footnotes omitted).
87. Se e 35 U.S.C. § 200 (1994).  T he  stated purpose s of the  Bayh-D ole  A ct ar e:

[T ]o use the  pate nt system to pr omote  the utiliza tion of inventions a rising f rom
fe de rally supported re se arc h or de velopment; to e ncour age  maximum par tic ipation
of  small business f irms in fe der ally supported re sea rc h a nd de ve lopme nt efforts; to
pr omote  c ollabora tion be twe en commerc ia l c oncer ns and nonpr ofit organiza tions,
including universities; to ensur e tha t inventions ma de  by nonprofit orga nizations
and sma ll business fir ms ar e use d in a manne r to promote fr ee compe tition and
ente rpr ise; to pr omote  the comme rc ializ ation and public a va ila bility of inventions
ma de  in the Unite d Sta te s by Unite d Sta tes industry and labor; to e nsure  that the
Gove rnment obtains sufficient r ights in f ede ra lly suppor ted inve ntions to me et the
ne eds of the  G ove rnment and protec t the  public against nonuse or  unre asona ble 
use of inventions; and to minimize  the costs of  a dministe ring polic ie s in this are a.

Id.
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the so-called march-in rights maintained by the government to oversee
its investments.88

The Act automatically grants small businesses and nonprofit
organizations, defined almost exclusively as academic institutions, the
right to retain ownership of “subject inventions” made in whole or in
part with federal dollars.89  Subject inventions are defined as any
inventions that the “contractor conceived or first actually reduced to
practice in the performance of work under a funding agreement.”90

This means that any ideas conceived during funding—by the
contractor or others—that ultimately lead to patents (even if actually
reduced to practice long after the funding expires), in addition to those
inventions that are actually reduced to practice during the funding
grant, are subject to the Act, including its price-control mechanisms.
In exchange, the government receives a nonexclusive, nontransferable,
irrevocable, paid-up license to practice the invention on behalf of the
United States anywhere in the world.91  The government also receives
certain minimal royalties92 and, most importantly, the right to “march-
in” when the contractor, or any person to whom the patent is
ultimately assigned, does not provide the invention to the public at a
reasonable price.93

To claim these rights, the government must be informed of the
progress, patents, and inventions resulting from its funding
agreements.  The Act gives contractors two months from the time their
patent counsel is informed of an invention to disclose it to the federal
agency and two years to decide whether to retain title.94  Once the
contractor elects to retain title, it has one year to file a patent

                                                
88. Id. § 203.
89. 35 U .S.C.A. §§ 200- 212 ( West 1984 & Supp. 2000) .
90. 35 U .S.C. § 201(e ).
91. Id. § 203.
92. 37 C.F.R. § 401.5(g)(3) (2000).
93. 35 U .S.C. §§ 201( f) , 203.  Ma rch-in r ights r equir e a  lice nse-holding age nt to

yield the  lice nse  to a  r esponsible  applica nt if  ther e is an inappropr iate delay in a chieving
“pra ctica l a pplic ation” of the invention.   Id. § 203( a) .  Pr actic al applica tion mea ns both of  the
following:  (1) tha t the  inve ntion is being utilized a nd (2) tha t its be ne fits are , to the e xtent
pe rmitted by law or  gove rnment r egula tions, ava ilable to the public  a t r ea sonable pr ice s.  Id.
Thus, the  re quire me nt for r ea sonable pr ice s der ives direc tly f rom the  ma ndate  that a ll such
inve ntions a chieve “pr ac tic al applica tion”  a nd, ther ef ore , be available to the public on
“r ea sonable te rms.”   Se e infra Par ts V-VI I.  T he re ar e other grounds, not at issue her e, upon
whic h mar ch- in rights ca n be based, inc luding hea lth a nd sa fety nee ds, public  use ne eds, and
dome stic manuf actur ing r equir eme nts.  35 U .S.C. § 203( b)- (d).  I f the  contrac tor doe s not
yield the  lice nse , the n the  f ede ra l a ge ncy may gra nt the lic ense itse lf.  Id. § 203.

94. 35 U .S.C. § 202(c )( 1)- (2) ( 1994) ; 37 C.F.R. § 401.14( c)( 1) -(2) (2000).
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application that includes a legend regarding the government’s rights to
the invention.95

Various provisions impose obligations upon the contractor,
including the duties to disclose a subject invention to the federal
agency that funded it,96 to decide within a reasonable period of time
whether to retain title to the invention or give it to the government to
patent,97 and to ensure that there is a legend on the patent application
(and, thereby, on any resulting patent) specifying that the invention
was made with federal funds and that the government has certain
rights in it.98  Importantly, this last requirement and the resulting
march-in rights do not only apply to the contractor.  The rights attach
to the invention and any resulting patent.99  Thus, even if a patent is
eventually granted to others, if it resulted from the original federal
funding (meaning that it yielded the bare idea or conception of the
invention), the later patent should bear the legend and be subject to the
entire Act.

The Act leaves much, including enforcement, up to individual
federal agencies.  The implementing regulations state that the
contractor “shall establish . . . procedures to ensure that subject
inventions are promptly identified and timely disclosed.”100  The Act
itself does not require that the federal government elect to retain title if
the contractor fails to fulfill the above requirements, but merely states
that it may.101  It states that agencies have a “right” to receive periodic
reports on utilization, but does not require it.102  It does not expressly
establish any mechanism whereby the funding agencies can reliably
learn whether patentees are honoring their obligation to charge no
more than a reasonable price for an invention.103  What is worse, it
appears that funding grantees have engaged in a more or less
wholesale flouting of their responsibilities to self-report,104 which has
                                                

95. 37 C.F.R. § 401.14( c)( 3) .  This is re fe rre d to as the “Ba yh-Dole  le ge nd.”
96. 35 U .S.C. § 202(c )( 1).
97. Id. § 202( c) (2) .
98. Id. § 202( c) (6) .
99. Se e id. § 203.  Sec tion 203 a pplie s mar ch-in r ights to any “ subje ct inve ntion” a nd

does not limit itse lf to the contr actor  who discover ed or  pate nted it.  Se e also 35 U .S.C.
§ 201(d), whic h broadly def ines “inve ntion” as “a ny invention or  disc ove ry whic h is or ma y
be  pate ntable or other wise pr ote ctable under  this title.” 

100. 37 C.F.R. § 401.5(h)(5) (2000).
101. 35 U .S.C. § 202(a ).
102. Id. § 202( c) (5) .
103. 35 U .S.C.A. §§ 200- 212 ( West 1984 & Supp. 2000) .
104. The GAO  r ecognize s wha t is essentially an honor  system not only a s the  Ba yh-

Dole  Ac t’ s c hief chara cteristic but a lso a s its major fla w:  “ The a dministration of the  Bayh-
Dole  Ac t is de centr alize d a nd re lies he avily on voluntary c omplianc e by the univer sitie s.”
ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 6.
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resulted in a kind of land grab in which researchers receive funding but
uniformly fail to include the Bayh-Dole legend in any resulting
patents.105  Ironically, although the goal of the Bayh-Dole Act was to
make policies for government inventions uniform, the fact that each
agency imposed its own rules seriously undermined and balkanized
the statute until the uniform Commerce Department rules were
enacted.  The result is possibly worse, however, under the Commerce
Department rules, because the Commerce Department issued
implementing regulations with no facilities for oversight,106 leaving the
agencies to enforce the Act with no direction and little expertise.107

B. The Meaning of “Reasonable Terms”

What “available to the public on reasonable terms”108 means is
not jurisprudentially troublesome, even absent the clear legislative
history of the term.109  U.S. law has always held that, absent a clearly
explicit statutory intent to the contrary, ordinary words such as these
                                                

105. We ndy Baldwin, De puty Direc tor f or  Extr amura l Resear ch for the  N IH, note d
evidenc e of this la nd gra b in he r sta tement to Congre ss:

As a  pilot projec t to further  evaluate repor ting compliance , w e have conta cte d 20
institutions to r ec onc ile our  re cords w ith theirs and to pr ovide  additiona l utiliz ation
informa tion.  Fif te en of  these institutions are  a mong those  that re port the gre atest
number of  pa te nts suppor ted by Federa l funding agre ements and their responses
will he lp to dete rmine  the completene ss of  their pre vious r eporting.  Five  of  the
institutions r eport fe w patents with Fe der al support e ven though they ar e among
our top 100 re cipie nts.

Underreporting F ederal Inv olvem ent in New Technologie s D ev elope d at Scripps R esearch
Institute :  He aring Be fore  the Subcomm . on Regulation, B us. O pportunities, & Tech. of the
House Com m. on Sm all B us., 103d Cong. 104 (1994) [he re ina fter Underreporting F ederal
Involve me nt] (statement of W endy Ba ldw in, Ph.D., D eputy Dir. of  E xtr amura l Resea rch,
Na t’ l I nsts. of H ea lth).

106. The lac k of oversight is both tota l a nd some wha t shocking:  “De spite  the
pe rc eption tha t Bayh-D ole is wor king we ll, none  of the  fe de ral a gencies or  universities w e
contacted evaluated the effe cts of Bayh- Dole.”  ADM INISTRATION OF  THE BAYH-D OLE ACT,
supra note 2, at 15.

107. The GAO  r eported:

The administra tion of the [ Ba yh- Dole Ac t] is de ce ntr alize d.  E ac h f edera l age nc y
aw ar ding R&D  f unds is re quire d to ensur e tha t the  universities r ece iving such
funds a bide by the [A] ct’s re quire ments.  The a ge ncy that c ome s close st to
coor dinating the Ba yh- Dole Ac t is the  D epa rtment of Comme rc e.  T he [A ]ct, as
amended, provided that Commer ce could issue regulations f or  the progra m and
esta blish standar ds for provisions in the funding agre ement e nte re d into by feder al
agencie s and univer sitie s, other  nonprofit institutions, and sma ll businesses.
Commerc e did so in 1987.  Commer ce  is looked upon by the other  a gencies as a
type  of  c oor dinator  and may be c onsulte d w he n que stions a rise.  How ever,
Commerc e doe s not mainta in any ove rall Bayh- Dole database .

Id. a t 6.
108. 35 U .S.C. § 201(f ) (1994) ( empha sis a dded) .
109. Se e infra notes 146-266 a nd ac compa nying text.
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must be interpreted with their ordinary meaning.110  The Supreme
Court has said, “When we find the terms of a statute unambiguous,
judicial inquiry is complete except in rare and exceptional
circumstances.”111  Justice Scalia has stated the rule succinctly:

[F]irst, 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 one applies.  If not—and especially if a good reason for the
ordinary meaning appears plain—we apply that ordinary meaning.112

Lower courts, following the Supreme Court, have noted that the
“ordinary meaning” rule is binding.  The Federal Circuit, quoting
Supreme Court cases, has stated the rule thus:  “[L]egislative purpose
is expressed by the ordinary meaning of the words used . . . .”113  The
court also noted that “[i]t is a basic principle of statutory interpretation
. . . that  undefined terms in a statute are deemed to have their
ordinarily understood meaning.”114

In the United States in similar contexts, the words “reasonable
terms” have uniformly been interpreted to include price.  In Byars v.
Bluff City News Co., the United States Court of Appeals for the Sixth
Circuit, recognizing that establishing “reasonable terms” is necessary
to remedy a monopolistic market, noted that “[t]he difficulty of setting
reasonable terms, especially price, should be a substantial factor” in
how to proceed.115  Similarly, in American Liberty Oil Co. v. Federal
Power Commission, the United States Court of Appeals for the Fifth
Circuit, interpreting a statute that allows the Federal Power
Commission to establish “reasonable terms and conditions,” conclu-
ded that this meant that the “price . . . must be reasonable.”116  In
Commercial Solvents Corp. v. Mellon, the United States Court of
Appeals for the D.C. Circuit addressed prices under a statute that
demanded “reasonable terms as to quality, price and delivery”; this
language shows that the word “terms” includes, as a matter of
common sense, the element of price.117  In United States v. Mississippi
Vocational Rehabilitation for the Blind, the United States District

                                                
110. Se e Smith v. United State s, 508 U.S. 223, 232 ( 1993) .
111. De ma rest v. Ma nspea ker , 498 U .S. 184, 190 (1991).
112. Chisom v. Roemer, 501 U.S. 380, 404 ( 1991)  ( Sca lia, J., dissenting) .
113. Cook v. Brow n, 68 F.3d 447, 451 ( Fed. Cir . 1995)  (internal quotations omitte d) 

(quoting Ardestani v. IN S, 502 U .S. 129, 136 (1991)) .
114. Id. ( alter ation in original) ( inter na l quotations omitted) ( quoting Be st Powe r T ec h.

Sa le s Cor p. v. Austin, 984 F.2d 1172, 1177 (Fe d. Cir. 1993)).
115. 609 F.2d 843, 864 n.58 ( 6th Cir. 1979) (emphasis added).
116. 301 F.2d 15, 18 ( 5th Cir . 1962).
117. 277 F. 548, 549 ( D.C. Cir. 1922) .
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Court for the Southern District of Mississippi similarly interpreted a
statute that allowed organizations to operate vending machines on
“reasonable terms” at the Stennis Space Center.118  Such reasonable
terms, the court implied, include “prices and vending operations.”119

In Topps Chewing Gum, Inc. v. Major League Baseball Players Ass’n,
the United States District Court for the Southern District of New York
resolved a dispute between baseball players and a playing card
company that had agreed to pay “commercially reasonable terms”; the
court said, “I assume [commercially reasonable terms] means at a
price higher than Topps currently pays under its player contracts.”120

In United States v. United States Gypsum Co., the United States
District Court for the D.C. Circuit held that “reasonable terms and
conditions” includes prices.121  Finally, in South Central Bell
Telephone Co. v. Louisiana Public Service Commission, the Louisiana
Supreme Court considered the meaning of “reasonable terms” and
concluded that, although such things as timing and performance might
be important, the most important and central factor is, of course, price:

Thus . . . regulation must make it possible . . . to compete . . . .  The
utility’s earnings, i.e., its return, both actual and prospective, must be
sufficient . . . so that it can attract . . . capital on reasonable terms.  The
rate of return is but an intermediate factor; the basic requirement is a
fair and reasonable dollar return.

In order to attract capital on reasonable terms, the utility [must] be
able to pay the going price . . . .  In the last analysis regulation seeks to
set utility prices . . . .122

The requirement for “practical application” seems clearly to
authorize the federal government to review the prices of drugs
developed with public funding under Bayh-Dole terms and to mandate
march-in when prices exceed a reasonable level.  The terms required
by the Bayh-Dole Act include, but are not limited to, reasonable
prices.123  Terms may be considered unreasonable if the unit price is
too high or if its use over the long term makes it too costly with respect
to the investment, costs, and profits of the manufacturer.124  Despite
somewhat unbelievable complaints from the NIH that this price review
is beyond its ability, the traditional judicial and agency competence to

                                                
118. 812 F. Supp. 85, 87-89 ( S.D . Miss. 1992).
119. Id. a t 87.
120. 641 F. Supp. 1179, 1191 (S.D.N.Y. 1986).
121. 67 F. Supp. 397, 433-41 ( D.D .C. 1946).
122. 373 So. 2d 478, 480-81 n.1 (L a. 1979) .
123. Se e infra notes 175-227 a nd ac compa nying text.
124. Se e United State s Gypsum Co., 67 F. Supp. at 433-41; S. Cent. Bell Tel. Co., 373

So. 2d at 480- 81 n.1.
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determine reasonableness of prices is supported by countless cases and
a host of statutes, including, for instance, the reasonable price
provisions of the Uniform Commercial Code (UCC),125 the reasonable
royalty remedies of patent law,126 the similar provisions of copyright
law,127 the compulsory licensing provisions of antitrust law,128 the

                                                
125. U.C.C. § 2-305(1) (a ) ( 2000) ; se e also I an Ayre s & Robe rt Ge rtner , Filling G aps

in I ncomplete Contracts:   A n Economic  Theory  of D efault Rules, 99 YALE L.J. 87, 95-97
(1989).  Se e generally K oc h H ydroc ar bon Co. v. MD U Res. Group, I nc ., 988 F.2d 1529,
1534-35 ( 8th Cir. 1993) (de te rmining what constitute s a “ re asona ble  pric e”  for natur al ga s
af te r der egula tion pur suant to U .C.C. § 2- 305); N . Cent. Airline s, Inc. v. Cont’l Oil Co., 574
F.2d 582, 592- 93 (D .C. Cir. 1978) (de te rmining what constitute s a “ re asona ble  pric e”  for
avia tion fue l in the w ake of the  e arly 1970s OPEC oil embar go and the  re sulting fe de ral pric e
controls, pursuant to U.C.C. § 2-305) ; Kella m E ne rgy, Inc . v. Dunca n, 668 F. Supp. 861,
877- 879 ( D. De l. 1987) .  The UCC, which gove rns c ommer cia l tra nsactions in forty-nine
states, give s courts the  powe r to deter mine rea sonable  pr ic es and e ve n to enf or ce contr ac ts on
the basis of  w hat a  re asona ble price would be, for instance , w he re the c ontra ct does not
spec ifica lly state any pric e (the so- ca lle d ope n- price  situation):  “ The  partie s if the y so intend
ca n conclude  a  contrac t for  sale  e ven though the price  is not se ttled.  In such a ca se the price
is a  re asona ble price at the time for  delive ry . . . .”  U.C.C. § 2-305( 1) .  The dra fte rs of  the
UCC una ba she dly pla ced their faith in the ability of  a  cour t to deter mine wha t a r ea sonable
pr ic e w ould be :  “I n many valid contr ac ts for sale the  pa rties do not me ntion the pr ice  in
expr ess terms, the buyer  be ing bound to pa y and the se lle r to ac cept a r ea sonable pr ice  w hic h
the trier  of  the fa ct ma y w ell be trusted to de te rmine .”  Id. § 2-201, cmt. n.1.

126. The Patent A ct expr essly gra nts a  r easonable royalty, the amount to be 
de te rmine d by the  c our t after  he ar ing e vidence, to a n aggrieved pa tent owner :  “U pon f inding
for the  c laima nt the c ourt shall a war d the  c laima nt da mages adequate to compe nsate  f or the
infr ingement, but in no eve nt le ss than a re asona ble  r oya lty f or  the use  made  of the  inve ntion
by the infringer, toge ther with inter est a nd costs a s fixed by the court.”   35 U.S.C. § 284
(1994).

127. The copyr ight sta tute, unlike  the patent law , doe s not expr essly gra nt a re asona ble 
roya lty.  Howe ver , in ma ny ca ses, assessing profits unlaw fully garner ed by an infr inging
de fe nda nt re quire s a c ourt to de te rmine  what a re asona ble  r oya lty w ould be .  Se e, e.g., Sherr y
Mf g. Co. v. Towel K ing of Fla ., Inc., 220 U.S.P.Q. (BNA ) 855 (S.D . Fla . 1983), re v’ d on
other grounds, 753 F.2d 1565 ( 11th Cir . 1985) .  Furthe rmore , the  asse ssment of rea sonable 
roya lties by c our ts and age nc ies is a n integra l par t of the a dministration of the  c opyright
re gime.  The  c opyright law, in sec tion 118, gra nts public  broa dc asting a  c ompulsor y lic ense
for use  of nondra ma tic  lite ra ry and musica l wor ks, a s well as pictorial, gra phic, a nd sc ulptural
works, subje ct to the pa yme nt of  r easonable royalty fe es to be  set by the Copyr ight Royalty
Tr ibuna l.  Se e H. REP . NO. 94- 1476, at 116 ( 1976) , re printed in 1976 U .S.C.C.A.N . 5659,
5732.

128. A c ompulsory license , a t rea sonable  roya lty r ate s, is a  re me dy oc casionally
gra nted in re sponse to antitrust viola tions.  “T he  appr opr ia teness of compulsory lice nsing at
re asona ble r oyalty rates as a n a ntitr ust r emedy has long be en re cognized.”   A . Samue l O ddi,
Contributory  I nfringem ent/P atent M isuse :  Me taphy sic s and M etamorphosis, 44 U. PITT. L.
REV. 73, 125 (1982); se e Car lisle  M. Moor e, Note , A Study of Compulsory  Lice nsing and
De dication of Patents as Re lief Me asure s in Antitrust Cases, 24 GEO. WAS H. L. REV. 223,
223- 27 (1955).
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price control provisions of the Orphan Drug Act,129 and public utility
rate regulation cases.130

The language of the Bayh-Dole Act implies that the contractor
has the burden of providing, upon a good faith request by the
government, data showing that it charged a reasonable price.131  At
present, the federal government may not grant a license on a federally
owned invention unless it has been supplied with a development or
marketing plan.132  It would be appropriate to require the contractor to
provide the data necessary to determine a reasonable price as part of
the development or marketing plan.

C. The Reach of the Act and the Broad Scope of “Subject
Inventions”

Determining whether an invention was made with government
funds (and is therefore a “subject invention”) is a complex task that
can easily lead to, and be the subject of, unpredictable litigation.133

The Bayh-Dole Act defines a subject invention as any invention that
the “contractor conceived or first actually reduced to practice in the
performance of work under a funding agreement.”134  However the
implementing regulations of the legislation, which attempt to specify
what is meant by “subject invention,” do not settle the issue.135  The
regulations state that a closely related project that falls “outside the
planned and committed activities of a government-funded project and
does not diminish or distract from the performance of such activities
. . . would not be subject to the conditions of these regulations.”136  The
language here seems to invite litigation and almost defies
comprehension.

                                                
129. Or phan Dr ug Ac t of 1983, Pub. L. N o. 97-414, 1983 U.S.C.C.A .N. ( 96 Stat.)

2049-66.
130. Se e, e.g., S. Ce nt. Bell T el. Co. v. L a. Pub. Se rv. Comm’n, 373 So. 2d 478, 480-

81 n.1 (L a. 1979)  ( discussing the impor tance  of  pric e contr ols).
131. Ther e is some support in the legislative histor y for  c onc luding tha t the  c ontra ctor

be ar s the  burden of  pr oof on this que stion.  Cf. Gov ernme nt Patent Polic ies:  Institutional
Pate nt Agre em ents:   H earings Be fore  the Subcomm . on Monopoly  & Anticom pe titiv e
Ac tivitie s of the  Sele ct S. Comm . on Sm all B us., 95th Cong. 397 (1978) [he re ina fter 1978
He arings] (statement of H ow ard W . Bre mer , patent c ounse l, Wis. Alumni Re sea rc h Found.).

132. 35 U .S.C.A. § 209(a ) ( We st 1984 & Supp. 2000).
133. Se e S. Resea rch I nst. v. Gr iffin Cor p., 938 F.2d 1249 (11th Cir . 1991) ; Johns

Hopkins U niv. v. Ce llPro, 978 F. Supp. 184 ( D. De l. 1997) ; Gen-Probe Inc . v. Ctr. for
Ne ur ologic Study, 853 F. Supp. 1215 ( S.D. Ca l. 1993) ; Ciba- Geigy Corp. v. Alz a Cor p., 804
F. Supp. 614 ( D.N .J. 1992).

134. 35 U .S.C. § 201(e ) (1994).
135. Se e 37 C.F.R. §§ 401.1- .17 ( 2000) .
136. Id. § 401.1( a)( 1) .
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Because the regulations limit the reach of the Bayh-Dole Act to
“planned,” as opposed to unexpected, events, there is some question as
to whether they faithfully implement the intent of the statute.  In fact,
they seem to negate the very essence of invention and thus of the
Bayh-Dole Act itself.  Inventions, by definition, are technological
advances that are unexpected and unplanned.137  The Bayh-Dole Act
seeks to preserve a governmental interest in such unexpected events
that owe their genesis to government funding.  But these regulations
seem to exempt inventions that were not “planned”—i.e., those that
were unexpected—which means that they may exclude from the Act
exactly that which it was intended to govern.138  Furthermore,
“conditions of these regulations” could be interpreted to mean that
extracontractual work is beyond the reach of the statute, a result
unsupported by administrative law.139

The Act applies to any patents for subject inventions, not merely
patents held or obtained by the recipients of government funds.140

Thus, if a firm were to buy intellectual property rights from an Act
recipient, any resulting patent would remain subject to the Act and
would have to state that the invention was made with federal funds and
that the government has certain rights to it.141

                                                
137. The Patent A ct re quire s tha t, to be patentable, a n invention must be

“nonobvious.”  “A patent may not be obtained . . . if the . . . subje ct ma tter . . . w ould ha ve
be en obvious . . . .”  35 U .S.C.A. § 103(a ) (We st 1984 & Supp. 2000).  N onobviousness is
de fined in the  Ac t as a tec hnological a dva nc e tha t w ould not be obvious “to a  person ha ving
or dinar y skill” in the  r ele va nt te chnology.  Id.  The Supreme Court ha s often like ned
nonobviousne ss to unexpe cte dness.  “[ T] he Adams batter y w as . . . nonobvious.  As we  ha ve 
se en, the  oper ating char acter istic s of the  A dams batte ry ha ve be en shown to have bee n
unexpec te d a nd to have  f ar surpa ssed then- existing w et ba tteries.”  U nited States v. Adams,
383 U.S. 39, 51 ( 1966) .  The Feder al Circuit ha s held “a finding of  ‘ une xpected re sults’ to be 
ta ntamount to a f inding of nonobviousne ss.”  Hoga nas A B v. Dre sser Indus., Inc., 9 F.3d 948,
954 n.28 (Fe d. Cir. 1993).  I nve ntions are , the re for e, by lega l def inition, une xpe cted events
(a mong other  things, of course).  The  implementing r egula tions of the  Ba yh-Dole  Ac t, by
excluding the “unexpec te d,”  seem to e xc lude exa ctly that which they might other wise
re gulate; that is, the y see m to re gulate the  Ac t out of muc h of its r ele va nce .

138. Inde ed, a  pa te nt ca nnot be obtaine d if the  innova tion “would have bee n obvious
at the time the invention w as ma de  to a  pe rson ha ving ordinary skill.”  35 U.S.C.A . § 103(a) .
Ther efore , nonobvious, unexpe cte d, unplanned events ar e pre cisely the  events that furnish the
substance  of  pate ntable inventions.

139. Se e Pre sle y v. Etowa h County Comm’n, 502 U .S. 491, 508 (1992) (“D ef ere nc e
does not mea n acquiesc ence.  As in othe r c ontexts in w hic h we de fer  to a n administra tive
inte rpr etation of  a  statute , we do so only if Congre ss ha s not e xpr essed its intent with respe ct
to the question, and the n only if the  a dministr ative  inte rpretation is r ea sonable.”) .

140. Se e supra note 99 a nd ac compa nying text.
141. It should be  note d tha t if an Ac t rec ipient obtains a patent a nd is subjec t to the 

Ac t, any lic ensing to comme rc ial e ntities would be simila rly subjec t to the A ct, since the
pa te nt under  w hic h both par ties ar e ope rating must, at le ast legally, be ar  the Act’s le ge nd and
thus be  subjec t to mar ch-in r ights.  Se e 35 U.S.C. § 202( c) (6)  ( 1994)  (r equir ing tha t patent
applica tions f or subje ct inve ntions c ontain, on “ the  spec if ica tion of  such applica tion and a ny
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In Burroughs Wellcome Co. v. Barr Laboratories, Inc., the
Federal Circuit held that an invention is conceived as soon as someone
has the idea of the invention, even if no work has been performed to
test its practicability.142  The inventor, however, need not know that the
invention will work nor obtain any experimental data to demonstrate
its workability.143  It follows that if an invention is conceived as soon
as someone has a bare, untested idea, the provisions of the Bayh-Dole
Act are likely to apply to most inventions made with, or perhaps only
even associated with, government funding.  Thus, when a company
purchases a recipient’s intellectual property rights, it cannot claim that
it is doing the inventive work.  Under Burroughs Wellcome, if the
recipient had a bare, untested idea while receiving government funds
(and most will have done far more than that), any resulting patent
obtained by commercial transferees must bear the Bayh-Dole legend
and is subject to march-in rights.144

Because the Act is aimed at the resulting patent and the
Burroughs Wellcome decision moves the date of conception of a
subject invention to a much earlier point in time, the Act will apply to
far more commercial transferees of patent rights than it would have
                                                                                                            
pa te nt issuing ther eon, a sta tement spe cif ying that the invention w as ma de  with Gove rnment
support a nd that the G overnme nt ha s c er tain rights in the  inve ntion”) .  Pe rha ps the most
importa nt aspe ct of  the Bayh- Dole Act, the re for e, is that the Ac t a nd its rea sonable  pr ic ing
re quire me nt attac h not to the  contrac tor, but to the  inve ntion itse lf , no matte r w ho might
eventua lly obtain a  pa te nt upon it.

Thus, w hile it might a ppear  to a  c ommer cia l entity tha t it could buy the  r ights fr om a
re cipie nt, e specially if  the rec ipient agre es not to pursue the  pate nt itse lf, the Ac t c le arly sta te s
that a pa tent resulting from a r ec ipient’s r ese ar ch, r ather  than a pa tent obtained by a  r ecipient,
is subjec t to the  A ct.  Se e id. §§ 201(e ), 202(c )( 6), 203( 1) .  It ne ve rtheless a ppe ar s, though
this would have to be confirmed by further  r ese ar ch and per haps litigation, tha t many
contrac tors tr ansfe r the ir re sea rc h prior to the patent a pplic ation.  This is not so much a
violation of  the la w a s it is what should be  he ld to be a  lega lly unsucc essful attempt to evade
it.  Howe ver , bec ause the governme nt ha s given itself only sixty da ys in w hic h to ac t, these 
atte mpts at evasion ma y be pr actic ally, if  not le gally, e ffe ctive .  Se e 37 C.F.R. § 401.14( d)( 1) 
(2000) (r equir ing that the gover nment take  a ction within sixty days of lea rning of  the fa ilure 
of  a  contrac tor to disclose  a n invention or to elect title to it).

142. Se e 40 F.3d 1223, 1227- 28 (Fed. Cir. 1994).
143. The Feder al Circuit ha s def ined “c onc eption”  in such a  wa y tha t not only w ill a 

“w ild gue ss”  qualif y, but it can be so w ild tha t e ve n a n inventor  might rejec t it as be yond the 
limits of  sc ie ntific possibility:

Thus, the  te st for conce ption is w hethe r the  inve ntor had a n ide a tha t w as de finite
and per ma nent enough tha t one  skilled in the  ar t could unde rstand the  inve ntion
. . . .

But an inventor nee d not know  that his invention will wor k for  c onc eption
to be c omple te . . . .

. . . A n inventor ’s be lief that his invention w ill w or k or his r easons f or 
choosing a par tic ular approac h a re  ir re levant to conce ption . . . .

Id. a t 1228.
144. Se e supra note 99 a nd ac compa nying text.
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prior to Burroughs Wellcome.  Almost any research performed by a
recipient that results in conception, however untested or apparently
impractical, will give rise to a resulting patent under the Act, no matter
who might later apply for the patent.

There are undoubtedly many such pharmaceuticals now on the
market that should be subject to the Act but lack the Bayh-Dole
legend.  These include drugs patented by Bayh-Dole contractors as
well as those patented by manufacturers for which the rights to the
underlying research or even mere conceptions were purchased or
licensed from Bayh-Dole contractors.  These also include drugs based
on an idea, qualifying under Burroughs Wellcome, that an employee of
the funded contractor took with him or her to a new employer such as
a drug manufacturer.145

V. THE LEGISLATIVE HISTORY OF THE BAYH-DOLE ACT

A. Overview

Many of the controversial issues that currently surround public-
private combinations were first discussed in the congressional hearings
when the Bayh-Dole legislation was considered in the late 1970s.146

For example, many in favor of the legislation expressed fears that a
slump in American innovation threatened the nation’s well-being.147

There were also complaints about confusing and contradictory policies
among various federal agencies.148  Proponents noted that contractors
must balance the benefits of receiving federal R&D assistance with the

                                                
145. This is beca use the  statute  r equir es only that conce ption occur dur ing the  fe de ral

contrac t.  Se e 35 U.S.C. § 201( e)  (“ The ter m ‘ subje ct inve ntion’ mea ns any invention of the 
contrac tor conc eiv ed or fir st ac tually reduc ed to pr ac tic e in the per for ma nce  of w or k under a
funding a gre ement.”  (e mphasis adde d)) .  Unde r Burrough Wellc ome , of  cour se, c onc eption
ca n be the w ildest of guesses.  Se e supra note 143 a nd ac compa nying text.

146. Se e infra notes 175-227 a nd ac compa nying text.
147. One author  obse rved that Congre ss sought to

ensure effe ctive  transf er and c ommer cial de velopment of discove rie s tha t would
othe rwise  la nguish in gover nment a nd unive rsity a rchives.  It would r einvigor ate
U.S. industr y by giving it a fre sh infusion of ne w ide as that would e nha nc e
pr oductivity a nd cr eate new  jobs. And it w ould ensur e tha t U.S.- sponsore d
re se arc h discover ie s w er e develope d by U.S. fir ms, r ather  than by f or eign
competitors who had too often come  to domina te world markets f or  pr oducts based
on technologie s pionee re d in the  U nited States.

Eise nbe rg, supra note 43, at 1664-65; se e 1978 Hearings, supra note 131, at 575 (stateme nt
of  D ona ld R. D unner , e sq., on be ha lf of  the Am. Pate nt La w Ass’n).

148. Se e 1979 Se nate Sc i. He arings, supra note 46, at 216, 220 (te stimony and
stateme nt of  Pete r F. Mc Closkey, President, Ele c. Indus. Ass’n); 1978 He arings, supra note
131, at 572 (stateme nt of  D ona ld R. D unner ).



2001] ENFORCING DRUG PRICE CONTROLS 657

need to protect the investment of the company’s shareholders.149  The
lack of a clearly defined mechanism for licensing government-owned
technology was also cited as a purported reason for bureaucratic
delays.150

In addition, burdensome patent policies were another barrier to
innovation and increased competition.151  Witnesses noted that fewer
than 5% of the 28,000 government-held patents had been licensed in
1979.152  A Justice Department analysis concluded that federal patent
policy did not properly benefit public investment because government-
funded inventions were inadequately commercialized.153  However,
one knowledgeable witness said that those kinds of conclusions were
completely unfounded and insupportable and that the very nature of
government patents—which were freely available without
policing—made it impossible to know utilization rates.154  Penicillin
was cited as evidence of industry’s reluctance to commercialize
products for which patents and title are not available for private
ownership.155  In that case, for eleven years prior to World War II, the
federal government tried to make penicillin available to industry, but
no company was willing to commercialize it.  The war forced the
government itself to develop penicillin.156  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.157

Opponents of the Bayh-Dole Act questioned the need to provide
an automatic exclusive license.  Witnesses from private industry,
Congress, and government agencies testified that even without an

                                                
149. Se e 1979 Se nate Sc i. He arings, supra note 46, at 217, 220 (te stimony and

stateme nt of  Pete r F. Mc Closkey) .
150. Se e id. a t 216-22.
151. Pate nt Polic y:   J oint He aring Be fore  the S. Comm . on Com merc e, Sc i., & Transp.

& the S. Com m. on the Judic iary, 96th Cong. 458- 60 (1980) [here inafter  1980 Joint H earing]
(sta tement of Hon. Bir ch Ba yh, U .S. Senator, Ind.).

152. S. REP . NO. 96- 480, at 2 (1979).
153. 1980 House G ov ’t Operations H earings, supra note 46, at 95-96 ( state me nt of 

Ky P. E wing, Jr., D eputy Assista nt Attorne y Gen., Antitrust Div., U .S. D ep’t of  Justice ).
154. Se e id. a t 79 (statement of A dm. H .G . Ric kover ); 1979 Se nate Judic iary

He arings, supra note 46, at 159 (sa me ); 1977 Se nate Sm all B us. H earings, supra note 46, at
3 (same ).

155. Se e 1979 Se nate Judic iary He arings, supra note 46, at 146- 47 (testimony of D r.
Be tsy A nc ker -Johnson, Vice Pr eside nt, G en. Motors, E nvtl. A ctivitie s Sta ff) .

156. Se e id. a t 179 ( testimony of Fr ede rick N. Andr ews, Vic e Pre sident for  Rese ar ch,
Purdue Univ.).

157. Governme nt Patent Polic y:  H earings Be fore  the Subcomm . on Dom estic  & Int’ l
Sc ie ntific P lanning & Analy sis of the  H ouse Com m. on Sci. & Te ch., 94th Cong. 723 (1976)
[her einaf ter  1976 He arings] (testimony of N or man J. L atker , Patent Counse l, HE W) .
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exclusive patent, federal dollars and the sharing of scientific
information were reward enough.158  Representative Jack Brooks
(Texas), perhaps the harshest critic of the proposed legislation,
expressed doubts that granting an exclusive license to industry after
paying to develop a patentable invention was an incentive to
commercialize.159  Admiral Hyman G. Rickover, then a Deputy
Commander for Nuclear Power for the United States Navy, feared that
the legislation would concentrate economic power in the hands of
large corporations and, contrary to its stated purpose, hurt small
businesses.160  Representative Brooks, in fact, suggested that
government patents be “put up for competitive bid,” allowing both big
business and small businesses the opportunity to obtain such patents.161

The legislation was repeatedly called a $30 billion “giveaway.”162

Senator Russell Long (Louisiana) testified that the public would have
no access to the results of the research it had paid for and would not
know whether products were being fairly priced.163  He called the bill
“deleterious to the public interest.”164  He further stated that there was
“absolutely no reason why the taxpayer should be forced to subsidize a
private monopoly and have to pay twice:  first for the research and
development and then through monopoly prices.”165

Representative Brooks criticized the use of march-in rights as the
primary mechanism for protecting the public interest:  “The
Government does not use its march-in rights one in a million times. . . .
I think that is a paper tiger.  I think we can forget [march-in rights] as a
realistic protection for the public.”166  Brooks’s statement proved
prophetic—the NIH has never exercised its march-in rights.167  An
                                                

158. Se e generally 1980 House G ov ’t Operations H earings, supra note 46, at 49-137
(sta tements of  Hon. Ja ck Br ooks, H on. Frank Hor ton, Adm. H.G. Rickove r, Hon. John D.
Dingell, and Ralph Nader ).

159. Id. a t 54.
160. Id. a t 74- 83 (sta tement of Adm. H.G . Ric kover ).
161. Id. a t 56.
162. Se e id. a t 99 (testimony of K y P. Ew ing, Jr.); 1979 Se nate Sc i. He arings, supra

note  46, at 401 (stateme nt of  A dm. H .G. Rickover) ; 1977 Se nate Sm all B us. H earings, supra
note  46, at 233 (stateme nt of  H on. Russell B. Long, U.S. Se na tor , La.).

163. Se e 1980 Joint He aring, supra note 151, at 463- 65 (statement of H on. Russell B.
Long).

164. Id. a t 464.
165. Id.
166. Se e 1980 House  Gov’ t O perations H earings, supra note 153, at 55.
167. Not only has the NI H never exerc ised its mar ch- in rights, but the only time it wa s

aske d to do so by a  pr ivate  party, in the Ce llPro litiga tion, it r ef use d.  Se e infra text
ac compa nying note s 294-313  There  a re some re por ts that “the  NI H has on occ asion
thre ate ne d to use  ‘ mar ch in’ rights w ith some positive  re sults.”   Underreporting F ederal
Involve me nt, supra note 105, at 101 (stateme nt of  W endy Baldw in) .  Howe ver , the re  is no
re cord of  any gover nme nt agency ever ac tua lly e xe rcising those  r ights.
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alternative was to create a Patent Board to exercise march-in rights,
rather than vesting that responsibility with the federal agency, another
idea that current debates have echoed.168

A Department of Justice review of the pending legislation
highlighted the need for government patent policy to offer “adequate
protection of the public’s equitable interest in inventions that result
from government funding,” once the inventions are commercialized.169

Early versions of the bill included a payback provision that was
supported, at least in principle, by most witnesses.170  It required the
licensee to compensate the government for any profits from a
successful invention.171  The bill would also have given the
government 15% of any gross annual income above $70,000 that a
contractor obtained from licensing an invention.172  In addition, it also
would have granted the government 5% of all income above one
million dollars that the contractor made from sales of products using
those inventions.173  Ultimately the legislation did not contain a
mechanism for ensuring a financial return on government investment.
However, it did preserve the “march-in” mechanism that would, if
enforced, effectively achieve the same goal of providing taxpayers
with some benefit:  a requirement that the products of these inventions
be sold to the public at reasonable prices.174

B. March-in and Its Focus on Competition, Profits, and Prices

Congress’s concern with march-in rights focused exclusively on
maintaining competitive conditions, controlling profits, and doing so
through price control.  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.  The so-called government equities were not adequately
protected by the government’s “free and irrevocable license,” which
was “not always sufficient to protect the public interest.”175  This

                                                
168. Se e 1976 He arings, supra note 157, at 785 (stateme nt of  W illia m O .

Quesenber ry, Pate nt Counsel, Dep’t of  the Na vy) .
169. Se e 1980 House  Gov’ t O perations H earings, supra note 46, at 97 ( testimony of

Ky P. E wing, Jr.) .
170. S. REP . NO. 96- 480, at 8- 10, 25-26 (1979).
171. Id. a t 9.
172. Id.
173. Id.
174. Se e 35 U.S.C. §§ 201(f ), 203(1)( a) (1994).
175. 1 SUB COMM. ON DOM ES TIC  & INT’L SCIENTIF IC  PLANNING & ANALYSIS  OF THE

HOUSE COM M. ON SCI. & TEC H., 94TH CONG., BAC KGROUND MATERIALS  ON GOVER NMENT
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shortcoming was sometimes characterized as “the public’s need for
competition in the marketplace,” which could be protected only by
march-in rights.176  There was a strong notion of public desert in the
hearing testimony.177  Congress uniformly viewed march-in rights as
the mechanism (along with recoupment provisions) to protect the
public.178  “If an invention is of actual commercial importance,”
testified Donald R. Dunner, representing the American Patent Law
Association, “there is actual and real market incentive for ‘march-in’
rights to protect the public interest.”179

But there was strong industry resistance to any kind of
revocability or march-in provision, though noticeably less resistance to
recoupment or payment of royalties.180  “Revocability of a contractor’s
patent rights is an area of considerable concern to many businessmen,”
said one witness.181  “It is not a good concept that government should
go into competition with private enterprise,” voiced another.182  “It is
not a proper function of government . . . . Under socialism, the
government owns the essential means of production . . . .  Under
capitalism production and distribution is privately owned.  We firmly
believe this is the best way.  It is more efficient, [and] it provides us

                                                                                                            
PATENT POLIC IES :  T HE OWNER SHIP OF INVENTIONS  RES ULTING FROM FEDER ALLY FUNDED

RES EARCH AND DEVELOPM ENT 1 ( Comm. Pr int 1976) [here inafter  BAC KGROUND

MATERIALS ].
176. 1976 He arings, supra note 157, at 666 (Re port by Ta sk Forc e N o. 1 of  Study

Gr oup N o. 6 of  the Comm’ n on Gov’t Pr oc ure me nt on the Alloc ation of  Rights to I nve ntions
Ma de  in the Pe rformanc e of Gov’t Rese ar ch and D ev. Contra cts a nd Gr ants) .

177. 1977 Se nate Sm all B us. H earings, supra note 46, at 189- 95 (statement of John H .
Shenefield, Assista nt Attor ne y G en., Antitrust Div., D ep’ t of Justice ).

178. Id.
179. 1978 He arings, supra note 131, at 597 (stateme nt of  D ona ld R. D unner ).
180. In f act, the  legislative  history indica tes that the fa ct that royalties, c ash payments,

or  r ecoupments would simply be a bsorbed into the cost of fe der ally funde d inventions is a t
le ast one  re ason why the y w er e delete d from the  Bayh-D ole  A ct.  Tha t lends support,
ther efore , to the  c onc lusion tha t the  A ct wa s c oncer ne d w ith price contr ol, not just
re imbur se ment.  I t is also ea sie r to under stand w hy the pha rma ce utica l industry ha s favor ed
roya lties—be ca use  their cost can simply be  passed along to consumer s.  Se e S. REP . NO. 96- 
480, at 30 ( 1979)  ( showing that the original ve rsion of the  Ac t inc luded a  “paybac k” 
pr ovision); Governme nt Patent Polic y Act of 1980:  H earing on H.R . 5715 Before  the
Subc omm . on Sc i., R ese arch & Tec h. of the House  Comm . on Sc i. & Tec h., 96th Cong. 79
(1980) (supple ment to the testimony of Cha rles H. He rz , G en. Counse l, Na t’ l Sci. Found.)
(noting the Na tiona l Scienc e Foundation’s opposition to the  inclusion of  the gover nment
re coupment provision in the  A ct) ; 1979 Governme nt Patent Polic y H earings, supra note 11,
at 22-23, 59 ( sta te ments of  D ona ld R. D unner  and Edw ar d J. Bre nner, President, Ass’n for
the Advancement of Invention and I nnova tion)  (objecting to the  inclusion of the  pa yback
pr ovision in the le gisla tion) .

181. Se e 1976 He arings, supra note 157, at 173 (stateme nt of  Char le s S. Haughey,
Pa te nt Counsel, H ughes A irc ra ft Co.).

182. Se e id. a t 397 ( sta te ment of L. Le e Humphrie s in supplemental ma te ria l submitte d
by Char le s S. Haughey) .
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with more freedom.”183  A third stated, “[I]ndustry does not like either
the concept of a revocable license or the ‘march-in’ rights, and views
them with great suspicion.”184  A university representative testified, “I
have always been a little concerned with that provision frankly,
because it could be an arbitrary decision . . . .  I would hope . . . that an
appropriate hearing would be given.”185  Another witness said that
march-in rights would effectively kill the bill:  “I think that the whole
concept of march-in rights is a disincentive. . . . I think that [the bill]
would be much more likely to achieve its goals if the march-in rights
were deleted.”186  Finally, there was resistance not only to march-in
rights but to the terms used to define the triggering events:

Any march-in rights should only be exercisable by the Government
after a full and complete hearing before an impartial arbitor based on
clear and convincing evidence and should be limited to requiring the
Contractor to grant non-exclusive licenses . . . . March-in rights which
do not provide effective due process . . . or extend beyond the granting
of non-exclusive licenses are highly objectionable and would serve as a
disincentive . . . .  Likewise, the circumstances under which the rights
can be exercised must be precisely defined and avoid such vague terms
as “welfare” and the like.187

The language that so threatened industry was obviously the
requirement for “reasonable terms” in the Bayh-Dole Act and its
predecessor bills.  The 1963 Kennedy Memorandum on patent policy
required “licensing on reasonable terms.”188 The Nixon Patent Policy
Statement of 1971 tied march-in rights to whether an invention is
“being worked and . . . its benefits are reasonably accessible to the
public.”189  An industry-sponsored alternative bill interestingly
embraced the language “reasonable terms and conditions” but required
“resort to the Federal Courts by either the Contractor or members of
the public” in case of a dispute.190  Notwithstanding these objections,

                                                
183. Se e id.
184. Se e id. a t 435 ( sta te ment of Ja mes E . D enny, A ssistant G en. Counse l f or  Pa te nts,

U.S. Ener gy Re sea rc h & D ev. A dmin.).
185. Se e 1978 He arings, supra note 131, at 397 (te stimony of  H owa rd W. Bremer ).
186. Se e 1980 Joint H earing, supra note 151, at 523- 24 (testimony of Robert B.

Be nson, D ir., Patent D ep’t, A llis- Cha lmers Corp.) .
187. Industrial I nnovation and P atent and Copyright Law A me ndm ents:   Hearings on

H.R. 6033, H .R . 6934, H.R. 3806, and H.R. 2414 Be fore  the Subcomm . on Courts, Civil
Liberties & the A dm in. of J ustic e of the H ouse Comm. on the  Judiciary , 96th Cong. 161
(1980) (statement of D onald R. D unner , Pre sident, Am. Patent L aw  Ass’ n).

188. 1 BAC KGROUND MATERIALS , supra note 175, at 6.
189. Se e id. a t 10, 14-16 (emphasis added).
190. Se e 1976 He arings, supra note 157, at 103 (stateme nt of  Franz O. Ohlson, Jr .,

Ae rospa ce  Indus. Ass’n of A m., I nc .).
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existing agency regulations already defined the practical application to
require that the invention be “reasonably accessible to the public.”191

In fact, from as far back as at least 1968, a government report had
urged march-in rights triggered by a failure to license the invention
“on reasonable terms.”192

While proposals for recoupment, repayment, or royalty
provisions in the Bayh-Dole Act were eventually abandoned (in fact,
industry has often suggested cash payment and royalties as an
alternative to price regulation193), march-in rights were preserved, with
their requirement that practical application—defined as availability to
the public on “reasonable terms”—be achieved.194  There was never
any doubt that this meant the control of profits, prices, and competitive
conditions.  There are countless references in the legislative record to
the need to maintain competitive market conditions through the
exercise of march-in rights.195  One witness, summarizing the goals of
a uniform federal patent policy, asserted that a “primary object[] of
such a policy should be to . . . insure that patent rights in such
inventions are not used for unfair, anticompetitive or suppressive
purposes.”196  A Senator testified before a House subcommittee that
“[t]he policy should foster competition and prevent undue market
concentration.”197  A Senate witness favored march-in “where the
contractor is misusing the invention to the detriment of competitive
market forces.”198  An Assistant Attorney General in the Antitrust
Division said, “‘[M]arch in’ provisions should help assure that the
availability of exclusive rights . . . does not disrupt competition in the
marketplace.”199

                                                
191. Se e id. a t 256 ( Armed Se rvs. Pr ocure ment Regulation 7- 302.23( a) (1975)) ; id. a t

971 (Appe ndix I, Attac hment 2 to L etter  of  Frank A. Lukasik, describing pr opose d D ep’t of 
the Inter ior  Regula tions).

192. 2 BAC KGROUND MATERIALS , supra note 175, at 196.
193. The Federal Gov ernme nt’ s Inv estme nt in New Drug Re searc h and De ve lopme nt: 

Are We Ge tting Our Money ’s Worth?  H earing Before  the S. Spec ial Comm . on Aging, 103d
Cong. 145-46 ( 1993)  [her einaf ter  1993 Se nate Investm ent H earing] (statement of G eorge  B.
Ra thmann, Pr eside nt & Chief  E xec utive  O ffice r, Ic os Corp.).

194. Se e 1 BAC KGROUND MATERIALS , supra note 175, at 6.
195. Se e 1993 Se nate Investm ent H earing, supra note 193, at 132- 39 (statement of

Ge ra ld J. Mossinghoff, President, Pha rm. Mfr s. Ass’n).
196. 1979 Se nate Judic iary He arings, supra note 46, at 184 (te stimony of  Freder ick

N. A ndr ew s, Vice Pr eside nt for Resear ch, Pur due  U niv.) .
197. 1979 Gov’ t P atent P olicy  He arings, supra note 11, at 6 (statement of H on.

Ha rr ison H. Sc hmitt).
198. Se e 1979 Se nate Sc i. He arings, supra note 46, at 150 (additiona l c omments of 

Ja me s E . Denny).
199. 1980 House G ov ’t Operations H earings, supra note 46, at 102 (te stimony of  K y

P. E wing, Jr .) .
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Profits and unfair profiteering were a key topic in the debate over
march-in rights.  March-in rights were designed to prevent “windfall
profits,” about which there was much discussion.200  The Senate
committee overseeing the Bayh-Dole Act wrote in its Report, “The
agencies will have the power to exercise march-in-rights to insure that
no adverse effects result from retention of patent rights by these
contractors. . . .  Although there is no evidence of ‘windfall profits’ . . .
the existence of the pay back provision reassures the public . . . .”201  A
witness testified, “The ‘march-in’ rights were developed to address
issues of windfall, suppression and detrimental effects . . . to
competition.”202  One witness tried to reassure Congress, saying,
“‘Windfall profits’ do not result from contractors’ retaining title to
such inventions.”203  Another said, “[T]he Government will prevent the
contractors from enjoying windfalls of commercial benefits from
inventions paid for by the Government . . . .”204  One industry witness
tried to dismiss the very notion of windfall profits:  “I had something
in my statement about the windfall profits,” he said, “which we hear
all the time, is [sic] bad.  I think that’s a very misleading thing.  When
you look at what is accomplished if [an unused technology becomes]
successful[,] . . . the rewards to the general public, the citizens, is [sic]
tremendous.  They have something which they never had before.”205

Beyond the concerns with competition and windfall profits,
pricing concerned Congress the most.  If anything, march-in rights
would prevent owners of exclusive rights from gouging the public
through unregulated prices.  One witness stated:  “[T]here seems to be
little disagreement on the objectives of a good patent policy for
government procurement. . . . [A] policy is in the public interest if . . .
[i]t promotes efficiency in the economic system by providing the
consumer with the goods and services he requires at the lowest
possible prices.”206  One witness said an independent Board should
ensure that government inventions are “commercially available to
adequately fulfill market demands and at a reasonable price.”207  The
                                                

200. Se e, e.g., S. REP . NO. 96- 480, at 30 (1979).
201. Id.
202. 1979 Governme nt Patent Polic y H earings, supra note 180, at 16 ( sta te ment of

Ja me s E . Denny).
203. Id. a t 92 (statement of E dw ard J. Bre nne r) .
204. 1979 Se nate Sc i. He arings, supra note 46, at 34 ( sta te ment of R. Te nney

Johnson).
205. 1980 Joint H earing, supra note 151, at 524 (te stimony of  Robe rt B. Benson).
206. 1976 He arings, supra note 157, at 387 (emphasis added) ( supplemental ma te ria ls

submitted by Char le s H . Haughey) .
207. Id. a t 785  (emphasis added) ( supplemental ma te ria ls of  W illia m O .

Quesenber ry) .
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Board would decide if “commercial authorization” to others was
appropriate based on whether:  “(1) Commercial utilization has lapsed;
(2) Market demands are not met; (3) Market price is unreasonable; or
(4) Royalty rate is unreasonable.”208  One of the stars of the hearings
(he testified at virtually all of them) was Admiral Hyman G. Rickover,
who said that “[t]he public has been greatly overcharged for many
years [for] drugs.”209  He was then questioned by Benjamin Gordon, a
consultant to the Committee on Small Business:  “When a
Government agency . . . gives away patents resulting from
Government-financed research, . . . it does not take any steps to insure
that the contractor does not charge exorbitant prices to the public?”210

Admiral Rickover responded, “That is correct.”211

Mr. Gordon expressed palpable concern over pricing, saying,
“The patent, the whole idea of a patent is to restrict the use.  If you
restrict the use, you can control the prices and the profits.”212  An
industry spokesperson was no less candid about the centrality of prices
in triggering march-in rights.  He stated, “[I]f [a contractor] fails to
supply the market adequately at a fair price, then there is reason for
requiring it to license both the background patents and the patents
stemming from the contract work.”213  A centerpiece of the hearings
with respect to march-in rights and pricing was the story of a
contractor who had balked at the march-in provisions in an EPA
contract.214  Patrick Iannotta, President of the contractor Ecolotrol,
Inc., recounted the events whereby the company did not receive a
patent waiver because it would not agree to an EPA demand that it
make the invention “available at terms reasonable under the
circumstances.”215  Iannotta stated:

[W]e as a small company were unable to obtain from the
Environmental Protection Agency the . . . patent rights . . . .

. . . One of the things that I’m not sure you’re aware of is the primary
reason we turned down the EPA grant. . . .  [W]e would have been

                                                
208. Id. ( empha sis a dded) .
209. 1977 Se nate Sm all B us. H earings, supra note 46, at 3 (e mphasis added)

(sta tement of Adm. H.G . Ric kover ).
210. Id. a t 4 ( empha sis a dded)  ( sta te ment of Be nja min G or don, Consulta nt to the

Comm. on Sma ll Bus.).
211. Id. ( state me nt of  Adm. H.G. Rickove r) .
212. Id. a t 192 ( empha sis a dde d)  (sta tement of Benja min G ordon).
213. 1979 Governme nt Patent Polic y H earings, supra note 11, at 48 ( sta te ment of

Ha rr y F. Manbe ck, Jr., G en. Pate nt Counsel, Gen. Ele c. Co.) .
214. Se e id. a t 209 ( cor re spondenc e submitte d by Pa trick J. I annotta, President,

Ec olotr ol, I nc .).
215. Id.
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forced to agree to a march-in rights clause which I thought was
confiscatory . . . .

. . . Now, the march-in provision was such that we had to make the
invention reasonably available, whatever that meant, at a reasonable
volume, whatever that meant. . . .

. . . .

. . . The problem is the Government says it shall be “reasonably
available.”  What is “reasonably available” today to one administrator
may be “unreasonably unavailable” to some other administrator . . . .

. . . .
On the question of march-in rights, I don’t have a particularly

difficult problem with the subject inventions.  I think the key has to be
this:  The small businessman or large businessman or whatever, has to
have an irrevocable license. . . .

. . . .

. . . The best argument ever given to me why I should not disagree
with subject inventions or march-in provision is that they are never
used.  I said, if they are never used, then take them out of the
contract.216

But even that sympathetic tale was not enough, perhaps because,
once more, Admiral Rickover’s sharp tongue apparently convinced
Congress, or at least the Committee, that pricing was key.  Admiral
Rickover asked if it were wise “to exercise monopoly rights over the
distribution, use, and pricing of the results for 17 years?”217  In
response, Senator Long rhetorically inquired, “Is this bill providing a
limitation on just how much the successful contractor can charge the
public for what the public has already paid for? . . . Is there any
limitation in this proposal as to how much he could charge the public
to have the benefit of what the public had already paid for when they
paid for the research?”218  Some time later, Admiral Rickover was in
the House, dramatizing the importance of price control:

Imagine the public furor that would ensue if, under the terms of this
bill, a contractor . . . developed at public expense a major breakthrough
. . . .  Is it proper for that company to be able to exercise monopoly
rights over the distribution, use, and pricing of the results for 17

                                                
216. Id. a t 169-71 ( state me nt of  Pa tr ick J. I annotta ).  E xhibits attac he d to Iannotta ’s

te stimony de monstra te that the issue wa s one  of  pric e.  I n a letter  to the  EPA, he  had wr itten,
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ca n do almost as we ll in the bank. . . .  [W ]ha t would tr igger  such pate nt clause
re ne gotia tions[?]   . . . Domination of the  industry?   Five hundr ed million dollars in a nnual
sa le s?”   Id. a t 205 ( cor re spondenc e submitte d by Pa trick J. I annotta) .

217. 1979 Se nate Sc i. He arings, supra note 46, at 389 (emphasis added) ( state me nt of 
Adm. H.G. Rickove r) .

218. Id. a t 392 ( empha sis a dde d)  (sta tement of Hon. Russe ll B. Long).
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years—mind you, where the Government has paid for it?  I think
not. . . .

. . . .

. . . The bill provides that if a contractor who holds title to a
Government-financed invention fails to develop and promote it, or
creates a situation inconsistent with the antitrust laws, the Government
can force widespread licensing or revoke the Contractor’s patent or
license.219

Congress, of course, insisted on march-in rights, but it is just as
revealing to observe what Congress did not do.  The price-control
mechanism of the Bayh-Dole Act lies in its definition of “practical
application,”220 and Congress was urged to redefine that term to
dispense with the price requirement.221  Peter F. McCloskey, President
of the Electronic Industry Association, stated that “[t]he definition of
‘practical application’ appears too stringent.  We would suggest a
rewrite to indicate that ‘application’ means . . . ‘that the invention is
being worked or that its benefits are available to the public either on
reasonable terms or through reasonable licensing . . . .’”222  The “or” is,
obviously, crucial.  That Congress refused McCloskey’s rewrite and
maintained a march-in provision that is triggered upon failure to work
and reasonable price is perhaps the most telling fact of all.

Judging from the relevant testimony, the reasonable pricing
requirement is an open secret, meaning that Congress acknowledges
its presence, but the government seldom enforces it.  In the latest
congressional term, Representative Sanders offered an amendment to
an appropriations bill, H.R. 4577, that forbade the use of funds for
licensing government patents except in accord with the reasonable
pricing provisions of 35 U.S.C. § 209, the section of the Bayh-Dole
Act applicable to license, rather than title, transfers.223  The
congressional debate over the Sanders Amendment was explicitly
addressed to the existing reasonable pricing provisions and cited the
Bayh-Dole Act’s requirement of “reasonable terms” time and again.224

In fact, the text of the amendment was quite explicit in citing,
parenthetically, the “reasonable terms” provisions:
                                                

219. 1980 House G ov ’t Operations H earings, supra note 46, at 79 ( empha sis a dde d) 
(sta tement of Adm. H.G . Ric kover ).
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(1994) (e mphasis added).

221. 1979 Se nate Sc i. He arings, supra note 46, at 221 (stateme nt of  Pete r F.
Mc Closkey).

222. Id. (e mphasis adde d).
223. 146 CONG. REC . H4291 ( da ily e d. June 13, 2000).
224. Id. a t H4291-93.
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None of the funds made available in this Act for the Department of
Health and Human Services may be used to grant an exclusive or
partially exclusive license pursuant to chapter 18 of title 35, United
States Code, except in accordance with section 209 of such title
(relating to the availability to the public of an invention and its benefits
on reasonable terms).225

Actually, the debate was more in the nature of legislative theater, or
even circus, because there was no argument about the import of the
reasonable terms language.226  What was being debated was an
amendment that did not impose new requirements but instead simply
demanded that existing law be respected.227

VI. THE ROLES OF GOVERNMENT, ACADEMIA, AND INDUSTRY

One of the complexities of assessing and, especially, policing the
equity of technology-transfer legislation in particular, and public-
private combinations in general, is the substantial confusion over the
appropriate roles of government, academia, and industry.  Conflicting
interests and clashing organizational cultures may complicate the
effective implementation of public-private combinations.

                                                
225. Id. a t H4291.
226. Id. a t H4291-93.
227. In making the following sta te ment, Congre ssman Sander s did not eve n pre te nd

that what he  w as offe ring was a nything diffe re nt than what curre nt la w requires:
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enforce me nt of  the existing Bayh-D ole  statute:

In a nothe r demonstr ation of  the significance  of  the issue  to law maker s, the
House today overw he lmingly pa sse d legislation offe re d by Repre senta tive Ber na rd
Sa nders, a V er mont Independent, that would r equir e “ re asona ble  pric ing” on dr ugs
de ve loped through c ollabora tion be twe en the National I nstitute s of He alth and
phar mac eutic al companies.

The legislation, a response  to c ha rge s tha t drug compa nie s are  over charging
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Robe rt Pe ar, In P olicy  Change, H ouse Republic ans Call for Governme nt Guarantee of Drug
Be ne fits, N.Y. T IM ES , June 14, 2000, at A25.
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Historically, universities have placed greater emphasis on basic
science and the pursuit of knowledge than on the practical application
of scientific discoveries.228  However, from the 1920s through the early
1940s, cooperation between academia and industry began to grow,229

despite the disdainful view that many academics had of faculty
members who collaborated with industry.230  This disdain began to
dissipate as academic inventors themselves sought to commercialize
their research by seeking patents and licenses for university research
results, beginning on a large scale with the establishment of the
Wisconsin Alumni Research Foundation in 1925.231

The Bayh-Dole Act has undoubtedly spurred these collaborative
activities between universities and private enterprises.  Since the
1980s, there has been a dramatic increase in collaborations between
academic scientists, who still receive a substantial portion of their
funding from the government, and industry.232  This reflects a
slowdown in the growth of federal support for health-related research,
which has been caused by national policy shifts and the growth in
universities’ commitments to commercialize their own research
themselves.233  Increasingly, universities have started their own for-
profit companies.  In one notable case, a university, along with its
individual members of the Board of Trustees, the university president,
and members of the faculty, owned equity in a company.234  According
to one recent study of 800 biotechnology faculty members at forty
research universities, 47% consulted with industry, nearly 25%
received industry-supported grants and contracts, and 8% owned
equity in a company whose products were related to their research.235

Perhaps more troubling was the finding that 30% of those with
industry funding said that their choice of research topics was
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influenced by their perceived commercial potential; only 7% of those
without industry support were likewise influenced.

In a survey of thirty-five universities with the largest grants from
the NIH and the National Science Foundation (NSF), the GAO found
that thirty-four had technology licensing offices; by contrast, only
twenty-two had established such offices before 1980.236  During fiscal
years 1989 and 1990, technologies developed with acknowledged237

NIH or NSF funding accounted for approximately 73% of all license
income.238

At many universities, private corporations can gain access to
federally funded technologies through membership in industrial liaison
programs (ILPs).239  For an annual fee, corporate members are able to
attend research symposia and seminars and receive research reports,
abstracts, and newsletters.  This fee also buys corporate members
virtually unrestricted access to faculty research prior to publication,
usually through interactions or consultations with university faculty.
In the GAO study mentioned above, thirty universities out of thirty-
five surveyed had such a program.240

Many ILPs offer membership to foreign companies.  Twenty-
four of the thirty-five ILPs examined had at least one foreign
member,241 which raises questions about the appropriateness of
transferring U.S. taxpayer-funded technology to foreign countries.242

                                                
236. U.S. GEN. ACC OUNTING OFF IC E, GA O/RCE D-92- 104, Univ ersity R esearch:

Controlling Inappropriate A cc ess to F ederally F unded R ese arch Re sults 11 (1992)
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DETER MINATION IN  RE PETITION OF CELLPRO, INC ., av ailable  at http://w ww.nih.gov/ne ws/
pr /a ug97/nihb- 01.htm ( la st visited Fe b. 10, 2001)  [her einaf ter  CELLPRO DETER MINATION]
(determining w hethe r to exe rc ise  marc h- in rights aga inst holde rs of  a  gove rnment-f unded
pa te nt) .

238. GA O UNIVERSITY RES EARCH REP OR T, supra note 236, at 12.
239. Id. a t 17.
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For example, approximately 50% of the Massachusetts Institute of
Technology’s (MIT) corporate ILP members were foreign, and,
together, they have early access to the results of 86% of MIT’s $500
million of federal research support.243  While the return to U.S.
taxpayers is questionable, university researchers can earn generous
returns in the form of royalties and other incentives for
collaboration.244

Whether information gained through access to federally funded
research is subject to the restrictions of the Bayh-Dole Act, especially
its reasonable-pricing requirements, seems an almost unanswerable
question.  The answer, however, is hardly daunting:  To the extent that
the language of the Act covers the research, patents gained through
that research must bear the Bayh-Dole legend, as well as be subject to
the price-control and other requirements.  To the extent that such
patents fail to bear the legend, their owners are clearly misleading the
public about its rights.

Whether the lack of return to U.S. taxpayers is troubling depends
on how one characterizes the missions of government, academia, and
industry.  Despite the fact that private industry would never tolerate a
relationship in which the benefits of a particular investment would be
limited to the ambiguous notion of an unaudited and vaguely defined
return, an analogous argument is often proposed to justify similar
public benefits from taxpayer-funded research.  This argument
proposes that research subsidized with public funds, whether funneled
through industry, academia, or a combination of the two, repays
taxpayers through the marketing of new products.  This view is held
by NIH leaders, who are more concerned with developing and
commercializing inventions than with ensuring that the government is
repaid for its investment or controlling the price at which new
technologies are sold.245  Of course, the NIH’s position is at odds with

                                                                                                            
U.S. Pa te nt and T ra demar k O ffice , the  unde rlying innova tions of w hich ar e due  to f ede ra l
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243. H.R. REP . NO. 102-1052, a t 7 ( 1992) .
244. Se e id. a t 9-11.
245. One repor t noted:

The National I nstitute s of He alth is not e quipped, e ither  by its expe rtise  or  by its
le gisla tive ma nda te , to ana lyze pr iva te  se ctor pr oduct pr ic ing decisions, NIH 
Dire ctor Ber na dine Hea ly sa id Fe b. 24.
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the Bayh-Dole Act, which is not satisfied with an unaudited return, but
demands that the public receive a demonstrable and valuable benefit
by restricting pricing to levels that are reasonable.

Not surprisingly, many in industry agree with the ephemeral
return argument, asserting that government’s role is merely to serve as
the catalyst for useful, marketable inventions.  As the head of one
biotech company stated:

The purpose of government basic research is not simply to provide
employment for scientists . . . [but] . . . also to conduct research that can
improve our standard of living, improve our health and welfare, and
improve the competitiveness of U.S. firms.  The bottom line in which
these objectives are measured is in the market place, not just in the
laboratory.246

It is true that government and academic researchers typically
emphasize longer-term, basic research, which is a markedly different
emphasis than industry’s short-term, market-driven aims.  The conflict
between socially and commercially valuable goals goes to the heart of
the concerns regarding public-private combinations.  For instance, the
virtual absence of anti-addiction medications—only two such
treatments have been marketed in the last thirty years—illustrates the
possible result.247  The Medications Development Division of the
National Institute on Drug Abuse is intended to be a catalyst for
private sector R&D, which it prefers to conduct through CRADAs.248

Despite an estimated three million people with opiate and cocaine
addictions in the United States, only two anti-addiction CRADAs have
been established with industry.249
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VII. CONFLICTS OF INTEREST

A conflict exists between the purported objectivity of science and
the potential bias introduced by commercial interests.250  At a
theoretical level, Henry Etzkowitz argues that the increasingly strong
ties between science and industry are not in conflict with legitimate
scientific goals; rather, they represent the emergence of new norms
about the proper conduct of science.251  Etzkowitz believes that
internal pressures from reduced federal funding have driven the rise of
entrepreneurial science, while externally, technology-transfer
legislation has encouraged university researchers to view their work in
new, economically relevant ways.252  Nonetheless, the new model
raises concerns about conflicts of interest.  For example, a tension
exists between the academic and governmental mandate to publish
research results rapidly in order to disseminate knowledge and the
commercial pressures on industry to keep research confidential.253

This is especially troubling in areas of basic research.
A GAO report acknowledges that the problems surrounding the

flow of information between governmental, industrial, and academic
partners can be problematic:  “[T]he public interest is better served if
the Government ensures that appropriate controls and safeguards are
in place governing who gets the access to, and ultimately will benefit
from, the results of federally funded research.”254  One concern is that,
in the rush to patent, powerful research tools may become inaccessible
to the research community.255  Another study revealed serious
concerns about the free flow of information among biomedical faculty
at leading universities due to their allegiances to so many competing
companies.256  The Bayh-Dole Act allows federal agencies to prohibit
public disclosure of an invention for “a reasonable time in order for a

                                                
250. Robe rt K. Me rton, A Note on Science and D em ocracy , 1 J. L EGAL & POL. SCI.

115, 115-26 ( 1942) .
251. Se e H enry Etzkowitz, Entrepreneurial Scienc e in the A cadem y:   A Case of the 

Transform ation of Norm s, 36 SOC . PROBS . 14 (1989).
252. Id. a t 17.
253. Id.
254. Conflic t of Intere st, P rotec tion of Public Ownership, in Drug De ve lopme nt De als

Be tween Tax- Ex empt, Fe derally Supported Labs and the  P harmaceutical I ndustry :  He aring
Be fore  the Subcomm . on Regulation, B us. O pportunities, & Tech. of the H ouse Comm. on
Sm all B us., 103d Cong. 40 ( 1993)  [ her einaf te r 1993 Conflic t of Intere st He aring] (testimony
of  Jim We lls, Assoc . D ir ., Energy & Sci. I ssues, Res., Cmty., & Econ. De v. Div., U .S. G en.
Ac counting O ffice ).

255. NAT’L INS TS . OF  HEALTH, PANEL REP OR T OF THE FOR UM  ON SPONS ORED

RES EARCH AGR EEMENTS :  PER SP ECTIVES, OUTLOOK, AND POLIC Y DEVELOPM ENT 3 ( 1994) .
256. Se e She ldon Krimsky et al., Ac ademic- Corporate  Ties in B iotec hnology:   A

Quantitative  Study, 16 SCI., T EC H., & HUM AN VALUES 275, 275-287 (1991).
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patent application to be filed.”257  This precludes other fields from
benefiting until the patent is filed.

The NIH has had a difficult time enacting conflict of interest
guidelines for its fund recipients.  Guidelines developed in 1989,
which specifically prohibited researchers from holding equity options
in companies that could be affected by their research outcome, were
criticized as too restrictive and were withdrawn.258  The NIH
Revitalization Act required the NIH to issue clear guidelines in 1993,
but the NIH declined to comply with a congressional requirement that
it define the “specific circumstances that constitute” a financial
conflict of interest.259  When the NIH issued draft guidelines in 1993, it
required only that universities and other institutions form three-person
committees to decide when financial ties created a conflict or
compromised HHS research.260  That suggestion was abandoned,
however, in favor of “institutional official(s),” whose job is “to solicit
and review financial disclosure statements from each Investigator who
is planning to participate in PHS-funded research.”261  The obligation
of the institution is simply to take undefined “reasonable steps”262 to
assure compliance with the institution’s rules and the regulations,
which essentially require disclosure and nothing more.263

Another potential conflict exists between the possibility of future
royalties and scientists’ accurate interpretation of their research.  The
FTTA, which allows government inventors to retain 15% of the
royalty income that an agency receives from an invention, addresses
this issue.264  While royalties are certainly a potent incentive, they do
not differ appreciably from equity positions or other financial
relationships that the NIH has sought to prohibit among its extramural
researchers.  The possibility of future royalties may compromise a
researcher’s conduct, interpretation, or representation of research.
Whether a 15% stake in royalty income would be enough to induce
such a compromise depends in part on the individual inventor and the
invention’s commercial potential.

                                                
257. 35 U .S.C.A. § 205 ( West 1994 & Supp. 2000) .
258. Se e Mic hae l D. Witt & Law re nce  O . G ostin, Conflic t of Intere st Dile mmas in

Biom edical R esearch, 271 JA MA  547, 548 (1994).
259. Br uc e A gnew, Congre ss De mands F inal Conflict-of-I ntere st Re gulations, J. N IH

RES ., Aug. 1993, a t 48, 48.
260. Se e id.
261. 42 C.F.R. § 50.604( b) (2000).
262. Id. § 50.604(a) .
263. Id. § 50.604(c) (2).
264. 15 U .S.C. § 3710c (a )(1)( A)( i)  (1994).
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Another conflict of interest exists with respect to what is
essentially the self-reporting arrangement by which federally funded
institutions decide whether inventions are the product of federal
funding and whether such inventions should bear the Bayh-Dole
legend.  These are two separate questions, of course.  Apart from the
clear temptation to err on the side of nondisclosure, note that the latter
issue is somewhat more complex than whether the invention is a
product of federal funding.265  Because the system is one of self-
reporting, there is no reason to believe—except for pure faith, of
course—that, where millions of dollars are at stake,266 such
institutions, even when they understand that the legend is required,
will decide to adopt the legend, especially knowing that there is no
meaningful penalty for failure to do so.

VIII. FAILURE TO UNDERSTAND AND ASSERT MARCH-IN RIGHTS

Because patents are obtained in secret, there is no way to know
whether recipients have acknowledged the government’s support and
its rights to the invention, as required by law, until after the patent is
granted.  Yet the regulations adopted by the government soon after the
Bayh-Dole Act’s enactment established that, if the appropriate legend
were discovered to be missing, the government’s right to march-in
could only be invoked if asserted within sixty days after the discovery

                                                
265. Se e supra notes 133-145 a nd ac compa nying text.
266. A r ec ent G AO re por t revea ls the sta rtlingly large sums involved:  The Unive rsity

of  California rec eived $63,000,000 annually in lic ensing fee s based on more  than one billion
dollars of a nnual f ede ra l f unding; Stanfor d rec eived $43,000,000 annually; Columbia,
$40,000,000; Michigan State , $17,000,000; the U niver sity of  Wisc onsin at Madison,
$13,000,000.  All told, unive rsities polle d in the G AO  re port re ceive d $208,000,000 in 1996
for lic ensing.  ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 10.  How likely is it
that those institutions tha t have the ir  ow n constituencie s, espe cia lly those that fr equently
complain of under funding, a s unive rsities of ten do, will willingly put the se kinds of f unds at
risk for feder al appropr iation?  Consider this re cent new s ite m:

Universities a lso have  become  adept a t tapping . . . health-re la ted r oya lties, which
tota led r oughly $300 million in 1996, a lmost tr iple the 1991 level.

Pr of its on drugs that emerge from unive rsity la bs offe r the  biggest potentia l
for the  f ede ra l governme nt to ge t a r eturn on its re se arc h investme nt.  However , it
would a lso r aise the hac kle s of the e ducation lobby, w hic h would fight to kee p
university r oyaltie s f lowing undilute d by any f edera l cut.

“A t a time w he n a ca demic  me dical c enter s a re  struggling f rom Medica re 
and Medic aid c utbac ks, trying to tax another  small r evenue str ea m the y may ge t
fr om roya lties doesn’t make  a ny se nse  to me,” says D avid Korn, a  se nior vice
pr eside nt at the Assoc ia tion of America n Medica l Colle ges.

Chris A da ms & Gar diner  H arr is, When NI H Helps Disc over Drugs, Should Tax pay ers Share
We alth?, WALL ST. J., June 5, 2000, a t B1.
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of the contractor’s failure to disclose the invention.267  Both the
government and the funded entities admit that the Act has not been
policed and, at the same time, offer varied excuses for that neglect,
which range from the impossibility of proving that an invention was
really conceived while the project was receiving government funding
to the limited time available to unearth such proof.268

Effectively, the government has enacted a statute of limitations
against itself that makes enforcement of the Act impossible and
abrogates all public rights to Bayh-Dole patents.  With only two
people at the NIH charged with handling invention information
coming from thousands of funding agreements awarded each year,269 it
is virtually impossible to discover and notify all, or even most,
violators of the Act within sixty days.  While the NIH has
implemented a computerized system for handling invention
information in response to an investigation by its Inspector General,

                                                
267. 35 U .S.C. § 202(c )( 6) (1994); 37 C.F.R. § 401.3(a ) ( 2000) .  Toge the r, these r ules

re quire  that standa rd pa tent rights c la use s be pa rt of  ever y subjec t funding ar range ment.
Pursuant to 37 C.F.R. § 401.14, the following legend has to be inc luded in a ny pa tent subje ct
to the re gulations:  “ This invention wa s made w ith governme nt support unde r ( identif y the 
contrac t) aw arded by ( ide ntify the Fe der al agency) .  The gover nme nt ha s cer ta in rights in the
inve ntion.”  37 C.F.R. § 401.14( f)( 4)  (2000) (inte rnal quotations omitte d) .  However , if a
contrac tor obtains a patent w ithout inc luding the  le ge nd in the patent, the governme nt must
(1) discover  this f ailur e a nd (2) attempt to re ga in title  to the  inve ntion.  The governme nt ha s
compounde d the  difficulty of its task by inc luding in its r egula tions the re quire ment tha t:
“the  agency may only re quest title within 60 days after  le ar ning of the f ailur e of the
contrac tor to disclose  or e le ct within the  spec if ied time s.”  Id. § 401.14 (d)( 1).  Wha t makes
this even more  tr ouble some is that the regulations do not spec if y w he the r the  gove rnment
must ac tually be aw are  of the  abse nce  of the  le ge nd or  whether  “ construc tive knowledge” 
will suffice .  Be cause  pa te nts a re a matte r of public r ec ord, one  of the  first a rgume nts an
er ra nt contr ac tor  c an be  expe cte d to ma ke is that the gover nme nt constructive ly know s of
ea ch issued pa tent and, thus, the sixty-da y per iod has pa ssed.

268. Universities, for  e xample, admitte d tha t the y had some  difficulty c omplying w ith
Ba yh-Dole ’s re por ting re quire ment:

Ea ch of  the unive rsities visited had syste ms that allowed them to tra ck da tes a nd
me et re porting de adlines for all Bayh-D ole  r equir eme nts.  H owe ve r, some
university officials note d tha t deter mining c ompliance with ce rta in re quire me nts
ca n be difficult.  For  e xample, as note d a bove, it may be  difficult to te ll when an
inve ntion ac tually was c onc eived or w he n the  university f ir st le arned of  it.
University officials told us tha t, as a pr actic al ma tte r, it may not be possible  to
know  whether  a n invention e xists until the re  is a t lea st a pre liminar y patent sear ch.
Thus, how  to meet the re quire ment in the r egula tions to r eport a n invention w ithin
2 months is uncle ar .

ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 12-13.  N ote  that the gover nment,
the unive rsities, or both have f ailed, onc e aga in, to under sta nd the ter ms of  the Ac t.  T he tw o
month per iod is the  pe riod in whic h the  gove rnment, not the  university, is re quire d to ac t in
or de r to take title  to inve ntions tha t are  not pr ope rly r eported.

269. OFF IC E OF INS PECTOR GEN., D EP ’T OF HEALTH & HUM AN SER VS ., N IH
OVERS IGHT OF EXTRAMURAL RES EARCH INVENTIONS  3 (1994) [he re ina fter NI H OVERS IGHT OF

EXTRAMURAL RES EARCH].
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budget pressures preclude the agency from hiring additional staff for
these activities.270  To make matters worse, the NIH would have to
conduct thousands of investigations every year in order to discover
legend omissions.  In order to police this kind of “negative” violation,
the NIH would have to audit every patent granted to contractors or
anyone operating with their authority.  This additional procedure
would amount to more than 100,000 investigations annually.271

Finally, the NIH has abdicated its responsibility by announcing that it
has no interest in enforcing these provisions of the Bayh-Dole Act and
by operating what has been referred to as a “lackadaisical” “honor
system” with “a policy of ‘don’t ask, don’t tell and don’t pursue.’”272

Enforcement of the Bayh-Dole Act is further weakened because
of the astonishing and virtually unbelievable fact that the government
does not understand, let alone acknowledge, the nature of its march-in
rights.  To a large extent, government agencies, when addressing
march-in rights, confuse them with a simple utilization or working
requirement.273  This failure to understand the full impact of the Bayh-
                                                

270. Te le phone  inte rview  with Sue Ohata , Nat’l Insts. of  He alth, D ir., Div. of
Extr amura l I nvention Reports (Ma y 15, 1995).

271. Over  100,000 new pa tents ar e issue d by the  U .S. Pate nt and Tra de mar k Office 
annually.  Mor ton I nt’ l Inc . v. Ca rdina l Che m. Co., 5 F.3d 1464, 1472 (Fed. Cir . 1993)
(Mayer, J., concurr ing).  A sea rch of the  pa te nts issued by the office  be tw een Jan. 1, 1999,
and Jan. 1, 2000, f or insta nc e, re vea ls that ther e w er e 154,485 patents issue d; this number is,
unsurpr isingly, inc rea sing.  The  f igure  for a simila r per iod betwee n 1994 and 1995 w as only
102,230.  And this doe s not include patents issue d a br oad that a re also subje ct to the Ba yh- 
Dole  rule s.  For insta nc e, the E ur ope an Pa te nt Office , just one  pa rt, though a  substantial one,
of  the inter na tiona l patent r egime , issues a bout 24,000 new  pa te nts a nnually out of
appr oxima tely 126,000 ne w a pplic ations eac h yea r.  Samson H elf gott, Super2 P  Group
Ne ws, 18 INTELL. PROP. L. NEWSL. 32, 34 ( 2000) ; D avid W. Okey, Constitutionality  of a
Multi-National Pate nt Sy ste m, Part II , 81 J. PAT. & TRADEMAR K OFF . SOC ’Y 927, 959 n.144
(1999).  The  point of all this, however , is not to show how  da unting a task it would be  to
police this effe ctive ly.  Inste ad, the se numbe rs se nd the cle ar  me ssage  to c ontra ctors that they
ca n ignor e or viola te the Bayh-D ole A ct with effe ctive  impunity.  Note tha t, sinc e the 
Sc ripps-Sandoz  de al ca me  unde r scr utiny in 1993, the  N IH ha s a ga in investigated contrac tors
and discover ed similar ly la rge a nd gra ve  violations of the  Bayh-D ole  A ct, w ith no
explana tions offe re d by the  c ontra ctors.  U.S. GEN. ACC OUNTING OFF IC E, GA O/RCE D-99- 
242, TEC HNOLOGY TRANS FER :  REP OR TING REQUIREM ENTS FOR FEDER ALLY SPONS ORED

INVENTIONS  NEED REVIS ION 2 ( 1999)  [her einaf ter  REP OR TING REQUIREM ENTS].
272. Underreporting F ederal Inv olvem ent, supra note 105, at 2 (statement of H on.

Ron Wyden, U .S. Congre ssman, Or.); se e also Mar k Z . Bar abak, U.S. May Be Losing Out on
Me dical R ese arch, SAN DIEGO UNION-TRIBUNE, July 12, 1994, at C1 ( repor ting on the
wide spr ea d noncompliance  with the Bayh- Dole Act a mong resea rch univer sitie s a nd quoting
Congre ssman W yde n) .

273. In one of  the most rec ent governme nt re por ts on the administra tion of  the Bayh- 
Dole  Ac t, the GAO  c ommitted the fa tal e rror of confusing ma rch-in r ights w ith simple 
working r equir eme nts w ithout regar d to pricing or  the other  guar antee s of public benefit
whic h w er e supposed to be the  raison d’ etre of the  A ct.  Descr ibing universities’ obligations
unde r the  Ba yh-Dole  Ac t, the repor t e rr one ously states, “ The unive rsity must atte mpt to
de ve lop the invention.  Other wise, the gover nme nt re ta ins the right to take c ontrol of the
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Dole Act, and certainly its most profound element—a reasonable
pricing requirement extending broadly across all inventions that are
produced as a result of federal funding (including
pharmaceuticals)—means that even minimal oversight has no
significance.274  The GAO recently reported massive violations of the
Bayh-Dole Act.275  However, because it failed to understand the true
breadth of march-in rights—that is, of reasonable pricing
requirements—it failed to understand the import of those violations.
The report simply noted that, absent responsible reporting by
contractors, the government would lose its right to work those
inventions itself.276  But because there is no real possibility that the
government would work any of those inventions, the failure to report
was, at best, interesting trivia.  Had the GAO reported that the public
has lost its right to require reasonably priced drugs, such a report
would have had a meaningful impact.277

The GAO’s ignorance of march-in rights is not the end of the
story, because, as it turns out, contractors, including universities, are
engaging in regular, recurring, and unexplained violations of the
Act.278  The most serious violation is the complete failure to report the
patents that they obtain due to government funding.279  This failure
manifests itself most immediately in patents that do not bear the Bayh-
Dole legend.  Obviously, without serious and expensive investigation

                                                                                                            
inve ntion.”  ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 4.  But, of course, the
re quire me nt is not tha t the  univer sity simply “ de velop” the  inve ntion; the  re sponsibility of  the
university, or  of  a ny contr ac tor  subjec t to the  A ct, is to ensur e tha t the  inve ntion is pric ed
re asona bly.  T he fa ilure  of  c ontra ctors to do so is surely outwe ighed, on the  scale of what
might be acc eptable , by the  gove rnment’ s utter fa ilure  to unde rstand its r esponsibility to
police the A ct pr operly and know ingly.

274. Se e 35 U.S.C. § 201( b) -(c ),(e)  ( 1994)  (def ining the ter ms “f unding agre ement,” 
“c ontra ctor,” and “ subje ct invention,” respe ctive ly) .

275. REP OR TING REQUIREM ENTS, supra note 271, at 6.
276. Id. a t 15- 19.
277. This is how the governme nt re por te d violations of  the Bayh- Dole Act:

Fe de ral a gencies and the ir contr ac tor s and gra ntees a re not c omplying w ith
pr ovisions on the  disc losur e, re porting, r etention, and lic ensing of feder ally
sponsor ed inve ntions under the r egula tions implementing the  Ba yh-Dole  Ac t and
Exec utive  Or de r 12591.  In our r eview  of mor e tha n 2,000 pa tents issued in
ca le nda r yea r 1997 as we ll as an I nspec tor  G ene ra l’s draf t repor t on 12 la rge 
gra ntees of the  Na tiona l Institutes of  H ealth, w e found that the database s for 
re cording the gover nme nt’s royalty-fr ee  lice nse s are  inac curate, incomplete, and
inconsistent a nd that some inventions a re not being re cor de d a t all.  As a  re sult, the
gove rnment is not a lwa ys aw ar e of feder ally sponsore d inventions to w hic h it ha s
roya lty-f ree  r ights.

Id. a t 2.
278. Id. a t 6.
279. Id. a t 10- 12.
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of each and every government contractor (or worse, their undisclosed
transferees), there is no way the government can discover inventions
that were patented without its knowledge.  As a recent report found:

In July 1999, the Inspector General submitted a draft report to NIH on
the most recent review and concluded that compliance with Bayh-Dole
requirements remained insufficient.  The Inspector General found that,
of 633 medically related patents issued to the 12 grantees in calendar
year 1997, 490 were recorded in Edison.  The remaining 143 patents
were not in Edison, and the patents did not include government interest
statements.  After comparing the information in the 143 patents with
information from NIH’s grant records, the Inspector General concluded
that all 143 inventions most likely resulted from NIH-sponsored
research and questioned the 12 grantees about these findings.  The
grantees then reviewed their records and agreed that 79, or 55.2 percent,
of the 143 inventions were in fact supported with NIH’s funding.  The
grantees also acknowledged that they had not properly notified NIH of
the inventions or included a statement on their patent applications that
the inventions had been created with federal support.  They did not
agree that the remaining 64 patents resulted from government-
sponsored research.280

The failure to include the legend is a kind of insurance against
discovery and, without mincing words, amounts to theft of
government property and ongoing fraud of massive proportions.  The
GAO figure—143 unreported medically related patents out of a total
of 633 such patents—yields a failure rate of about 25%, and, of course,
this is a rate that the GAO has discovered without the kind of intensive
investigation necessary to uncover the true dimensions of the fraud.281

Even the contractors’ admission of 79 unreported inventions out of
633 yields a 13% failure rate.282  Equally shocking is the GAO’s
conclusion that contractors fail to comply with the Bayh-Dole Act’s
general reporting requirements (that is, the required combination of
both the Bayh-Dole legend and a confirmatory government license
statement) at a rate of 94%!283  In what seems to be a typical situation,
the GAO visited ten government contractors and examined the patents
obtained by those contractors without regard to government
funding.284  The GAO found that these contractors typically failed to

                                                
280. Id. a t 12- 13.
281. Id.
282. Id. a t 13.
283. Id. a t 6 ( “[ W]hile 2,083 pa tents issued in 1997 ha d eithe r a  gove rnment inter est

stateme nt or  a  conf irmatory lice nse on file, only 128, or  6.1 pe rce nt, w er e r ec orded in both
da ta bases.”) .

284. Id. a t 1-2, 6-7, 12, 27.
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report about 20% of the patents issued to them, even though they were
subject to the Bayh-Dole Act reporting requirements.285  What is again
shocking is that, when confronted with this evidence, none of the
contractors were able or willing to explain why they failed to take
steps necessary to reveal that they were in wrongful possession of
government property.286

Although the recent GAO and other reports on the Bayh-Dole
Act indicate some continuing governmental interest in the indifference
that contractors have demonstrated toward their responsibilities under
the Act, little has been done.  This is surely due to the fact that even
the GAO fails to understand exactly what it is investigating.  It seems
thoroughly obvious that the most serious consequence of a failure to
report the government interest in granted patents is that the
government will not be able to police the pricing of inventions for
which the public has already paid.  With that at stake, the GAO’s
interest in discovering individual and systematic failures to comply
should be high and its investigations well motivated.  But the GAO
does not understand the stakes; instead, the GAO itself has stated that
the failure to report means that the government is unable to exercise its
royalty-free license when contractors do not comply, even though, in
the same breath, the GAO notes that such a license is rarely used.287

                                                
285. Id. a t 12.  Spe cific ally, the GA O f ound that:

During visits to 10 contrac tors and gra ntees, we asked the contr ac tor s and
gra ntees w hethe r the re might be f edera lly sponsore d inventions that ha d not be en
re porte d at all.  I n this r egard, we re vie we d other pa tents that we re  issued to them
during ca lenda r yea r 1997 tha t did not conta in gover nment inte re st state me nts a nd
for which no c onf ir mator y lic enses we re  on f ile  a t PTO .  In ea ch ca se , w e asked
contrac tor or gra ntee officials to show us from the  r ecords a va ila ble how the y
de te rmine d tha t the  inve ntions w er e not the result of gover nme nt funding.

Our revie w of 56 pa tents show ed that 11, or 19.6 per cent, of  the 56
inve ntions in que stion had not bee n r eported even though the inventions appea re d
to have  been the re sult of gover nment f unding.  O fficials f rom the five contr ac tor s
and gra ntees r esponsible  for the se  11 pa tents agre ed with our findings but did not
explain w hy the inventions ha d not be en re porte d.  A ga in, e ach had syste ms
de signe d to ensur e tha t all gove rnment- sponsore d inventions we re  disc losed.

Id.
286. Id.  It is tempting to be  more  sanguine and c ha ritable and c ha rac te riz e this simply

as a  “f ailur e to comply”  or , as the G AO  put it, “ inventions [tha t] ha d not be en re porte d.”  Id.
But the  Bayh-D ole  A ct ma rch-in r ights a re, a s is true of ma ny rights, a type of  pr operty, and
what ca n be phrased as a  “f ailur e to comply”  is, in re ality, w rongf ul possession of prope rty.
This is, at the ver y lea st, a  kind of  c onver sion.

287. Id. a t 2 ( “A s a  r esult [of widespre ad Ba yh-Dole  nonc omplianc e] , the  gove rnment
is not always awa re  of  f ede ra lly sponsored inve ntions to which it has roya lty-f ree  r ights.”) .
In a  conc luding sec tion of its most r ec ent r eview  of  the Ba yh- Dole Ac t, entitle d “ The Primar y
Use of a Lic ense Is for Resea rch a nd Infringeme nt Pr otection,”  the GA O r eports,

No gove rnment wide data exist on how the governme nt ac tua lly use s its roya lty-
fr ee  lice nse s, and age nc ies did not have r ec ords showing how often and under what
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With so little apparently at stake in the GAO’s mind, it is no wonder
that the Bayh-Dole Act is not enforced.  It seems clear, then, that the
Bayh-Dole Act will never be enforced until the true nature of march-in
rights are understood and the price-control rights vested in the
government are recognized.

As an example of the government’s continuing confusion and
ignorance regarding the price-control provisions of the Bayh-Dole
Act, consider that in its most recent report, the GAO accurately
identified some fatal flaws of the administration of the Bayh-Dole Act
but omitted discussion of the price-control provision.288  In doing so,
the GAO utterly failed to identify the most devastating consequence of
noncompliance with the Bayh-Dole Act, the absence of price controls,
believing instead that the true loss suffered by the public was the
underutilization of royalty-free government licenses.  As the GAO
concluded:

Federal agencies are not sufficiently aware of the royalty-free rights the
government has to inventions subject to the Bayh-Dole Act and
Executive Order 12591.  This is because the two primary resources for
information on federally sponsored inventions—the Government
Register and the patent database—are inaccurate, incomplete, and
inconsistent.  These errors and omissions are the result of federal
funding agencies’, contractors’, and grantees’ not always complying
with reporting requirements that are themselves often complicated and
redundant.289

Clearly, the GAO is wrong.  It is not that the government is “not
sufficiently aware of the royalty-free rights [that it] has” but that the
government is not at all aware of its price-control authority.290

The GAO has misread the Bayh-Dole Act on more than one
occasion.  In a 1998 review of Bayh-Dole and university research, the

                                                                                                            
circ umsta nce s the se  lice nse s have bee n employed.  Agency officials told us,
howe ver , tha t the y value  the royalty- fr ee license s bec ause the y allow  the
gove rnment to use  the inventions w ithout c oncer n about possible cha llenges that
the use  w as unauthoriz ed.  The a ge ncy officials a lso note d tha t, while the
gove rnment c an use its r oya lty-f re e lic enses to r educe  pr oc ure me nt costs in those
ca se s in which roya lties ar e disclose d as a cost ele me nt in the contr act, suc h cases
se ldom oc cur .

Id. a t 17.
288. Id. a t 19 (f ailing to rec ogniz e the  gove rnment’ s ina bility to contr ol pr ice s under 

the cur re nt Ba yh- Dole administra tion) .
289. Id.
290. Clea rly, the  G AO ha s f ailed to inc orpor ate  into its under standing of mar ch-in

rights the notion that “ pra ctica l application,”  a s def ine d in the sta tute, re quire s public
availability upon re asonable term s—not simply public ava ilability.  35 U.S.C. § 201(f) 
(1994).
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GAO described, or, more accurately, misdescribed, the nature of
march-in rights:

The university must attempt to develop the invention.  Otherwise, the
government retains the right to take control of the invention.  The
government also may take control of the invention for other reasons,
such as a need to alleviate health or safety concerns.  This provision is
referred to in the law as the government’s “march-in” rights.291

But, of course, this is the same error compounded.  The university, or
any federally funded contractor subject to the Bayh-Dole Act (which
was extended to large businesses in many cases by Executive Order
12,591)292 is required to do far more than “develop” the invention.  By
the terms of the Act, the contractor must take steps to ensure that the
invention is made available to the public at a reasonable price, and,
one may assume, at other reasonable terms, to the extent that those
terms are in some way important.293

The GAO is not alone in its failure to understand and recognize
the price-control mechanism inherent in Bayh-Dole march-in rights.
In the only known case in which march-in rights were demanded, the
government and commentators together failed to fully grasp the notion
of march-in rights.294  In 1994, Johns Hopkins University and others
sued CellPro for the infringement of patents that had been funded by
the NIH.295  In 1997, a jury found CellPro liable for infringement.296

CellPro then petitioned the NIH to institute march-in procedures
against the patent owners, seeking an order that would require Johns
Hopkins to license CellPro to use the patent “on reasonable terms” or,
alternatively, to have the NIH issue a license directly to CellPro so that
it could work the patent.297  CellPro apparently asserted that this was
necessary because of health or safety needs or, alternatively, because
Johns Hopkins had failed to achieve “practical application.”298

Actually, it is not clear whether CellPro made this exact allegation,
which would have been proper under the statute, because the NIH, in
its determination, stated that CellPro had instead asserted that Johns

                                                
291. ADM INISTRATION OF  THE BAYH-D OLE ACT, supra note 2, at 4.
292. Exec . O rder No. 12,591, 3 C.F.R. 220 (1988).
293. 35 U .S.C. § 201(f ).  A lthough our discussion of  “r ea sonable te rms” shows that

pr ic e is at le ast one de cisive f ac tor , Congre ss’s de cision to use  the br oader  te rm se ems to
contempla te other  f actor s a s well.  T he se might include w he the r the  produc t is ava ilable in
small a nd la rge qua ntities and a ny othe r ter ms conside red subjec t to rea sonability c onstr aints.

294. Se e Johns Hopkins Univ. v. CellPro, 978 F. Supp. 184 (D . Del. 1997) .
295. Id. a t 186.
296. Id. a t 191-92.
297. Se e CELLPRO DETER MINATION, supra note 237.
298. Id.
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Hopkins had “failed to take reasonable steps to commercialize the
technology.”299  This was probably sloppiness on the part of the NIH,
because its determination explores in depth—although ineffectually
and mistakenly—whether “practical application” was in fact
achieved.300  In the end, the NIH rejected CellPro’s petition, but it did
so based on a misreading of the applicable statute and regulation.301

In its determination, the NIH found that Johns Hopkins had
“clearly met” the requirement for practical application.302  The NIH
found that Johns Hopkins and its licensees had sold the invention
“worldwide,” that machines incorporating the patent had been
installed in many medical centers, and that Johns Hopkins and its
licensees (namely Becton-Dickinson and Baxter Healthcare
Corporation) had “aggressively defended [their] patents in court.”303

The NIH determination concluded that these steps evidenced that the
patent owners had taken effective measures to achieve practical
application.304  Additionally, the NIH found that Johns Hopkins’
licensing and Baxter’s manufacture, practice, and operation of the
patented technology demonstrated its availability to and use by the
public to the extent required by law.305

However, the NIH’s determination was clearly wrong.  The NIH
treated “practical application” as if it merely required licensing,
manufacture, practice, operation, availability, and use; however, these
conditions are not enough.306  In fact, these actions merely constitute
working the patent, a standard Congress rejected as a minimal trigger
for march-in rights under the Bayh-Dole Act.307  Instead, the Bayh-
Dole Act adopted a more stringent standard.  A patent must be worked
and made “available to the public on reasonable terms.”308  Among
other things, the NIH completely failed to determine whether Johns

                                                
299. Id.
300. Id.
301. Id.
302. Id.
303. Id.
304. Id.
305. Id.
306. The sta tute is clea r.  Mere  a vaila bility is insufficient.  The sta tute re quire s

availability on “ re asona ble  terms.”  35 U.S.C. § 201(f ) ( 1994) .
307. The  langua ge of  the sta tute suffice s to demonstr ate tha t mer ely w orking the 

pa te nt is insufficient.  Se e id.  However , the  statutory history show s eve n mor e cle ar ly that,
although industry w ould have pre fe rre d simple a va ila bility, Congre ss re je cte d tha t sta ndar d.
1979 Se nate Sc i. He arings, supra note 46, at 221 (stateme nt of  Pete r F. Mc Closkey) 
(suggesting that it should be  sufficient that a n invention “ is be ing w or ked or tha t its be ne fits
ar e ava ilable to the public  on r ea sonable te rms or thr ough rea sonable  lice nsing ar ra nge me nts”
(e mphasis adde d)) .

308. 35 U .S.C. § 201(f ).
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Hopkins and its licensees demanded reasonable terms.309  This
conclusion is not surprising because the NIH determination began with
a mischaracterization of CellPro’s position as claiming that Johns
Hopkins did not “commercialize” the invention, when the statute does
not address “commercialization.”  The statute addresses the
reasonableness of the terms of commercialization—not
commercialization by itself.310  The NIH, in other words, confused
“practical application,” which requires working and reasonable terms,
with a simple working or utilization requirement.

The NIH’s determination not only flies in the face of the
legislative history, it is also flatly inconsistent with the language of the
Act itself, the “policy and objective” of which are explained in the
Act’s introductory paragraph.311  That language explains that the Act
intends to “protect the public against nonuse or unreasonable use of
inventions.”312  Therefore it is crystal clear that simple utilization is not
sufficient to justify continued title under the Bayh-Dole Act.  Such
utilization must be reasonable and, as later sections of the Act make
clear, reasonable use means achieving “practical application,” which
entails reasonable price terms.313

Unfortunately, not only has the NIH determination failed,
resisted, or refused to understand and apply march-in rights
appropriately.  The published commentary on the determination also
fails to grasp the legal issues involved.  In Patents, Products, and
Public Health:  An Analysis of the CellPro March-In Petition, the
authors conflate “practical application” with simple commercialization
or utilization.314  In praising march-in rights, the authors conclude:

Despite economic incentives to license, there are times when march-in
may be necessary . . . .  For example, a company may exclusively
license certain patents primarily to raise capital or to block competitors.
If the patent owner has licensed without milestones and benchmarks, it
loses the ability to address problems of public availability of the
technology. . . .  Because march-in authority is such a blunt and
powerful means to ensure that a government-funded technology does
not languish to the detriment of the public, it exerts an in terrorem
effect on the conduct of funding recipients and exclusive licensees. . . .
Thus, exclusive licensees are encouraged by the presence of the march-

                                                
309. Se e CELLPRO DETER MINATION, supra note 237.
310. 35 U .S.C. § 201(f ).
311. 35 U .S.C.A. § 200 ( West 1984 & Supp. 2000) .
312. Id. ( empha sis a dded) .
313. 35 U .S.C. § 201(f ).
314. Se e Bar bar a M. Mc Gar ey & Annette  C. L eve y, Pate nts, Products, and P ublic 

He alth:   An Analy sis of the  CellPro M arch- In Pe tition, 14 BER KELEY TEC H. L.J. 1095 ( 1999) .
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in authority to develop or sublicense a technology, both of which
benefit the public.315

But the Bayh-Dole Act is not simply about “public availability,”
avoiding “languishing,” or simple “development.”  It requires more
than that.  The Act requires the contractor to ensure that the public
investment is protected by assuring that the invention is sold at a fair
and reasonable price.316  An invention for which the public has already
paid the price of R&D must be available on reasonable terms.317

Otherwise, the public pays twice, and the contractor receives the
“windfall profit” that Congress sought to avoid.318

IX. THE NIH’S ABDICATION OF OVERSIGHT

Increasing the NIH’s access to grantee data would bolster its
position in its relationships with its grantees.  The extent to which the
NIH is in a weak position in relation to its grantees, by virtue of its
lack of information, is illustrated below.  A highly publicized
arrangement between the Scripps Research Institute (Scripps), a
biomedical research organization, and the Swiss-based Sandoz
Pharmaceutical Corporation illustrates the NIH’s sometimes-lax
oversight of its funding arrangements and, at the same time, raises
serious concerns over returns on taxpayer investment.319

Scripps’ dealings with Sandoz created a stir after the two
institutions signed a ten-year contract under which Scripps was slated
to receive $30 million a year over the life of the agreement in
exchange for first option on exclusive licenses by Sandoz to virtually
all of Scripps’ inventions.320  The proposed agreement provided
Sandoz representation on Scripps’ board, the right to review Scripps’
invention disclosure reports before they were submitted to the NIH,
and the right to move research from Scripps to Sandoz anywhere in the
world.321  Because Scripps was expected to receive around $700
                                                

315. Id. a t 1113.
316. Se e supra notes 175-227 a nd ac compa nying text ( discussing the Bayh- Dole Act’s

le gisla tive history).
317. Se e supra notes 175-227 a nd ac compa nying text.
318. Se e supra notes 175-227 a nd ac compa nying text.
319. Se e Underreporting F ederal Inv olvem ent, supra note 105, at 5- 7 (te stimony of 

Michael R. H ill, Assista nt Inspe ctor Ge n., D ep’ t of He alth & H uman Se rvs.)  (noting
“f undamental proble ms with . . . N IH oversight” ).

320. Philip J. Hilts, He alth Chief A ssails D eal B etwee n U.S. Research Lab and Swiss
Company , N.Y. T IM ES , Ma r. 12, 1993, at A16; se e also 1993 Conflic t of Intere st He aring,
supra note 254, at 7- 14 (1993) (testimony of Ber nadine H ea ly, D ir., Nat’l Insts. of  He alth) 
(c ritic iz ing the Sc ripps-Sa ndoz de al) .

321. NAT’L INS TS . OF  HEALTH, PANEL REP OR T OF THE FOR UM  ON SPONS ORED

RES EARCH AGR EEMENTS :  PER SP ECTIVES, OUTLOOK, AND POLIC Y DEVELOPM ENT 9 ( 1994) .
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million in public funding from the NIH over the ten-year contract
period, many viewed this agreement as a public subsidy to a foreign
corporation that would facilitate the export of American technology
and impose serious constraints on the flow of scientific knowledge.322

Because of the public controversy surrounding the contract, it was
renegotiated so that Sandoz would pay $20 million, rather than $30
million, per year, in exchange for first-refusal rights to 47% of
Scripps’ research.323

While the Scripps-Sandoz deal may not have violated the letter of
the Bayh-Dole Act, it was clearly contrary to its spirit.  One of the
statute’s main objectives, “to promote the commercialization and
public availability of inventions made in the United States by United
States industry and labor,” was virtually ignored.324  In addition, the
law was enacted to encourage small business firms to participate in
federally supported R&D efforts.325  Although the codifying
regulations state that Congress did not intend to prevent nonprofit
organizations from providing big firms with invention options,326 the
Act was not intended to be a subsidy to large firms that are presumably
well equipped to compete in the marketplace.327  However, the Act
contains no means of enforcing the small business or domestic
preferences, and the Scripps-Sandoz deal shows that contractors are
willing to ignore them.328  What is probably worse, however, is that
this arrangement provides another layer of non-Bayh-Dole contractors
to shield Bayh-Dole patents from discovery.329

Following the controversy over the Scripps-Sandoz deal, the
Office of the Investigator General reviewed the 125 patents that
Scripps had filed with the Patent and Trademark Office and found that
only fifty-one, or 41%, acknowledged U.S government support.330

The Investigator General believed that many of the remaining seventy-
four grants may have been supported with NIH funds.331  Scripps

                                                
322. Se e 1993 Conflict of I ntere st He aring, supra note 254, at 14 ( testimony of

Be rnadine  He aly).
323. Tim Bea rdsle y, Big-Time  Biology , SCI. AM., Nov. 1994, a t 90, 91-92.
324. 35 U .S.C. § 200 ( 1994) .
325. Id.
326. 37 C.F.R. § 401.7 ( 2000) .
327. The Act e xplicitly suppor ts small busine ss pa te nt inter ests.  Se e 35 U.S.C. § 200.
328. Se e 1993 Conflic t of Intere st He aring, supra note 254, at 6- 14 (testimony of

Be rnadine  He aly) (c ritic izing the Scr ipps- Sa ndoz dea l and c ommenting on the a bsenc e of a
strong Ba yh- Dole enfor ce ment mec ha nism) .

329. Se e supra notes 267-293 a nd ac compa nying text.
330. Underreporting F ederal Inv olvem ent, supra note 105, at 2 (opening sta tement of

Hon. Ron Wyden).
331. Id. a t 26- 28.
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initially claimed it was obliged to give the government credit only if
federal funds had been directly linked to a patent claim, but the Act
clearly defines “subject invention” more broadly.332  Ultimately,
Scripps submitted a revised list to the NIH that acknowledged
government support for ninety-four, or 75%, of the 125 patents.333

Scripps characterized its failure to include the Bayh-Dole legend
on the additional forty-three patents as an unintentional error from
which it derived no benefits.334  While Scripps admits it may have
erred, the company claims that the government was not harmed
because the government was still able to practice the inventions.335  In
an odd bit of false magnanimity, Scripps also said that the NIH did not
have to pay it a royalty, even though the agency was not named on the
patent legend.336  In fact, this royalty waiver is automatic because the
Bayh-Dole Act explicitly protects the government’s worldwide right to
practice subject inventions free of royalties.337

To determine whether the Scripps-Sandoz case was an aberration
or indicative of a pattern, the Investigator General and the NIH staff
examined the patent policies of the top twenty-five patent-generating
universities.338  This study compared the number of patents
acknowledging federal support filed by these universities to the total
number of patents they filed.339  Of the more than 4500 patents
reviewed, only 37% contained the government rights clause,340 which
is quite similar to the false rate (41%) initially reported by Scripps.
The NIH concluded, “Some of these proportions appear low in light of
the total Federal funding.”341

In another study, the Investigator General also found deficiencies
in the NIH’s oversight procedures, partly because of inadequate
agency staffing.342  The NIH’s Division of Extramural Invention
Reports has just two people to handle thousands of funding

                                                
332. Id. a t 70 (r eport of  June  G ibbs Brown, I nspec tor G en., De p’t of H ea lth & Huma n

Se rvs.) .
333. Id. a t 2 ( opening stateme nt of  H on. Ron Wyden).
334. Id. a t 113-14 ( state me nt of  Dr . William H. Be er s, Se nior Vic e Pre sident, Sc ripps

Re se arc h Inst. and Douglas A. Bingham, Gen. Counsel, Scripps Resear ch Inst.).
335. Id. a t 20- 21 (testimony of Dr. W illia m H . Bee rs).
336. Id.
337. 35 U .S.C. § 202(c )( 4) (1994).
338. Underreporting F ederal Inv olvem ent, supra note 105, at 7 (testimony of Mic hae l

R. H ill).
339. Id.
340. Id.
341. Id. a t 104 ( sta te ment of We ndy Baldwin).
342. NI H OVERS IGHT OF EXTRAMURAL RES EARCH, supra note 269, at 12.
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agreements yearly.343  This study determined that the NIH limits its
oversight of the U.S. industry preference; only 20% of the 100
universities surveyed have established U.S. manufacturing clauses in
their agreements.344  It also found that the NIH did not emphasize the
small business preference expressed in the Bayh-Dole Act and
provided only limited oversight to ensure that royalties were shared
with inventors and that excess income was distributed for research and
education purposes.345  The NIH has claimed that inventors themselves
will enforce these provisions.346

The NIH requires inventors to make, in writing, disclosure of
inventions and of the election to retain title, as well as annual reports
on utilization of research, patent applications, and patents.347

However, the NIH does not review invention disclosures or title
elections for timeliness.348  Nor does it examine annual utilization
reports to monitor commercialization efforts, an oversight that
effectively limits the government’s opportunity to take advantage of
march-in rights.349  Further, no penalties have ever been levied against
grantees who submit patent applications for inventions that were never
disclosed or for which rights were never elected.350

The Investigator General recommended that the NIH develop
procedures to secure information directly from the Patent and
Trademark Office.351  In congressional hearings on this issue,
Representative Ron Wyden termed this recommendation
“underwhelming” in light of the approximately $8 billion that the
government pays for research through the NIH.352  He stated that the
NIH was overly reliant on “grantees voluntarily doing the right
thing.”353  If the NIH continued not to oversee its technology transfer
arrangements, he proposed either that an outside contractor be hired or
that the Department of Commerce be assigned to enforcement.354

The NIH responded to the Investigator General’s suggestion of
greater oversight by pointing out that other agencies do not conduct
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case-by-case oversight as recommended by the Inspector General’s
report.355  The Public Health Service’s (PHS) reply that this would
entail too much work certainly does not seem to be a sufficient
reason.356  The NIH’s adoption of an electronic database system
(EDISON) designed to track inventions did not resolve the problem as
apparently had been hoped.  Largely, this was because EDISON, too,
relied upon self-reporting by contractors for its accuracy and
comprehensiveness.357  The GAO has reported that this simply does
not work.358

The situation seems essentially unchanged today.  The most
recent report of the GAO indicates that Bayh-Dole compliance is
unmonitored and can be fairly characterized as out of control.359  In
fact, the matter seems now to be even more complicated by
interagency jealousies.  The GAO report included findings of an NIH
draft report in its conclusions, to which the NIH objected.360  However,
the GAO proceeded to publish its report intact and without the
deletions demanded by the NIH.361

It is not surprising that these kinds of stories recur.  What is
disturbing is their misconceived fatalism.  Last year, it was revealed

                                                
355. Id. a t 101 ( sta te ment of We ndy Baldwin).
356. Id. a t 80 (memora ndum of Philip R. Le e, M.D., A ssistant Sec’ y for  H ealth, D ep’t

of  H ealth & Human Servs.) ( “I mplementation of a  proc ess like tha t just describe d w ould
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357. Se e REP OR TING REQUIREM ENTS, supra note 271, at 12-14.
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dissatisf action.  O ne re ason was a  ge ne ral belief  that the results of  gove rnment-
ow ne d r esear ch we re  not being ma de  available  to those who c ould use  them.
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Id.
360. Id. a t 20- 21.
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that the government is investigating activity at the California Institute
of Technology (Caltech) related to the acquisition of important DNA-
related patents by private industry.362  Whether the invention was
federally funded, when it was conceived, and whether the Bayh-Dole
legend should be on the patent are key issues.  However, no one is
discussing what should be the central consequence of all this:  whether
the price can be regulated.363

A similar story surfaced recently describing the government-
funded research and development of Xalatan, a best-selling eyedrop
for glaucoma.  The New York Times described the commercial success
of the drug as follows:  “With $507 million in sales last year—and the
potential for billions more, most of it pure profit—the four-year-old
medicine is the equivalent of liquid gold for its manufacturer, the
Pharmacia Corporation.  The eyedrop [also] earned Columbia
University about $20 million in royalties last year . . . .”364  The public
debate is dominated, however, not by accusations that manufacturers
are evading existing price controls but, instead, by the repeated
misconception that no such price controls exist.365

The NIH’s lax oversight and its reluctance to enforce the march-
in provisions of the Bayh-Dole Act, though regrettable, do not have
any easy legal remedy.  Whether there is any private remedy to
enforce march-in rights is, at best, questionable.  There is case law
indicating that if agency inaction is based solely on its mistaken belief
that it lacks jurisdiction, or on a policy that is so extreme as to be an
abdication of its responsibilities, then a legal remedy may be
available.366  The NIH’s jurisdictional misbeliefs and weak monitoring
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procedures lead to its nonenforcement of march-in rights, but do not
necessarily supply the basis for judicial review.367

Thus it is not clear, especially from the legislative history, that
individuals or third parties have any enforceable claims over the Bayh-
Dole Act’s reasonable pricing provision.  Standing could be difficult to
show.  Proving causation may also be difficult without the disclosure
of privileged data from industry.368  Though the NIH’s position—that
the public benefits from technology transfers through a better
economy, more jobs, and the privilege of being able to buy the product
in the marketplace without regard to the product’s price—is
questionable,369 it is not clear that a private remedy is available.  And
                                                                                                            
(unsucc essful in the c ases cited in the  following footnote)  ca n be ma de that the detailed
clauses a ppe ar ing in § 202 of  the Act a mount to the kind of  guideline s tha t should r ender 
agencie s’  ac tions r eview able.  I n any e vent, the He ck ler Court wa s c ar eful to note that a
fa ilure  to e nf orc e bec ause of  an a gency’s mista ke n “ be lie f tha t it la cks jurisdiction” or  “tha t
the age nc y has ‘c onsciously a nd expre ssly adopted a ge ner al policy’  that is so extre me as to
amount to an a bdica tion of its sta tutor y r esponsibilities . . . might indicate tha t suc h dec isions
we re  not ‘committed to a gency disc retion.’ ”  Id. a t 833 n.4 (quoting A da ms v. Richardson,
480 F.2d 1159 (D.C. Cir. 1973) ( en ba nc )).

367. Unfortuna tely, se ve ral c our ts ha ve  alre ady r efuse d to enf or ce va rious pr ovisions
of  the Ba yh- Dole Ac t, although none of the m have attempte d to enfor ce  the polic ing of
publicly funde d inventions, nor ha ve any of the m cla imed the public  r ight to “r easonable” 
pr ic es, w hic h the  Bayh-D ole  A ct se ems to gua rante e.  Se e S. Resea rch I nst. v. Gr iffin Cor p.,
938 F.2d 1249, 1254 (11th Cir . 1991) ; G en-Pr obe I nc . v. Ctr . for  N eur ologic Study, 853 F.
Supp. 1215 ( S.D. Ca l. 1993) ; Ciba- Geigy Corp. v. Alz a Cor p., 804 F. Supp. 614, 629 ( D.N .J.
1992); Platz er  v. Sloa n- Kette ring Inst. for Cance r Resear ch, 787 F. Supp. 360, 365 ( S.D .N .Y.
1992).  A ll of  these c ases involve d c la ims by c ompanie s to rival companies’ patent r ights, a 
type  of  c laim tha t courts might ea sily consider  e ither  committed to a gency disc retion or
unintende d by Congre ss.  These  type s of claims, howe ver , see m far  diffe re nt than de mands
by medica l patients to have  nece ssary drugs ava ilable to them on the rea sonable  te rms
commanded by the Ba yh- Dole Ac t.  I n ter ms of  la w, these potentia l pla intiffs w ould have the 
kind of  c onc re te claim e xpr essly c ontempla te d by Congre ss, the  abse nce  of w hich ar gua bly
distinguishe s all of the  above-c ited ca ses.

368. Former NI H hea d Ber nadine H ea ly’ s sta te ment tha t price s c annot be c ontrolled
be ca use  of the  le ga l ina bility to procure confide ntial fina ncial informa tion is, in addition to
be ing politica lly a rguable, simply na ive f rom a  lega l sta ndpoint.  NI H Not E quipped, supra
note  245.  Fina nc ial information that is othe rw ise  deemed conf ide ntial is r outinely a va ila ble
to litiga nts unde r sta te  and feder al rules of c ivil pr oce dure.  The  Fede ra l Rules of  Civil
Pr oc edure , f or  example , provide for “ pr ote ctive  orde rs” so tha t confidential infor ma tion tha t
is disc losed to a dverse litigants will not be c ommunic ate d to third partie s.  FED. R. CIV. P.
26(c ).  W hen private c ompanie s e nter into re lationships w ith the  gove rnment, they ar e held to
wa ive the ir rights to confide ntial informa tion to the extent tha t inf ormation is nec essar y to
ensure complia nce  w ith f ede ra l policies.  CN A Fin. Cor p. v. Donovan, 830 F.2d 1132 (D.C.
Cir. 1987) ( de ter mining whe ther a compa ny that contr ac ted w ith the fe der al gove rnment
must disc lose confidential hiring inf or mation under the Fre edom of Infor ma tion Act).  Bayh-
Dole  contrac tors, by vir tue  of the ir agre ement to sta nda rd gove rnment patent c lause s, ar e,
le ga lly spea king, indistinguisha ble f rom other kinds of governme nt contr ac tor s.

369. The HHS, the  PHS, a nd the N IH  ha ve  published a kind of  Ba yh-Dole  ma nifesto
committing the mse lves to a pa rtner ship betwe en public monie s a nd pr ivate  industry and
emphasizing te chnology transf er without ever  me ntioning a ny expr ess need to police  pric es
as Bayh-D ole  r equir es:



2001] ENFORCING DRUG PRICE CONTROLS 691

even if judicial review could force march-in, it would be difficult to
achieve because of the sixty-day limitation placed on these rights.
Whether the sixty-day period would itself be vulnerable to challenge
as an extreme abdication of agency obligations is itself a large
question.

X. CONCLUSION

The existing, all-too-frequently unacknowledged, and utterly
unenforced price controls of the Bayh-Dole Act have potential
significance because they appear to apply to a large number of
important drugs.  Because the Bayh-Dole Act only applies to
inventions that are at least partially federally funded, the key question
is how many drugs result from such federal assistance.  It appears that
a large proportion of all new patents, and a larger percentage of new
pharmaceuticals,370 derive in one way or another from federal funding.

Analyses of U.S.-granted patents that cited research papers
suggests that the linkage between patents and public research was

                                                                                                            
Both the public a nd pr ivate  sector s must w or k together  to f oster  ra pid development
and comme rcializa tion of  usef ul pr oducts to benef it human health, stimulate the 
ec onomy, and e nha nc e our  inte rna tiona l compe titivene ss, w hile at the same time
pr otecting taxpayer s’ investment a nd sa fegua rding the princ iples of  scie ntific
inte grity and aca de mic  f ree dom. . . .

. . . .
Re cipie nts a re  re quire d to ma ximiz e the  use of their  r ese ar ch findings . . .

through their timely a nd effe ctive  transf er to industr y for  deve lopme nt.
De ve loping Sponsore d Resear ch Agre ements:  Consider ations f or  Re cipie nts of NIH 
Re se arc h Gra nts a nd Contrac ts, 59 Fed. Reg. 55,673, 55,673- 75 (N ov. 8, 1994).  The  policy
further  states that

[t]he A ct se rves the public  not only by encoura ging the development of use ful
commerc ia l produc ts such as drugs and c linic al diagnostic  mate rials, but a lso by
pr oviding ec onomic benef its, and e nha nc ing U .S. c ompetitive ness in the global
ma rket place .

Since  its pa ssa ge , the  Ba yh-Dole  Ac t has been e ffe ctive  in promoting the 
tr ansfe r of te chnology f rom Recipients to industr y a s evide nce d by the a ggre ssive 
pursuit of patenting a nd lice nsing and the  prolif era tion of  university/industry
collabora tions. . . .

In ke eping with the objec tives and polic ies of Bayh-D ole, it is incumbent
upon Re cipie nts to effe ctive ly and efficiently tr ansfe r tec hnology to industry for
commerc ia l development.

Id. a t 55,675-76.
370. As the Na tiona l Scienc e Foundation note d:  “ The  linkage [betw ee n patents and

public re sea rc h] is pa rticula rly e vident in patents for ‘ dr ugs a nd me dic ines.’  Applica tions in
this ca te gor y cited, on ave ra ge, seve ra l times the number  of r esear ch pa pe rs cited, for 
example , in the c ategory of  ‘ communic ation e quipment a nd electronic  c omponents.’”  NAT’L
SCI. FOUND., I NDUS TRY TRENDS IN RES EARCH SUP PORT AND LINKS  TO PUB LIC RES EARCH 2
(1999).  The  f igure  for pha rmace utica ls is 50%.  Id. a t 4.
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growing at a steady rate across five major industrialized nations.371

“This was particularly true for the half of U.S. patents granted to U.S.
inventors.”372  These American inventors “overwhelmingly cited U.S.-
authored research papers, two-thirds of which were published by
organizations primarily supported by public funding.”373

More importantly, available information indicates that not only
do many drugs benefit from federal funding, but the most important,
so-called blockbuster drugs owe most of their development to federal
funding.374  As a result, the Bayh-Dole Act is as much a potential
blockbuster, given the political will, in terms of controlling health care
costs, as are the drugs its price-control mechanism embraces.  Given
the political will, the government might even decide to exercise other
portions of the Act, such as its royalty-free right to produce these drugs
                                                

371. Id. a t 2.
372. Id.
373. Id.
374. The ava ilable data indic ate  that f ede ra lly funded dr ugs c onstitute the  majority of 

tr uly e ffe ctive  drugs. While the  FD A a pproves hundreds of dr ugs f or ma rke ting every year ,
the numbe r of new  or important drugs is re la tively sma ll.  In te stimony be for e the  Sena te 
Committee  on G ove rnmenta l A ffa ir s, one  w itness illustra ted the fe der al gove rnment’s r ole  in
supporting innova tive dr ug de velopment:

During [the]  5 ye ar  pe riod [f rom 1987-1991] the  FDA issued 2,270 drug approvals,
but most wer e for  gene ric drugs or  ne w combinations of  existing compounds.
Only 117 of the  ne w drug approvals involved so c alled “ New  Mole cular  E ntities” 
(N ME s), w hic h is the name given to dr ugs w hich ar e distinctly diffe re nt in
composition fr om dr ugs a lre ady on the  market.  Of  these 117 N MEs, only 30 we re
judged by the FDA to be dr ugs tha t wer e use d in the tre atment of sever al illne sses
(FDA c la ss E or AA drugs)  or to repre sent a substa ntial gain in the rapeutic  value
(FDA e ffica cy ra ting of A) .

Of  these 30 “important new dr ugs” approved by the  FD A, 15 bene fited f rom
significa nt funding by the U.S. gover nment.  When one consider s the  c ountr y
wher e the  dr ug wa s discover ed the gover nme nt’s role is even more  importa nt.  17
of  the “important” new  drugs wer e discover ed in the U.S.  O f the se dr ugs, 12 we re
de ve loped with significa nt gover nment f unding—tha t is, 71 perc ent w er e
de ve loped with significa nt gover nment f unding.

1994 Drug Pric ing H earing, supra note 6, at 71-72 ( state me nt of  Ja me s P. Love, Dir. of 
Ec on. Studie s, Ctr. for Study of  Responsive Law ).

Of  the eighty- four antic anc er  dr ugs r ec eiving FDA a pproval as of Januar y 1, 1997, f ifty- 
four  we re  the product of  fe de ral f unding.  CTEP, FDA  APP ROVED ANTI-CANCER DRUGS , at
http://ctep.info.nih.gov/ha ndbook/handbook/f da_agen.htm ( la st modif ie d Jan. 27, 1999).  I n
April 2000, the U niver sity of  Rochester  wa s awa rded a broad biotech pate nt cove ring an
entire class of drugs known a s “ cox-2 inhibitor s.”  Ha rry Schw ar tz, Pate nt Lawyers, Pre pare: 
A Cox -2 Patent Awarded to the University of Roc he ster Years After Filing Raise s
Fundame ntal Questions About the Future of the E ntire  U .S. P ate nt Protection System ,
PHARM ACEUTICAL EXECUTIVE, June 2000, a t 18.  T he  pr ess r elease from the  U niver sity said
the patent is likely to be “the most lucra tive pharmac eutic al pa tent in U.S. history.”  T he U.S.
pa te nt (N o. 6,048,850)  bear s the  Bayh-D ole  lege nd.  Roche ster ha s sue d Sea rle  a nd Pf ize r
over  the sale of Ce lebre x, which they say infringes on the patent, and the  University says it
will ha ve  br oa d a pplic ation in many other ar eas of medicine , inc luding c ancer  a nd
Alzheimer ’s disea se .  Id.
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at cost (or less) for the Medicare program.375  But political will, of
course, cannot be supplied by statute.

                                                
375. Se e supra note 337 a nd ac compa nying text.


