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Abstract

In 1986, the Congress of the United States passed the Federal Technology
Transfer Act to amend the original Stevenson-Wydler Technology Innovation Act of
1980, and creates the “Cooperative Research and Development Agreements”
(CRADA). Under the CRADA system, the federal laboratories provide equipment
and/or personnel, while the cooperating contractors provide fund to jointly develop
certain technology. After the adoption of CRADA, the cooperation between federal
labs and private industries become more interactive, and many successful inventions
have been made.

In contrast to the Bayh-Dole Act model, under which the government provides
fund for universities and private industries, under the CRADA model, the government
(federal labs) provides equipment, place, and/or personnel, instead of fund, for the
contractors. Consequently, the ownership of the intellectual property rights in
relation to the research results under the two systems shall be different as well.

Taiwan mimics the system of the United States and passed the Science and
Technology Basic Act at the end 1990. Nonetheless, under the Science and
Technology Basic Act, there is only the “Bayh-Dole Act system” but no CRADA
system. This article introduces the CRADA system, including relevant statistics of
CRADA, and pros and cons of the CRADA system as discussed by the U.S. scholars.
This article also argues that Taiwan needs to amend the Science and Technology Basic
Act to adopt the CRADA system, while also needs to adopt certain precaution
measures to prevent conflicts of interest and unfairness to small companies as
criticized by U.S. scholars against CRADA.

Key words: CRADA, the Stevenson-Wydler Act, technology transfer, cooperative
research, the Bayh-Dole Act
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Abstract

In 1986, the Congress of the United States passed the Federal Technology
Transfer Act to amend the original Stevenson-Wydler Technology Innovation Act of
1980, and creates the “Cooperative Research and Development Agreements”
(CRADA). Under the CRADA system, the federal laboratories provide equipment
and/or personnel, while the cooperating contractors provide fund to jointly develop
certain technology. After the adoption of CRADA, the cooperation between federal
labs and private industries become more interactive, and many successful inventions
have been made.

In contrast to the Bayh-Dole Act model, under which the government provides
fund for universities and private industries, under the CRADA model, the government
(federal labs) provides equipment, place, and/or personnel, instead of fund, for the
contractors. Consequently, the ownership of the intellectual property rights in
relation to the research results under the two systems shall be different as well.

Taiwan mimics the system of the United States and passed the Science and
Technology Basic Act at the end 1990. Nonetheless, under the Science and
Technology Basic Act, there is only the “Bayh-Dole Act system” but no CRADA
system. This article introduces the CRADA system, including relevant statistics of
CRADA, and pros and cons of the CRADA system as discussed by the U.S. scholars.
This article also argues that Taiwan needs to amend the Science and Technology Basic
Act to adopt the CRADA system, while also needs to adopt certain precaution
measures to prevent conflicts of interest and unfairness to small companies as
criticized by U.S. scholars against CRADA.

Key words: CRADA, the Stevenson-Wydler Act, technology transfer, cooperative
research, the Bayh-Dole Act
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% See U.S DEPARTMENT OF COMMERCE (OFFICE OF THE SECRETARY), SUMMARY
REPORT ON FEDERAL LABORATORY TECHNOLOGY TRANSFER, n1 (2004).

% See generally Holly Doremus, Nature, Knowledge and Profit: The Yellowstone Bioprospecting
Controversy and the Core Purposes of America's National Parks, 26 Ecology L.Q. 401 (1999).
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¥ See Kneller, supra note 28, at 352.
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Reinvestment--A Comparison of Two Statutory Frameworks, 41 Fed. B. News & J. 64, at n 19 (1994).
15 U.S.C. §3710a(c)(5)(C)(iv).
“ See Conway-Jones, supra note 6, at 200.
© B IR I‘Pﬁfuﬁﬁ & FRE AR RS L VS RS ] 5V 26
I > 2006 &+ 7 F g126
:j 15U.S.C. §3710a(b)(1)(B)
Id.
“ 15 U.S.C. §3710a (c)(4)(B).
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15 U.S.C. §3710a(b)(5).

%015 U.S.C §3710c(a)(1)(B)(i).

51 15 U.S.C. §3710c(a)(1)(B) (ii).

%2 15 U.S.C. § 3710c(a)(1)(B) (iii).

%3 15 U.S.C. §3710c(a)(1)(B) (iv).

15 U.S.C. §3710a(b)(4)(A).

% 15 U.S.C.§ 3710a (c)(3)(A)(B).

% See Mark R. Wisner, Recent Development: Proposed Changes to the Laws Governing Ownership of
Inventions Made with Federal Funding, 2 Tex. Intell. Prop. L.J. 193, 196 (1994).
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FY 1999 | 2000 2001 2002 | 2003 | 2004 | 2005 2006 | 2007
i
CRADA Gy | 3227 | 3133 | 3760 5325 | 5603 | 6016 | 5949 7271 | 7327
ilfﬁﬁﬁﬂﬁEUFﬁ - - 6307 6009 | 8162 7454 11767 | 9738 | 9445
(7

[ it 111999 % 2007 5 - [ byt i 5t - CRADA[FEETI i & 15
PR R o 13227 R R & 7327 (F - 10 R RS R 227% - *'Lﬁ’*rjﬁ_ 1988
11002 5V IFLARES WS R RULEE o TR B S IR R -
Hputl I%;:F[F’JF[ SIS

T ERRI IR (SR Wisner TR o

SRR IR ¢ (=HIRIF | NATIONAL INSTITUTE OF STANDARDS AND TECHNOLOGY U.S.
DEPARTMENT OF COMMERENCE (NIST), FEDERAL LABORATORY TECHNOLOGY
TRANSFER FISCAL YEAR 2007 (SUMMARY REPORT TO THE PRESIDENT AND THE
CONGRESS,JANUARY 2009) at 6-7. ; OFFICE OF THE SECRETARY U. S. DEPARTMENT OF
COMMERCE (DOC), SUMMARY REPORT ON FEDERAL LABORATORY TECHNOLOGY
TRANSFER, REPORT TO THE PRESIDENT AND THE CONGRESS UNDER THE
TECHNOLOGY TRANSFER AND COMMERCIALIZATION ACT (DECEMBER 2004),. at 16-17.

Id.
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% See NIST supra note 58,at 8-9 ;: DOC, at 23.

61 F[I%J%UJH%EHIF’? lézﬁl'[pmiyztﬁ T YRR LS épf] EEAETINR U j:ﬁi_{ﬁﬁ; F] Fezpl
R L3 PRSI - e ol g E'ff dFE

ﬁﬂl/ﬂﬁﬁﬁ%# PR Y EREEER IR PRI ol — = [ FT%‘

St a}q Hfsﬁvll‘pE | - 2 %”ﬁ 'Wri“‘%ﬁjfﬂ II JIH?EHIF?E% EJ%*‘EITL*E”
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Stephen P. Auvil & Wendy C. Martin, Working vvith Patent Counsel and Managing the Igatentlng

Process, AUTM Technology Transfer Practice Manual 3™ Edition, VOLUME TWO PART 1

CHAPTER 8.5,193, at 199-200, 209-210 (2006).

62 See NIST supra note 58,at 10-12 ; DOC, at 29-30.
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Squibb) (! | T A ) IR 35 Tl EIs(Taon)""?};T {AYCRADA® [ 4
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NCHf7uiy = 1865 Pa sk o (=7 30 = PURFIAFPHA i - A2V R 5 1
FREE S E s lfﬂ*' RO oSk o By T (RSB A - SRR
Fﬁ[!,ifﬁ (Food, Drug, and Cosmetlc Act)  HI “[HJ a ﬁ BEPufg#(Food and Drug
Administration, FDA)HI%%%W#?{(%W drug application, NDA) - IU»"EI[F[JFDA‘E
KB *E'fsﬁacﬁ%ﬁ@ SR LD wf P R )
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% See George Frisvold & Kelly Day-Rubenstein, SYMPOSIUM PROPERTY RIGHTS IN
ENVIRONMENTAL ASSETS: ECONOMIC AND LEGAL PERSPECTIVES: Bioprospecting and
Biodiversity Conservation: What Happens When Discoveries are Made? 50 Ariz. L. Rev. 545, 560-64
(2008). See also Eileen M. Kane, THE THIRD ANNUAL IP/GENDER: THE UNMAPPED
CONNECTIONS SYMPOSIUM: Molecules and Conflict: Cancer, Patents, and Women's Health, 15
Am. U. J. Gender Soc. Pol’y & L. 305, 310-15 (2007).

® 21 U.S.C. § 3555 (b) (1) (D).

% Frisvold & Day-Rubenstein, supra note 63, at 562.

% See Kelly A. Day & George B. Frisvold, Medical Research and Genetics Resources Management:
the Case of Taxol, Contemp. Pol'y Issues, at 1, 1-11 (1993).

-16 -



)FF(;[T’%’ "“itﬁf{@ﬂhﬁuwz R N L R *F“ﬁ’Tﬂ‘FJ 2 I%F‘J%ﬁ o
Wﬁu&ﬁﬁm%pu&@¢ g 68

P J":ET*‘V*FUI' ”HEIT*‘QJ\E}'?FE'FJI LRETE IRF ﬂ*@g?{%ﬁﬂ"éf{
% R EBEPT R Ggﬂ = f*IM&'WF[¢ﬁﬁr§f%‘j’“’ﬁ’+ﬁw\$9r SV
IME#JH YRR ™ o SV o PRSI IRY 9 > NCIE 22 4 oy
“H%d(Bureau of Land Management, BLM)fz2 - 7 £ FZRIpusi e 4 549 F» B
i BERESE ™ PG 5 kB OB Sk T o PR E R A
(=08 B e I BB o St RURT M B T B -

Q‘I?i FENCIZEBLM ™12 %| [F[JWF’}%‘%ﬁ’vffjﬁ%ﬁﬂ#ﬂ;‘ﬁﬁﬁ%{ﬁl}f&é‘% VAEF > g
ElY F,%‘;'/ ﬂﬁff?f ’ '“‘\?F‘lﬁo BEHrE 1 1993 = 2002 = iﬁ—ﬁ F j*ﬁﬁl & i\ﬂd FAET
T 90 X £ 1 IR B (8 4378 SR 3500 fu\\,ﬁuu% ” » PRI
r‘fﬁ“%ﬁ”l'":t F‘jﬁﬂiﬁ ?Jﬁﬁﬁ}?ﬁtifv“ r "%Fpﬁ?J MR L > IR EAE
E i J#:: o MR S R ] 43 6 AR R S PSR
B () | l— » S N (ALY T ffﬂlﬁﬂﬂﬁp SRR T ﬂ B

2 « CRADA ﬁjﬂ@:’/*ufiﬁﬁi

T

AR CRADA ([l F 11981 £ [ HORRZ S o RS
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o 'R £ "a reasonable relationship between the pricing of a licensed product, the public investment in
that product, and the health and safety needs of the public." See Frisvold & Day-Rubenstein, supra note
63, at 563. Kane, supra note 63, at 317.

% See US GENERAL ACCOUNTING OFFICE, TECHNOLOGY TRANSFER: NIH-PRIVATE
SECTOR PARTNERSHIP IN THE DEVELOPMENT OF TAXOL, GAO-03-829, at 8 (2003).

% Frisvold & Day-Rubenstein, supra note 63, at 563.

% 1d. at 563.

™ See US GENERAL ACCOUNTING OFFICE, supra note 68, at 3 (2003).

2 See, e.g., Daniel Newman, The Great Taxol Giveaway, Multinational Monitor, May 1992, at 17;
Ralph Nader & James Love, Looting the Medicine Chest: How Bristol-Myers Squibb Made Off Wth
the Public's Cancer Research, Progressive, at 26 (1993).

® Frisvold & Day-Rubenstein, supra note 63, at 564-5.

™ See Kneller, supra note 28, at 353.
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™ 15U.8.C. § 3710 a (c) (4) (B).

® See Clovia Hamilton, University Technology Transfer and Economic Development: Proposed
Cooperative Economic Development Agreements Under the Bayh-Dole Act, 36 J. Marshall L. Rev. 397,
405, n15 (2003).

" See generally Robert H. Swennes, Commercializing Government Inventions: Utilizing the Federal
Technology Transfer Act of 1986, 20 PUB. CONT. L.J. 365, 371 (1991).

"8 See Kneller, supra note 28, at 352.

® See 17 U.S.C. §§ 101, 105 (2000).

8 37 C.FR. § 404.7(a)(2)(i), (b) (2).

81 37 C.FR. § 404.7(a)(1)(iv) :

The Federal agency has given first preference to any small business firms submitting plans that are
determined by the agency to be within the capabilities of the firms and as equally likely, if executed, to
bring the invention to practical application as any plans submitted by applicants that are not small
business firms.
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Abstract

In 1986, the Congress of the United States passed the Federal
Technology Transfer Act to amend the original Stevenson-Wydler
Technology Innovation Act of 1980, and creates the “Cooperative Research
and Development Agreements” (CRADA). Under the CRADA system, the
federal laboratories provide equipment and/or personnel, while the
cooperating contractors provide fund to jointly develop certain technology.
After the adoption of CRADA, the cooperation between federal lab and
private industries become more interactive, and many successful cases have
been made.

In contrast to the Bayh-Dole Act model, under which the government
provides fund for universities and private industries, under the CRADA
model, the government (federal labs) provides equipment, place, and/or
personnel, instead of fund for the contractors. Consequently, the ownership
of the intellectual property rights in relation to the research results under the
two systems shall be different as well.

Taiwan, mimics the system of the United States and passed the Science
and Technology Basic Act in 1990. Nonetheless, under the Science and
Technology Basic Act, there is only the “Bayh-Dole Act system” but no
CRADA system. This article introduces the CRADA and the model CRADA
contract promulgated by the US Department of Energy, and argues that
Taiwan needs to amend the Science and Technology Basic Act to adopt the
CRADA system as well.

Keywords:
CRADA, the Stevenson-Wydler Act, technology transfer, cooperative, the
Bayh-Dole Act
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	此外，值得一提的是，原本NCI準備與必治妥藥廠簽署的合約草本中，本來訂有「合理價格」條款(reasonable price clause)，亦即要求合作締約方的「產品價格需與公眾對該產品的投資，及與民眾健康安全的需求間，具有合理的關連。68F 」然最後簽約的版本中卻無此一條文69F 。
	此些保障專屬地位的條文引起社會大眾相當多的爭議，然有些學者認為因當時泰克索等藥物無法獲得專利保護，上述保障必治妥藥廠專屬地位的契約條文乃保障其投資所必須的保護70F 。事實上，除前述契約條文外，NCI其後並與土地管理局(Bureau of Land Management, BLM)協議，在其管理的國有土地上，僅准許必治妥藥廠得進入以蒐集泰克索藥品的原料---紫衫醇71F 。因此雖然沒有專利保護，但必治妥藥廠可以說獨家控制了泰克索的原料及臨床實驗數據。
	一般認為NCI與BLM並沒有向必治妥藥廠針對此項獨家原料蒐集之權利，收取合理之對價，必治妥藥廠自1993至2002年這十年間，於全球銷售泰克索總計獲利90億美金；然美國政府僅向必治妥藥廠收取3500萬美金的收益72F ，因此，政府機關的作為，特別是當初未堅持放入「合理價格」條款的行為，自然受到相當的批評73F 。惟亦有學者認為若向必治妥藥廠收取高額之對價，則其必然反應在藥價上，對國民健康影響重大，對整個社會而言可能更為不利74F 。
	參、CRADA制度之利弊得失      從以上統計圖表可看出，CRADA制度自1981年開始實施迄今，可謂具有一定之實施成效，無論係CRADA件數、授權件數或權利金收益，幾乎每年均有穩定的成長。惟對於CRADA制度的利弊得失，美國學者或政府機構的看法並不一致，茲就不同人士的看法，整理其制度的利與弊，並綜整對於該制度批評的意見如後：
	CRADA制度之利
	一般以為，1986年所制訂之聯邦技轉法的重要性，在於給予個別實驗室管理其智慧財產權及運用所生權利金的權利75F 。詳言之，聯邦實驗室得在其所屬單位年度總預算5%的範圍內，保留其授權之權利金，將之用於支付從事技術移轉的費用、獎勵研究人員，及充實研究經費之用76F 。若無此經費，則聯邦實驗室恐無法從事相關的合作研究及技術移轉的工作。
	此外，對於廠商而言，與聯邦實驗室共同研究的目的在於得以接觸到聯邦實驗室最新的技術及第一手的資訊、共同分享風險，以及拓展研究項目等77F 。而對於社會大眾的好處而言，應是在於促進聯邦實驗室的基礎或早期研究的成果，在合作締約方的協助之下，得以縮短產品問世的時間，使社會大眾均享有以政府預算所支持的聯邦實驗室之研究成果的好處78F 。
	二、CRADA制度對合作締約方之限制
	惟對於作為合作締約方的私人企業而言，CRADA制度的法律規定，在與聯邦實驗室的簽訂程序與權利取得等方面，仍有許多限制，茲列舉其重要限制於後：
	4. 合作廠商原則需同意將其產品於美國境內實質製造(即主要部分需於美國境內生產)83F 。
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